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Short summary
This study found that populations with generalized HIV epidemics had a higher

prevalence of syphilis in the pre-HIV perod.

Abstract

Background

Could we have predicted national peak HIV based on syphilis prevalence in the
1990s? Earlier studies have shown positive correlations between various STls at
different population levels. In this paper we test the hypothesis that there was a
residual variation in the national prevalence rates of syphilis and that these rates
could predict subsequent peak-HIV prevalence rates.

Methods

This analysis uses linear regression to evaluate the country-level relationship
between antenatal syphilis prevalence (1990-1999) and peak HIV prevalence.
Results

A moderately strong association is found for the 76 countries with data available (R®
= 0.53, P < 0.001). The association was weakened but remained significantly
positive when we adjusted for the type of syphilis testing used and the prevalence of
circumcision.

Conclusion

Syphilis prevalence in the 1990s predicted approximately 52% of the variation in
peak HIV prevalence. Populations with generalized HIV epidemics had a higher
prevalence of syphilis in the pre-HIV period. This finding provides additional rationale
to carefully monitor sexual behavior, sexual networks and STl incidence in these

populations.
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Introduction

Previous studies have found positive correlations between the prevalence of various
STls at different levels of aggregation. At the level of ethnic/racial groups, studies
have found a relationship between the prevalence of HIV and syphilis (1, 2), HSV-2
(2, 3), chlamydia (1) and gonorrhea (1). At a national level peak HIV prevalence has
been found to be correlated with HSV-2 prevalence in women (3). At the world-
regional level HIV prevalence was correlated with the prevalence of HSV-2,
gonorrhea, chlamydia, syphilis and trichomonas but this relationship was only

statistically significant in the case of HSV-2 and gonorrhea (4).

In this paper we extend these analyses to assess if the prevalence of syphilis from
the early HIV period is correlaled with peak HIV prevalence at a country level. We
chose syphilis as the widespread testing for syphilis in routine antenatal care means
that there are more data available from population-based samples for syphilis in the
early HIV period than there is for other STls (4-7). An advantage of using the peak
HIV prevalence as the measure for HIV prevalence is that this measure helps avoid
the HIV introduction time bias which is caused by the widely differing times that the

HIV epidemics began (8).

Further, we take into consideration the impact of circumcision on HIV and syphilis
prevalence since this has been shown o reduce the acquisition of HIV and syphilis
in men, which in turn likely results in a lower prevalence of these infections in

populations where circumcision is more uniform (5-7).
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Methods

Antenatal syphilis data for 1980 to 2010 were taken from an Institute for Health
Metrics and Evaluation (IHME) database on the prevalence of syphilis in low risk
populations compiled for GBD 2010 (9). The IHME data sources included UNAIDS
epidemiologic fact sheets, UNGASS country progress reports, reports from country
specific surveillance systems, WHO reports on syphilis epidemiology, and
unpublished data from correspondence with GBD 2010 collaborators. These were
supplemented by a systematic literature review of syphilis seroprevalence (most
recent PubMed search was October 2011). To be included, a study needed to
provide data on the prevalence of syphilis in populations considered representative
of the general population and have a sample size of 100. Data from high-risk

populations (e.g. MSM, sex workers and STI clinic attendees) were excluded (9-12).

For each country we extracted the studies conducted in antenatal populations
between 1990 and 1999 and used the median of these studies as a proxy for the
national prevalence of antenatal syphilis (termed the syphilis prevalence variable).
The period 1990-1999 was chosen as this was the first decade for which sufficient
data was available in the dataset and the beginning of this period predates the year

that most countries attained their first peak HIV prevalence,

For the adjusted syphilis prevalence we generated new syphilis prevalence
estimates adjusted according to the syphilis-testing algorithm used since different

types of testing algorithms influence the estimates of prevalence. Studies that use
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both a treponemal and a non-treponemal lest to diagnose infection are regarded as
offering the most accurate measure of active syphilis infection (13). We applied
correction factors to different syphilis testing algorithms used based on a systematic
review and meta-analysis that estimated the proportion of pregnancies with
“probable active syphilis® according to the of testing methodology used in the study
(14).

National peak HIV prevalence was obtained for 149 countries for which HIV
prevalence estimates were available from 1980 to 2009 in the Global Health
Observatory Data Repository of the World Health Organization

(http:‘apps.who.int'gho/data/node.main.622). These estimates are based on

population-based testing, antenatal clinical surveillance and epidemic modeals (15).
From this data we derived the peak HIV prevalence variable which was defined as
the highest national HIV prevalence in 15 to 49 year-old between the years 1930-

2009 (median year 1998, interquartile range 1996-2005) (16).

We controlled for the national circumcision prevalence in our adjusted analyses. The
national prevalence rates of male circumcision as of December 2006 were taken
from a World Health Organization and Joint United Nations Programme on HIV/AIDS
publication. These estimates were based on Demographic and Health Survey dala
or from other published sources (17). Countries were classified as having

circumcision prevalence rates < 20%, 20 - 80% or =80%.

Simple linear regression was used to evaluate the relationship between syphilis

prevalence and peak HIV prevalence — unadjusted, adjusted for laboratory testing
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used, and adjusted for circumcision prevalence. Because the severity and
heterogeneity of the HIV epidemics have been greater in sub-Saharan Africa than
elsewhere the analyses were repeated limited to the countries of sub Saharan Africa.
All analyses were performed in STATA 12.0 (StataCorp LP, College Station, TX,

LISA).

Results

We found a moderately strong association between syphilis prevalence and peak
HIV prevalence for the 78 countries with data available (R® = 0.53, P < 0.001; Figure
1). The association was weakened but remained significantly positive when we
adjusted for the type of syphilis testing used (R® = 0.34, P < 0.001). The inclusion of
the circumcision prevalence variable did not attenuate the association. For every 1%
increase in syphilis there was a 1.5% (95% Cl 1.2-1.9; n = 76) and 2.0% (95% CI
1.3-2.6; n = 69) increase in HIV prevalence in the models using the unadjusted and
adjusted syphilis prevalence estimates, respectively. In the models including
circumcision these figures changes to 1.6% (95% Cl 1.2-2.0; n = 69) and 1.9% (95%
Cl 1.3 to 2.5; n = 76), respectively. A similar positive association was found when we
restricted the analyses to 28 countries of sub-Saharan Africa (R? = 0.69, P <0.001,

for unadjusted syphilis prevalence versus peak HIV prevalence).

Discussion

This study found a positive association between syphilis prevalence during the
period 1990-1999 and peak-HIV prevalence at a country level, Syphilis prevalence in
the 1990s predicted approximately 52% of the variation in peak HIV prevalence. This

same relationship has been found at the levels of individuals (18, 19), ethnic/racial
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groups (1, 2) and world regions (4). For example, a study that assessed this
relationship at the ethnic group level in the United States of America and South
Africa found a strong positive association between syphilis prevalence (predating
peak HIV prevalence) and HIV prevalence (2). However, not all studies have found
this positive association (19). The fact that the same positive association has been
found between HIV and other STis at the levels of individuals, ethnic/racial groups
and countries (2, 4) reduces the chance that this relationship is explained by
confounding, or is due to an ecological or other form of bias. Rather, this association
suggests that either syphilis played a significant role in the spread of HIV, or that

both are determined by the same or similar factors.

There are a number of limitations with this type of retrospective study; chief amongst
these is the quality of the syphilis prevalence data. Peak HIV data was only reported
for 149 countries and we only had combined HIV and syphilis data for 76 couniries,
Of the countries with data, prevalence estimates were based on relatively small or
somewhat selected samples that may not be representative of the general
population. Specifically, many of the studies are from urban areas and are studies of
women presenting for antenatal care. |t would also would have been optimal 1o have
had an earlier range syphilis prevalence estimates since some countries started
attaining their peak HIV prevalences in the early/mid 1990's, such as Uganda where
HIV peaked in 1991. We controlled for the effect of circumcision rates on the
association between syphilis and peak HIV prevalence, but we cannot exclude the
possibility that there are other confounders that we have not controlled for. We
performed a regression of syphilis data versus modeled estimates of HIV. Ideally

data versus data or estimates versus estimates would be compared. The effect of
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each of these data and methodological limitations would dilute the strength of an

association between syphilis and peak HIV prevalence.

A syphilis testing regime correction factor was also included in the amalysis and
when this factor was applied the association between syphilis and HIV was
weakened. This could be explained by the fact that syphilis prevalences were
overastimated in the studies that only use antibody testing which cannot distinguish
reinfections from previous infections. The correction faclors have not been validated
in separate studies and hence they may lead to inaccurate prevalence estimates
which is an alternative explanation for the observed attenuation in HIV/syphilis

association.

There is increasing evidence that AIDS morlality played a role in the remarkable
decline of syphilis prevalence in general populations in Southern and Eastern Africa
(20-22) and MSM populations in North America (23). In high income countries, the
widespread availability of antiretroviral therapy has led to a decline in AIDS mortality
and partly as a result, MSM sexual networks are retuming towards a high-risk pre-
AIDS structure with a concomitant increase in syphilis and other STis (24, 25). It is
important to appreciate that populations with generalized HIV epidemics had a
higher prevalence of other 5Tls such as syphilis in the pre-HIV period (2) as this
provides an additional rationale to carefully monitor sexual behavior, sexual networks
and ST! incidence in these populations to allow for the early detection of any return

towards to a pre HIV risk configuration (20).
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Figure 1. Association between peak HIV prevalence and the median prevalence of
syphilis (expressed as a percentage) in all studies performed between the years
1990-1999 in antenatal women in 76 countries unadjusted for testing strategy (R? =
0.53, P< 0.001, n = 76). Blue colored dots in the figure indicate countries located in

sub-Saharan Africa; red colored dots indicate non-sub-Saharan African countries.
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Abslract: Absiract
Viodundary medical male circumciion (VMC) provides significant reductions in the risk
of female-to-male HIV transmission, Since 2007, YMMC has been a key componant of
the United Stafes President's Emergency Flan for AIDS Refefs (FEPFAR) sirategy o
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Abstract

Voluntary medical male circumcision (VMMC) provides significant reductions in the risk of
female-to-male HIV transmission. Since 2007, VMMC has been a key component of the United
>tates President’'s Emergency Plan for AIDS Relief's (PEPFAR) strategy to mitigate the HIV
epidemic in countries with high HIV prevalence and low circumcision rates. To ensure intended
effects, PEFFAR sets ambitious annual circumcision targets and provides funding to
implementation partners to deliver local VMMC services. In Kenya to date, 1.9 million males
have been circumcised; in 2017, 60% of circumcisions were among 10-14-year-olds. We
conducted a qualitative field study to leam more about VMMC program implementation in
Kenya.

The study setting was a region in Kenya with high HIV prevalence and low male circumecision
rates. From March 2017 through April 2018, we carried out in-depth interviews with 29 VMMC
stakeholders, including “mobilizers™, HIV counselors, clinical providers, schoolteachers, and
policy professionals. Additionally, we undertook observation sessions at 14 VMMC clinics while
services were provided and observed mobilization activities al 13 communily venues including,
two schools, four public marketplaces, two fishing villages, and five inland villages. Analysis of
interview transcripls and observation field notes revealed multiple unintended consequences
linked to the pursuit of targets. Ebbs and flows in the availability of school-age youth togethar
with the drive to meet targets may result in increased burdens on clinics, long waits for care,
potentially misleading mobilization practices, and deviations from the standard of care.

Our findings indicate shoricomings in the quality of procedures in VMMC programs in a low-
resource setting, and more importantly, that the pursuit of ambitious public health targets may
lead to compromised senvice delivery, consent practices, and protocol adherence. There is a
need o develop improved or alternative systems to balance the goal of increasing service
uptake with the responsible conduct of VMMGC.
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INTRODUCTION

Voluntary medical male circumcision (VMMC) provides significant reductions in the risk of
female to male HIV transmission.[1-3] Since 2007, VMMC has been a key component of the
Joint United Mations Frogram on HIV/AIDS (UNAIDS) strategy for ending AIDS by 2030 and
a top priority of the United States Agency for Intemational Development (USAID) and the
United States President's Emergency Plan for AIDS Relief (PEPFAR) to combat HIV in sub-
Saharan Africa.[4, 5] Between 2007 and 2018. almost 19 million PEPFAR-supported
circumcisions were performed in 14 priority World Health Organization (WHO) designated
countries in eastern and southern Africa (ESA); 10% (more than 1.9 million) of these MCs
took place in Kenya.[6] From early on, Kenya was ahead of other countries in VMMC scale-
up, meeting 34% of its target in 2012 compared to 16% achieved by the next best country.[7]
With a consistent record of meeting national VMMC uplake goals that sets it apart from other

countries,[8] Kenya is often presented as a leading VMMC success story in ESA.[4, 9)

The United States (US), via PEPFAR, ook an early lead in funding YMMC for HIV
prevention programs in ESA. In 2016, PEPFAR spent over 15 million US dollars (USD) for
VMMC services in Kenya alone.[10] These funds are distributed to VMMC implementing
partners (IPs) in Kenya and other ESA countries to establish and maintain VMMC services
within designated catchmeanis in regions of high HIV prevalence and low levels of male
circumcision (MC).[11, 12] These IPs include non-governmental arganizations (NGOs),
community-based organizations, faith-based organizations, or other non-profit or for profit
entities. Each |P is accountable 10 its funding body via in-country intermadiales and is
required to keep accurate records and to make ragular reports concaming the services

provided, numbers of circumcisions performed, and observed adverse events.[13, 14]

As a part of this process, epidemiological model-informed quotas or “targets” are set by
funders for the number of MCs to be performed within a given timeframe (e.g., annually). In
2016, 264,490 PEPFAR-funded MCs were performed in Kenya,[15] thus exceeding the 2016

1
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target of 240,000 MCs.[16] In Kenya, PEPFAR has identified 11 VMMC underserved, priority
counties.[16] In 2017, the coverage rates for 15-29 year-old males among all priority
counties were reported to be approaching or to have reached 80%.[16] though maore recent
studies have called into question these covarage estimates.[17] To achieve this goal of 80%
MC coverage within all these underserved areas by 2019, PEPFAR Kenya sel a targel of
300,000 new MCs in 2017, a 25% increase from the 2016 target.[16] In 2014, Kenya began
offering VMMC services to boys aged 10-14 years citing “high demand for MC amongst this
age group®, cultural preference, and pre-sexual debut and’or less sexual activity as the
rationale.[18] Between October 2016 and September 2017, 227,272 PEPFAR-sponsorad
MCs were performed in Kenya; 60% of these were among boys aged between 10-14 years,
23% wera among 15-19 year-olds, and 14% were among 20-29 year-olds.[15] Among all
priority-designated counties in Kenya, UNAIDS estimates cited by PEPFAR suggest that an
additional 290,000 MCs may be needed to achieve 80% MC coverage among 10-29 year-

olds, or an additional 500,000 to achieve 90% coverage by 2021.[16]

Previous research has highlighted ethical and practical concemns associated with VMMG
implementation for HIV prevention.[13] Among school-going adolescent and young adult
males in ESA, these concerns include recruitment practices (referred 1o as mobilization in
VMMC programs) [20] consent and assent,[21] and access (o follow-up care.[22] Additional
issues include adolescent understanding of VMMC's purpose,[23] MC's relevant benefits
and risks,[21, 24, 25] and the importance of HIV protective behaviors following
circumecision.[26] A 2014 assessment of VMMC quality of care across four countries (Kenya,
South Africa, Tanzania, Zimbabwe) identified deficiencies including providers” failures to
adhere to national VMMC best-practice guidelines and a lack of equipment and supplies at
VMMC clinics.[27] Similarly, a 2017 report prepared for review by USAID identified multiple
“quality gaps” in VMMC implemeantation, including adverse events, low client follow-up rates,

and inconsistent messaging to clients.[28]
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During research for a parent study on the responsible conduct of HIV research in adolescent
populations in Kenya we received anecdotal reports from local health leaders and
community stakeholders that raised concerns about the ethical implementation of VMMC
among adolescents. Given the known ethical and practical concerns linked to VMMGC
implemeantation across ESA, we sal oul to conduct a qualitative study 1o learn more aboul
VMMC practices “on the ground” in Kenya. Prasented below, an analysis of the qualitative
data we collected revealed that the pressure to meet funder-set service-delivery targets
appear to generate some unintended consequencas concerning the services provided

and/or standards maintained by VMMC IPs.

METHODS

HIV prevalence in Kenya in 2017 was 4.8% overall among individuals aged 1549, with a
range at the county level of between 0.1% and 21.0%.[29] This study was conducted in an
area of Kenya with elevated rates of HIV and historically low uptake of MC. From March
2017 through April 2018, we conducted in-depth interviews with 29 VMMC stakeholders (21
males and 8 females), including schoolteachers, program recruiters (known locally as
*mobilizers”), HIV counsellors, clinical providers, and policy professionals (e.g.. local VMMGC
technical advisors). Table 1 lists thesa stakeholder interviewee categories, the number of
stakeholders from each IP or school, and descriptions of each category’s role or links to
VMMC program implementation. In addition to these interviews, we conducted field
observation sessions at VMMG clinics located in the research area.

Table 1. Stakeholder interviewee calegories, number of interviewees' and their employers,
ELI'H:| dascnpuuns of stakeholders’ mmlmmenl in VRMC.

| Interviewees!
W employers nmm
m chool 5 primary many amlau«:&nts are mobilized ’rur UMMG at schoal; t&achars
teachers schools and 1 | facilitale access 1o students for VMMC mobilizers, are a source
N=6 high schiool of information for students and parents, and often help to
_ distribule and collect consent forms.
Maobilizers IPA: S Mobilizers are recruiters of VMMC “clients” (indniduals who
N=8 IPB:3 receive VMMG services). They are paid to conduct
IPG:1 informational outreach activities, including “health talks™ in
schools, and to ensure that VMMC facilities have access to
adequate numbers of clients to meatl largats.
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Counselors | IPA 2 VMMC counsellors inform boys aboul VMME benelits and
N=4 IPB:2 risks, as well as post-circumcision wound care and healing best
practices. They overses consent and assent and conduct HIV
counselling and lesting.

[ Clinical | IPA: 4 Clinical providers perform circumcisions and provide post-
IFB:1 procedure care, al VMMG facilities, These include clinical
IPD:1 officers {surgeons), nurses, and infection prevention officers.
IFE:1 Nurses assist clinical officers during circumcisions. Infection

prevention officers owverses the surgical instruments, sanitary
practces, and waste collection and disposal.

Fni:r : IP A1 Policymakers are individuals imvolved in, or with in-depth
makers N=3 | IPB: 1 knowiledge concerning, VMMG practices and policies in Kenya.
' GOR: 1

'\FMML",. Voluntary Medical Male Circumcision; IP, Implementation partner; GOK,
Government of Kenya.

To recruit stakeholders for interviews, our Community Liaison Officer asked for agsistance
fram authorities at the regional Ministry of Health, Ministry of Education, and Health
Department. Additionally, we sought approval from six VMMC IP NGOs to conduct
interviews with their stafi members and observation sessions at their clinics (see Table 1).
Two of these |Ps approved our request to conduct inlenviews and observation sessions (IPs
A and B). Threa of these |Ps gave their approval for interviews but declined our request o
conduct observalion sessions (IPs C, D, E). One IP declined to approve both interviews and
observation sessions. These authorities and IPs assisted us to identify local VMMC
professionals with at least three years of experience related to policy, clinical services,
counselling, or mobilization. In turn, VMMC mobilizers helped us to identify teachers involved
with in-school VMMGC mobilization activities refarred to as "health talks™. Once identified, our
Community Liaison Officer and study coordinator (F30) contacted potential participants in
person or via telephone and inguired regarding their willingness to take part in an interview.
Out of the 38 stakeholders contacted, 32 agreed to take part in an interview; of these, 29
were available to altend the interview. Qul of the 23 mabilizers, counsellors, clinical
providers, and policy professionals interviewead, 12 were employed by IP A, seven by IP B,
one by IP C. one by IP D, and one by IP E (see Table 1). An additional policy professional
interviewee was employed by the Government of Kenya. The six teachers we interviewed

came from five different local primary schools and one high school.



129

130

131

132

133

134

135

136

137

138

139

140

141

142

143

144

145

146

147

148

149

150

151

152

153

154

155

156

Based on preliminary fieldwork in the region in 2016, we developed interview guides for each
stakeholder category via an iterative process that relied heavily on the input and experience
of our Kenyan team members (WKL, BO, FS0O, DK). These guides included questions
related to careers, roles, and experiences with VMMC, use of targets/quolas,
clinical'/mobilization protocols and practices, record keeping/documentation, informead
consent, HIV testing. benefits and risks, training, the structure/hierarchy of VMMC IP

organizations, and remuneration {see 51 Interview Guides).

Study participation was voluntary, and all participants gave consent before interviews began.
Stakeholder interviews were conducted by AG in English {Swahili and English in one
interview). These interviews took place in quiet, secluded locations, lasted up to 90 minutes,
and were audio-recorded with parmission. Kenyan team members who are fluent in English,
Swabhili, and the local language listened to the avdio-recorded interviews and transiated and
transcribad them in English. The franscription process involved three steps. First, audio-
recorded interviews were transcribed verbatim. Second, the transcriber conducted quality
assurance by reading the transcript while re-listening to the audio. Third, the transcriber
submitted the English transcript and the audio file to the Study Coordinator (FS0) for final
review and designation as the final version of the transcript. Any portions of interviews that
contained Swahih were first transcribed in Swahili before being checked, translated 1o
English, and rechecked for accuracy by the Study Coordinator. Each interviewee received

500 Kenyan shillings (approximately 5 USD) for their time and transportation.

A Kenyan nurse and public health worker who is knowladgeable about VMMC clinical
procedures and is fluent in English, Swahili, and the local language (BO) was our primary
field observer. He conducted two- to five-hour observation sessions at 14 VMMC clinics run
by the two NGOs (six administerad by IP A and eight by IP B) and alongside the mobilization
team activities at 13 community venues (six from IP A and seven from IP B). These

venues/activitias included two schools (health talks), four public marketplaces (mobilization
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134

among local motorcycle taxi drivers), two fishing villages (informational speeches, music,
skits; referred to as “roadshows”™), and five inland villages (door-to-door adolescent
mobilization). The nurse/public health worker documented what he observed in detailed field

notes. A medical anthropologist (AG) supervised observation activities.

We identified four health facility levels (levels 2, 3, 4, and 5) for VMMC observation. Level 2
facilities include dispensaries and small clinics usually run by nurses that provide basic
outpatient care to up 10,000 people. Level 3 facilities are health centers that serve
populations up to 30,000 and are stalfed by midwivas, nurses, clinical officers, and
occasionally doctors. They provide basic curative and preventive, minor surgical and
reproductive health services. Level 4 facilities are primary, high-volume referral hospitals that
serve populations of 100,000 people. Services offered include curative and preventive care
and surgeries and emergency services that are not available at smaller facilities. Level 5
facilities serve larger populations. They focus on specialized services and provide clinical

supervision and suppor 1o lower level, primary referral facilities.[30, 31]

Our Kenya-based research team selected VMMC clinics to ensure that we conducted
observations at a variety of facility levels in various sub-counties, as well as during relatively
active (maore than 30; up o 100 or more) and slow periods (less than 15) circumcisions per
day. Out of the 14 VMMC facilities we observed, two were Level 2, six were Level 3, five
were Level 4, and one was Level 5. Upon arrival at each facility, BO, our Community Liaison
Officer, or our Study Coordinater (FSO) informed facility staff members about our research
and provided them with details concerning their IP's approval for our observations to take
place before they gave verbal consent. Observation sessions tended to coincide with the
arrival of adolescent VMMC clients and their subsequent intake, counselling, testing, and
circumcision. The mobilization teams associated with these clinics were identified and
approached outside of the clinical setting for permission to observe their activities (e.g..

maobilization events at schools or public markets). Before these observation sessions began,
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members of the mobilizalion teams gave their verbal consent to be observed. Prior 1o
beginning in-school observation sessions, school authorities and teachers were informed

about the research and gave us permission to conduct the research activities.

The institutional review boards of the Pagcific Instilute for Research and Evaluation (PIRE)
and the Kenya Medical Research Institute (KEMRI) approved all study activities, including all
the informed consent procedures described abowve. Locally, the county-level Ministries of
Health and Education and the directors of each IP gave us approval to conduct this

research.

Analysis

Kenyan team members translated and transcribed the audio-recorded interviews and
checked the final transcripts for accuracy. U.S.-based team members conducted an early
analysis of interviewae transcripts and observation-obtained field notes. The potential for the
pursuit of VMMC targets to contribute to unintended consequences emerged during early
data analysis. We created the codebook to define and identify themes related to the use of
targets in VMMC policy and service delivery.[32] Two team members then independently
reviewed and coded the full set of transcripts and field notes using MAXQDA 12[33]. Any
coding discrapancies were discussed and resolved by the two coders. Code reporis were
produced and reviewed, and quotes were selected to illustrate typical responses for each
theme. We present these quotes below, along with corroborating field observations, and

paricipant demographics and identification numbers.

RESULTS

To meet VMMC quotas, local IPs communicate target numbers to their VMMC clinics and 1o
the mobilizers who are responsible for supplying these clinics with clienls to circumcise. The
numbers of adolescent clients who undergo VMMC vary across the year, depending on the

relative availability of clients and/or the ability of mobilizers to access them.
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Implications of the pursuit of VMMC targets

Data collected from the stakeholder interviews and field notes suggest that funder-
designated targets for VMMC service delivery effactively motivate mobilizers and clinic staff.
As one 33-year-old, male mobilization supervisor put it, °.. targel or quolas acl as the angina
to make us do a lot of work and ensure that there is continuous [flow of clients]” [Mobilizer 1].
For mobilizers especially, monthly remuneration {and their future employment) depends on
referring enough clients to the clinic each week; failing means earning less, regardiess of the
amount of time and effort invested in mobilization. From our interviews we leamed that while
maost mobilization supervisors receive a base salary from their IPs regardless of the targets,
other lower-level, subcontracted "associate” mobilizers or "peer educators” only receive
payment by providing clients and meeting targets. Describing the competition this system
fosters among mobilizers, a 28-year-old, male community-level mobilizer explained, “.. .we
are paid upon reaching the target [...] so we are really competing, until somebody may grab
your clients before you know it" [Mobilizer 2]. For VMMC clinics, achieving largets is
essential to the continued funding of their respective IPs. A 49-year-old, male maobilization
supenvisor offered, °.. targels... are about funding, and [if] you don't reach your target, you
don't get funding” [Mobilizer 3]. However, data analysis revealed that beyond motivating staf
members, the pursuit of targets may introduce problems for VMMC implementation.
Presented below, these areas of concern relate to the ebb and flow periods of VMMC client
availability (referred to with referance to agricultural “seasonality” elsewhere),[34, 35] and the
resulling increased burdens on clinic resources and staff, long waits for clients, polentially
misleading or problematic mobilization practicas, including possibly undue inducements)
questionable uses of social pressure, and circumcision of children under age ten. By undue
inducements, we mean benefits (monetary or non-monetary) that are used to motivate
prospective participants {in this case adolescents or young adults) 10 join a study—benefils

that may be inappropriate because of their potential to distort a participant’s understanding
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of the study.[36] A final issue that we link to the pursuit of targets is the reduced quality of

clinical care.

Variations in VMMC client availability: “high and low seasons”™

Adolescent client availability for circumcision rises and falls throughout the year, primarily
due to school schedules: schools do not allow VMMC mobilization to take place on school
grounds near the time of exams or other especially busy periods in the year. This results in
“high” and “low” seasons for VMMC among these age groups. As Mobilizer 1 explained.

There are limes when they are having exams, or whan exams are approaching, or when there
is athletics or ball [soccer]: when those are laking place, we don’l get people coming... we
end up having zero clients cut [circumcised]. And you know, when there are zero clhents cut,
all the pressure comeas to the mabilization supervisor because the surgacns will be saying,
‘We are ready to cut, where are the clients?' S0 the buck stops on me as the mobilizer; so it is
not a vary easy task.

Likewise, a 30-year-old, female mobilization supervisor offered, “We bank on schools so
much. And now, when they are taking their exams, you can't pick a child from school

[....] ...when schools are so engaged, then definitely | will not meet that target” [Mobilizer 4].
Recognizing the need to strategize VMMC saervice provision around local school schedules
(and client availability), some IPs may institule "Rapid Results Initiatives” or similar shor-
term drives aimed at increasing dramatically the number of MCs conducted during school
holidays.[9, 37] If funding is insufficient, or if IPs are otherwise unable to commit the
resources (e.g., parsonnel, fransportation, clinicg, and medical supplies) needed for these

drives, then targets may go unmaet,

Increased burden on VMMC facilities and staff

VMMC clinical teams are generally comprised of at least one surgeon, surgical assistant,
counsellor, and infection prevention officer. During the high season, efforts 1o meet targets
may push some teams to circumcise more clients than the approved quota to be conducted
per day per team. In 2015, this limit was 15 circumcisions per day.[18] In 2018, we observed

an IP internal document dated December 2017 that was posted to the wall in a public space
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of one of the clinics in which we conducted observations. This memo made clear that the IP
was aware that “some teams are circumcising over and above the safe maximum number of
clients per team” and that this limit is 25 clients per day. During one observation session on
a high season day at a Level 4 facility, we counted over 100 boys waiting to be circumcisad
at a clinic with four surgical beds. Al this same facility in the low season, less than half this
number may be circumcised in a month (see Fig 1). On days when an unexpectedly high
number of boys are mobilized for circumcision, VMMC teams may be left scrambling to call
in additional staff. As one 39-year-old, male Clinical Officer explained: “If the number is high,
you have to get those who are locum [temporary, fill-in statf]; for instance, like today, it the
number is beyond 60 you have to get those for locum because one counselor cannot handle
60 clients. S0 we do arrangements prior and we talk to the office and ask them to give us
assistance [Provider 1]°

Fig 1. VMMC Progress Chart for 2017 displayed on the wall of a clinic.

Referred 1o as "moonlighting” by our interviewees, VMMC staff may somelimes work extra
hours, late into the evening, and/or over weekends or holidays when they would not normally
be expecied to work (for which they receive extra compensation) in order to handle large
client loads, meeat current targets, or make up for previous months when a lack of clients
meant largels were missed, One 33-year-old, female counselor explained, “Yeah, you are
put into pressure and you have ta get the targets. We always know we have to get our
targets, come what may. 5o we do moonlight to get those targets” [Counselor 1]. Similarly, a
39-year-old male Clinical Officer told us: “...if the number is high sometimes we can extend
to weekends; and based on the clients flow like now... schools are going to be closed, and
hence the number of clients is going to be high. So tomomow [Good Friday] we may work”
[Provider 2].

While severe adverse events (AEs) beyond minor swelling, bleeding, or infection are
rara,[38] when they do occur a few of our interviewees suggested that provider fatigue may
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be a contributing factor. Referencing one case, a 42-year-old male VMMC Clinical Officer
offered:

Then tha other factor is the high numbers given as targets annually. So if you look at the
numbsar of chents you should do, you get fatigued along the line because remember you stand
all day. 3o if yvou do 20 clients or 25 clients in a day, every day, say fram Moanday 1o Friday, it
is a hell of a firesome job. ... So mos! of those AEs [are] atiributed fo faligue, because if you
ook at the fimings of most of the AEs, il s usually late in the evening, after lunch, afternoon;
50 it has always been attribufed to high volume in ferms of target, and then fatigue, then
people nol following the protocol. You find somebody, because he wants (o inish faster, thay
want to split [meaning the surgeon and the assistant each operate on their own| instead of
[fellowing] MC protocol [and working together].... Il reaches a poinl where you have o split
where everyone is doing [operating alone] because the number is high.... [Provider 3]
Long waits at VMMC clinics
Ancther unintended consequence of largets for school-aged clients is the long waits they
may experience at VMMGC clinics before and after MC, especially during the high season.
Despite mobilizer claims about the short duration of the procedure, inadequate numbers of
vehicles to transport boys, rough road conditions (especially during the rainy season), and
sometimas understaffed and under-resourced VMMC clinics mean that adolescents may
spend hours waiting to be circumcised and then to be ferried back home. While making
observations at one Lewvel 3 facility, boys arrived for circumcision at approximately 8am; due
to the staff's late arrival (and possibly understaffing), circumeisions began at 12.30pm. At
4,15pm, when we left, these children were still waiting at the facility for transportation home.
=ome of the children were crying and saying that they want the pain “to find them at homea".
One child stated, “We were told it will only take 20 minutes. This is not 20 minutes!”
According to one 32-year-old, male primary school teacher, ...one day | attended a facility
and [found] that a number of people are to be cut, but the officers who are doing this are just
two. S0 they will do it up to very late [in the evening] and these boys ara just there hungry,

just with one bottle of soda which will not sustain them” [Teacher 1].

Suggestions of misleading or guastionable mobilization practices
Data collected during interviews and observalions suggest thal the drive to meet targets may

lead some VMMC mobilizers 1o use misieading or otherwise quastionable mobilization
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practices to increase the number of adolescents they can refer for circumcision. As Mobilizer
1 explained:
Anoiher thing is the peer mobilizers, yeah, someons wants 1o meet his or her targets and that
is the time that they engage in what | called the uncouth methods, whereby the end justifies
the means; whichever means that can make those clients come oul. So you end up having
the clients coming, but they are not coming for the VMMC the way we want it. They have

bean pushed; they have been coerced. .. yeah. This one is happening because of these
targets. S0 that is the downsida of the targets.

These practices are sometimes blatant: during one door-to-door village mobilization, the
maobilizer kept referring to himself as “doctor” although he had no medical training. Another
maobilizer, a 38-year-old male who referred to himself as a "VMMC champion™ explained how
he pays boys 1o help him maobilize their friends:
For us we are calling it 'broking [brokering] system”. So after the exercise, you tell him to go...
and convince a friend and bring a friend_... [....] For ma | am using my own systam being that
we are nol even allowed to give children money. But for me, because | have a target, and if |
gel my target, | am expecting 10800 KES [108B USD). So | do divide this 10800 KES: maybe if
he brings me two boys, | can give him up to 50 KES. | can even give out 100 KES [1 USD].
The moment | give that money, 50 bob, to that boy, he is going to bring me more four boys.

S0 the more he bring boys for instance if they are four, | give 100-150 KES. At the end of the
day, | will hit my target [Mobilizer 5].

Other times, these practices are subtler and easy 1o overlook. During a promotional skit in
which mobilizers played the roles of a husband, wife, and brother all discussing VMMC, the
message to the audience was one of strong female preference for circumcised men. The
wife lold her husband, "Go and cut your finmby [whistle] ... go and remove that sleeve of a
sweater. That whistle is not going inside me...don’t blow the whistle inside me. | have
refused.... | am not giving you [sex).” Later, when the husband's brather arrived, he
explained that his wife is refusing to have sex. In response, his brother said, °| was passing
hare to tell you to go for circumcision. Look at me, | have gone and | am fine. | am now a
clean person. Do you want your wife to concaive and have children?” Explaining the
benelits, his brother offered that MC reduces HIV risk by 60% and enhances cleanliness
{"you avoid smelling”) and prevents cervical cancer ("women whose husbands have been

circumcised don't get cervical cancer”),
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While VMMC does reduce HIV incidence rates by 60%[39-41] or more,[42, 43] it is
misleading to suggest that MC inherently reduces an individual's risk of infection by 60% if
the differences between absolute and relative risk are left unexplained. Similarly, while
studies suggest that female preference for circumcised males exists, [44-46] it may also be
misleading to generalize about female preferences during recruitment efforts. Furthermaore,
though MC does reduce the risk of human papillomavirus transmission from men to women,
thereby reducing their risk for cervical cancer,[47] it is false to claim that women whose

husbands are circumcised do not or cannot get carvical cancer.

This practice of emphasizing the benefits (including reducing the time needed to bathe and
risk of acquiring penile cancer) and incentives related to MC while downplaying the risks was
commaon among our participants. The most commonly discussed risks included temporary
pain, minor swealling, and bleeding, while the Government of Kenya VMMC consant form
(see 52 Government of Kenya consent form) in use at this time lists risks including bleeding,
swelling, pain, infection, injury, numbness, sensilivily loss, mulilatien, amputation, and HIV
infection. These latter, more severe but rarer adverse events did not feature in the health

talks and other mobilization activities we observed.

According to inlervieweas, food, money, water, sanitation, clothing, and other basic needs
are issues of concern for many adolescents’ households. During health talks, some
mobilizers emphasized the incentives that boys will receive (e.g.. sodas and/or new
underwear) following circumcision—items that may be significant inducements among
impoverished children. During a village mobilization effort, one mother explained har
reluctance to let her son be circumcised: °...this one is small. Even his heart was there
because those who have come from circumcision are ‘seducing’ their friends to go also.
They are telling them, "go and it is not painful,’ They are also giving people sodas. So that
soda is what brings them nearer. | told this boy not to sneak, but to wait and | will take him

thera....” Offering a similar analysis, Frovider 3 told us:
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Sometimes they also entice them for us; in the facility we give them a boftle of soda, Fanta lo
be specific because one, some of the boys come probably from poor families, they haven'l
had a meal in the moming or breakfast and sometimes stay in the clinic for more than two
hours, three hours and thus fo maintain their sugars. [But] that one [soda) becomes a bait,
especially for the young ones "We will give you a soda; we pick you with a wehicle” _. which is
actually wrong because, il is like enticing a client which you are not supposed 1o, but thal is
how they [mobdlizers] ply their trade,

However, according to our interviewees and as we observed first hand, clinics sometimes

lack sodas and/or underwear to give to clients.

Social pressure
All six of the teachers we interviewed recognized social pressure as a primary motivator for
MC among adolescents. During observations of mobilization activities, we saw firsthand how
mobilizers somelimes make use of or encourage peer pressure (o promaole circumcision,
including through the use of abusive and/or siigmatizing language. During a health talk in
front of a large group of boys at a primary school, one male mobilizer referred to foreskins as
the “sleeve of a sweater” and "cold matumbo” [boiled goat intestines); al the end of the talk,
he implored those who still had their “whistles™ to have them removed. He also told them:
"Those who are still having the foreskin, you are the ones who are going o spread the
diseases. In the future, you are the ones who are going to spread the HIV virus.” Later that
same day, the mobilizer asked a large group of alder students,” How many of you wish lo get
the HIV virus? If you don't want to get the HIV virus, the only option is to remove the
foreskin.” Revealing his awareness of this type of language and messaging within VMMC
mobilization, Provider 3 explained:
This is demeaning and they Iry to create some peer pressure. Like when you go 1o those
mass cuts in high schools. probably they registered like 100 clients, you would likely get
anather probably 30 or 50 who, because of the peer pressure, just jump inta it. But if it was
like walking from home to hospital and demanding for the service, they are not likely to have
gone. Bul now that it is here, and 50 and s0 has gone and is my friend, | have to be in it
Circurncision of chifdren
Current VMMC for HIV prevention guidelines and national protocols approved for use in
Kenya require that adolescent clients must be at least ten years of age.[48] Despite this
directive, interviews and observations confirmed that VMMC staff sometimes mobilize and
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circumcise boys who are under ten years of age in order to boost their numbers to meel
targets. When asked about potential links between targets, mobilizer sirategies, and
underage circumcision, Provider 3 offered:

¥Yas, thay bend the rules. .. bacause you know sometimes our current age according ta WHO
is 10 years and above. But when they [mobilizers] go to the field and get a nine-year-old for
exampla, they coach this client and the parent, because we insis! on seaing the consant. We
always insist they put the 1D and telephone number of the parent [on the consent form). When
ihey come {0 the facility, we [call o] confirm the age and whether the parent has consenied
for the child to be circumcised. And you know, they will tell you 'ves | am 10 years odd”, but
when you look at the guy, he is probably 8 or....

We observed evidence for the mobilization of underage boys at ten of the 14 VMMC facilities
we vigited for observation, including boys (and their mobilizers) who readily admitted that
they were underage. However, as Mobilizer 1 noted, age venfication is not easy or
siraightforward in Kenya: "Yes, we have had some cases where children try to adjust their
age. For instance, he is eight years old, but insists he is ten years old; and they are even
able 1o calculate thal they were born on this date and in this year, Being that we don'l have a
way to verify that... then later you realize that this boy is underage.” Yet, during observations
made during school health talks, as well as during community-based door-to-door
maobilization activities, we frequently observed mobilizers not asking boys their ages, opling

instead to ask for their class in school as a proxy for their age.

Reduced qualily of chinical care

Under pressure to meet targets, some Clinical Officers and other YMMC medical staff find
ways to speed up the clinical process. For example, as we were told during interviews and
observed firsthand at multiple VMMC facilities, providers may opt not to take patient medical
histories or conduct preoperative examinations (e.g., blood pressure, weight, preexisting
conditions, etc.) and‘or 30-minute post-operative check-ins, and yet fill in the requisite forms
as if these activities had been completed. Other avenues for time-saving included, rushing
circumcisions, inadequate stitching, splitting surgical utensil and bandage packs between
patients, not following recommended protecols or procedures (e.g.. the dorsal slit mathod for

circumcision), and stacking patients one after another with little pause in between, which
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raises additional sanitary and privacy concerns. According to an experienced VMMC
surgeon:

We cut a lot of corners and | will give you an example: [...] so because of speed, you
find that while one client is dressing [after circumeision], the other one is [already)
undressing. Ideally, it is supposed [to be] that you finish with this client, you give
[them] instructions on how to take medication and all that, but because of the high
volume, you find that some of us we are not the ones giving out the medication. We
assign somebody randomly, you know, who will be giving out the medication and the
refreshment and so [the] information [they provide to the client] may not be correct.
[-...] Sometimes even the vitals of post-operation 30 minutes after [circumcision] are
not done. It is skipped, or somebody else does [it] = probably a receptionist who is
nonmedical, just to tulfill the requirements of the lorm. [This] is wrong because you
are supposed 1o do the circumcision and the client rests for 30 minutesina bedora
couch, then after that, you do the vitals then you discharge. Oh, even the wound care
instructions, [that] information may not gink in for the client because it is presented so
fast and there may not be [ime] for questions. Yeah, there are so0 many corners we
cut. [....] ...at a clinic last year, | saw them hold that yellow form [medical files] and
going through [and just] check, check, check.,. adding blood pressure, adding all
these things, just filling them in [without actually measuring blood pressure, etc.].
[Provider 3.

One assistant surgeon, a 25-year-old female nurse, claimed her record time for completing a
clrcumcision was six minutes, She too associated VMMC targets with client overload, and
with rushing surgeries and an increase in adverse events. She explained:
Somelimes you compete culling cients and the clients are too much, The average time for a
client's [circumcision] is between 12 1o 20 minutes. So when the clients are oo much, and
you wani to meet your Bargels, you will parform the surgery a bit fast. So upon that you wall

have [an] adverse event and maybe a child will come back with a bleeder [an oozing artery or
other blood vessal] you did nol closa [sulure] well [Provider 4].

Despite these concerns, it was beyond the scope of our study to determing whether an
increase in major or minor adverse evenls was associaled with high volume periods. This

issue should be addressed by future research.

Target alternalives

When asked about possible improvements to VMMC implementation and potential
alternalives to the use of largets, interviewees made two suggestions. The first was to move
away from active VMMC mobilization toward more passive strategies like those used by
sites that provide walk-in HIV testing services in Kenya. The second was to keep donor
targets, but to lower them to make them more possible to achieve. As Mobilizer 1 put it,

“[VMMC] should be a walk-in thing where paople are circumcised at their time of
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convenience. ... Basically, | [dont] have problems with targets, but what | have issues with is
the extremely large targets. A situation where the surgeon strains to meet the target. And |
know when the surgeon is strained, the probability of having adverse events is high.” Citing a
similar alternative, as well as the implementation of more reasonable targets, Provider 1
offered:

The targels will dilute YMME as a praclice because the number iz overwhelming. Imagine if
you start working at 8.00am and you wanl to do circumcision [until] around 10 pm._. itis a
long day. S0 targets should be at least reasonable. So from my side, | can talk about the
targeds, and the targets [should be] revised ... .okay, Ancther thing is for instanca. .. it should
be incorporated to be like a clinic. in that if | come to the hospital | can even walk inlo the
WRAMC clinic. Mot that | am baing coerced to go for circumcision, bul it should be part of us
[an integrated part of the healthcare system]. You know the issue of targets is forcing peophe
1o go around looking for (clients) par day. I should be like a TB clinic. Yeah, like a walk-in
climic. So anybody can jusl come at his own time.

¥et another provider, when asked about the effects of targets on mobilizers, made
comments that suggast the importance of improved communication as a maans to decrease
target burden on mobilizers for the benefit of all: “They [mobilizers) are a bit intimidated [by
high targets). So when they [VMMC technical advisors, program coordinators, etc.] set
targets without consulting them, sometimes they even go slow and yeah, it alfects our

performance [numbers of clients to be circumcised)]” [Provider 4].

DISCUSSION

Much effort has been made in epidemiological modelling of VMMG to determine who, when,
and where to circumcise, and how many circumcisions will be necessary in order to curb the
ESA HIV epidemic.[49-55] Yet in South Africa and elsewhere, studies have indicated that the
pursuit of targets (for uptake of combination antiretroviral therapy) may be at odds with
quality of care.[56] This study identifies multiple unintended consequences linked directly or
indirectly to the use of targets in VMMC services in Kenya. As detailed above, these include
pressures associated with VMMC client availability, extra burdening of facilities, overworked

clinical staff, deviations from the standard of care, and long waits at the clinic.
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In 2008, soon after the randomized controlled trials on HIV and male circumcision, and in
advance of global efforts to implement VMMC, UNAIDS issued guidance for program
decision-makers on human rights, ethics, and legal considerations.[57] This guidance
advocates for a human rights based approach to the implementation of VMMC programs
that ensure that the procedure is carried out safely, under conditions of informed consent,
and without coercion or discrimination. On this basis, the UNAIDS guidance also explicitly
states thal, "target numbers of procedures, incentives to men, and incentives to providers
should be avoided."[57] Similarly, PEPFAR guidelines have cautioned IPs against using
targets to motivate mobilization or tethering VMMC remuneration to the number of
procedures performed in order to avoid coercion.[13] According to the latest version of these
guidelines, PEFFAR funded IFs who reward mobilizers are:
...required to reward a team of mobilizers. .. so that any reward is based upon collective
{versus individual) success. [This] approach limits the likalihood of coencion by separating any
immediacy of reward resulting from an individual mebilizer referring a particular client,
Mechanisms that further minimize perceived or aclual rewards on a per-cliant/per-maobslizer
basis are encouraged.[14]
Despite these guidelines, our data suggest that this stated preference for team rather than
individual targets may be misplaced, or at least may not make as much of a difference as
intended, since teams may still be incentivized to use misleading or otherwise questionable
practices. While individual mobilizers may nol receive an immediate paymeanl on a per-client
basis, they may be remunerated individually once they collectively (as a team) meet or
surpass a given farget. By coupling target achievement to remuneration, fargets provide
pressure 10 help ensure that adequate numbers of adolescent circumcisions take place. Yel
perversely, targel pressure sometimes leads mobilization teams and providers to choose
ethically dubious, but rational strategies o increase uptake, reduce effort, and/or shorten
circumcision times to accomplish more MCs per day. Unfortunately, such strategies carry
potentially deleterious outcomes for the boys this intervention is intended to protect.
Moreover, they may not be in keeping with the ethics and human rights values to which

VMMC funders and IPs purport to adhere.
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Such strategies may include the mobilization of preadolescent clients, imbalanced
discussions of benefits versus risks, abusive language and exploitation of social pressure to
drive demand, and even dangerous shortcuts (e.g.. rushing surgeries). One solution might
involve increased efforts to ensure that target achievement is entirely uncoupled from staff
remuneration: mobilizers could draw salaries like the community health workers already
working in the same communities—salaries thal do not depend on targets. However, future
research is needed to determine whether target aliernative programs, such as the integrated
healthcare/walk-in clinic/passive models suggested by our interviewees, can achigve the
necessary number of MCs and do so without overly increasing costs. Indeed, efforts in
Zimbabwe to integrate VMMC services into routing healthcare are encouraging,[58) and
andeavors to integrate VMMC services in Kenya are already planned.[48] Yet, the
performance based flinancial incentives used in Zimbabwe have been shown to be

problematic]59) and our data suggest that this model would lead to similar issues in Kenya.

Concerning mobilizer messaging, others have previously criticized the PEPFAR-endorsed
tactic of claiming as a “key message13] the benefit of a “60% reduction” in HIV risk.[20, 60-
63] During observations of VMMC mobilization activities in our study area, it became clear
that few mobilizers and adolescent clients truly understood what the cited 60% reduction
statistic would mean for them. Mare often, adolescents seemed confused and asked
maobilizers to explain the “missing 40%:". Although some researchers have suggested moving
beyond VMMC mobilization messages that emphasize HIV risk reduction to those that focus
on a spectrum of benefits, including “hygiene, appearance, aliractiveness to pariners, peer
norms, and modernity” [64] our data suggest that mobilization strategies that rely on peer
pressure may be equally problematic. For instance, is it ethical {or accurate) to suggest that
to be circumcised is o be "modem” when less than 40% of men globally are circumcised
and only a few high-income couniries, including the US, have relatively high rates of MC [65,
66] (and even in the US, rates of MC have been falling) 7[67-69] For similar reasons, the

practice of public health workers persuading boys to become circumcised by claiming that
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their fulure female partners will definitely prefer them that way (and reject them if they are
not) should be questioned if not discouraged.[45] In an effort to improve VMMC messaging,
future studies could test the effectivenass of providing mobilizers with training in ethical
conduct, as well as on the benefits versus risks of MC and how fairly and effectively to

communicate this information 10 adolescents.

The practice of using in-school health talks for VMMC mobilization warrants special ethical
scrutiny. Not only do teachers and other school authorities often attend these talks—
individuals who may have undue influence over boys' circumcision decisions—but the group-
based nature of the talks, and the openness with which adolescent circumcision status is
discussed and mobilization takes place, make these environments ripe for coercion.
Recruitment of students for research in schools by teachers and other school authorities is
discouraged by ethicists for similar reasons.[70] One possible solution might be 1o separate
health talks from YMMG recruitment: mobilizers could conduct health talks one day and
schedule a day to return. In a private setting on this second day, mobilizers could answer
boys' questions, discuss consent and assent, and take down the details of any boy who

would like to proceed with MC.

In January 2019, our research leam presented study lindings 1o policy prolessionals and
program officials at a VMMC stakeholder meeting in Kenya. In the discussion that followed,
we considered various solutions to the ethical and practical concerns highlighted here. One
strategy we discussed to address the problem of high and low seasons of client availability
and improve the quality of care provided at VMMC clinics was for funders and IPs to
collaborate to develop "smart targets™ that rise and fall with low and high seasons to match
more efficiently resources and mobilization efforts to client demand and availability. As a part
of this process, IP technical advisors could also work closely with school administrators in
their catchment areas to find ways to conduct more MCs throughout the school year while

minimizing the impact on educational activities and progress. Stakeholders also recognized
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that the training and awareness of mobilizers, counsellors, and clinic staff needs 1o be
strengthened and that quality assurance measures should be enhanced and better
monitored. Future studies should test the cost and feasibility of improving these aspects of

care under real-world conditions.

LIMITATIONS

This iz a qualitative study with very limited generalizability. Although we used purposive or
convenience sampling methods in this study, efforts were made to select facilities of various
sizes (levels 2-5), and 1o work equally with VMMC clinical staff and mobilization teams from
both IP organizations. In addition, we conducted mobilization and clinic observation sessions
during both the “high” and "low” VMMC seaszons, including separate visits to a Level 3 and a

Leval 4 VMMC clinic on high and low volume days.

This study relied on in-depth interviews and clinic observations. As in most qualitative
studies of this kind, interviewae responses could be subject to social desirability bias. While
we cannot exclude entirely the possibility of this bias, we made clear that we were only
interested in interviewees’ honest recollections of, and reflections on, their VMMC
experiences. Moreover, the fact that interviewees were often critical of VMMC practices and,
for instance, in the case of some clinical providers, admitted (o culting comers in care

suggests that this type of bias may be less of an issue in this study.

Finally, our presence as observers at VMMC facilities and during mobilization aclivities may
have changed the behavior of stalf members and clients. We anticipated this possibility early
on and in response, chose a two-pronged approach method (i.e., in-depth inlerviews and
observations) to ensure the quality of data. This potential bias was also considered during
data analysis and presentation for publication. For instance, all findings based on

observations were cross-verified by data from in-depth interviews, and vice versa.
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CONCLUSION

When VMMC for HIV prevention first began to be implemented in ESA, much attention was
paid to the ethical, human rights, and legal considerations by the organizations that were
{and are) involved in it, Since then, much of the discourse has been replaced by
programmatic and technical guidance concerming how best to meet ambitious YMMC
targets, with less attention to the broader effects of pursuing targets in the field. As our
research shows, those considerations have not gone away. VMMC funders, governmental
organizations, and IPs remain strongly committed to human rights and ethical values in the
pursuit of public health goals. As such, they have a robust interest in information about how
VMMC programs are implemented on the ground in Kenya and across ESA. These ethical
considerations should be given more weight in future research and in the routine quality
assurance checks conducted by IPs and funders, and where feasible, by independent

authorities.

Further research is required (o consider more fully the benefits versus risks associated with
targets in mobilization activities and to develop improved or alternative systems through
which to drive VMMC uptake. While FEFFAR already monitors VMMC clinical standards and
practices (including recordkeeping) through the Site Improvement through Monitoring (SIMs)
scheme, future parinerships between funders, IPs, and local civil society organizations could
be fostered or strengthened to avoid the unintended consequences noted above and to
ensure that clients receive the best of available care. Al a minimum, funders and
governmeantal authorities should take on more target-setting input from IPs, including
mobilizers and other staff on the ground, in an iterative and ongoing way. While it may not be
reasonable or wise to call for the complete abandonment of the use of largels, given their
necessity to intervention modelling and program budgeting, it is justified to be more critical of

their use and aware of their potential unintended conseguences.
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vmmm mw-m, mmmm:ummmumm

mmwmwmw.m@ e "i_,_l
From Hm:i‘l 201'-" ﬂ'lrml-nh.'l;ﬂi HHE wmwtﬂd&pﬂﬂ Ir'ﬂmm'lhiﬂ 'u'HHl:
stakaholders, including “mobilizens”. HIV counselons., clinical providens, schoalieachers, and
policy professionals, Additonally, we underiook cbseralion sossions al 14 VMME clinics while
sarviges worg provided and chsened mobilzakion activities al 13 community venues including,
twa schogls, I'nurml:ic m:inaiplm.mﬁﬂ-uwﬂaqﬁ tr'lzll'rw Hil’dﬂnﬂ We

dalivary —This-Aanalysis of interview ranscripls and chservation figld nofes revealed mullipie
urllﬂtnndudmnmumhﬁudtu H"rupumuﬂ u[larnulu h{mﬂ_ﬁwm&iﬂ

ol male-gchool q | 1k H A mu;uﬂmﬂ.ﬂhﬂ-m
mnmtmm%muhﬂmmWﬂmm
Bni-slaﬂh'lummrme Hlu_': NIt philization
PrACICES - [Hof fHaBE, : 1 et fh
du-mu-:rﬁfrunmaﬂmmmmm I-h-&-—lﬁ-

Gonclushone-Our findings endicate sharcomings  the gueality of procedures in VMMG
programs i a low-resousce sefiing, and mone importantly, That the purswl of ambitious public
healih targels oanmay lead 1o compromised senice delivery, consent praciices, and probacal
adherence. Thena is a need to develop improved or altemative sysiems to balance the goal ol
incraaaing WG garyics uptake with the responsibbe conduct of VMG, Alba-manimuen,

Fuav ety i, ot FORNESTL b (0 SRR [T 0 2 N SO B ik
drwiiris Gl B Chisitl s T MCAs Bangp Salling iy Ddve - chmivg VSIS svglamsenlalion. Futla
FREEAIGT i6 PEatc B GonGiti mare Iy (16 Sovantages ais disstvan Spos associaled wili
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a7

a9

51

M

n

INTRODUCTION

Voluntary madical male circumcision (VMMC) provides significant reductions in the risk of
female 1o masa HIV traneméssion.[1-3] Since 2007, VAW has bean & key componant of tha
Joint United iabons Program on HVIAIDS (LINAIDS) strategy Tor ending A105 by 2030 and
& top priority of tha
IUnited Siates Presidents Emangancy Flan for AIDS Reliel (FEPFAR) and-lhe Coanters-lor
Besaane-Controland-Brevenion-fGE0H 0 comibal HIY in sub-Saharan Adica.[4, 5] Babween
2007 and 20157, wes over-gimost 196 milion PEPFAR-supporisd ecumeisions ware
perormed in 14 prionty Workd Health Ceganization (WHO designated countries in eastarm
and southern Arca (ESA) 104% (more than 1.06 milion) of thase MCs took piace in

consistent rcard of meeting national VMME uptake goals that sels i sgan from ofher

oountrigs, [B] Kaerye 5 olten presented as a leadgng VMMG success siory in ESAJ, 9)

Theonigh-RERFAR-ancd-tha-COCAThe United Stabes (US), via FEPFAR, ook an sarly lsad in
funding VRBMC for HIV provention programsg in ESA. In 2018, PEPFAR spent over 15 milian
U5 doliars (LISTY) for VMMG serdcas in Kenya alone ]| 10] Thase funds are disinbuted 1o
WMMC implamenting parinars {IP5) in Kenya and othar ESA couniries to esiablish and
mairtain VMG senvicas wishin designated catchmants in regions of high HIV prevalance
and kpw levels of male circumcision (MCH[11, 12] Thesa IPs inchede non-governmaental
organizations (NGOs), community-basad ceganizations, faith-based crganizations, or other
nan-prafif or o prodit endiies. Each IP is accountable jo s fundging body via in-country
inbarmediates ang ts requined 1o keap Bocwale records and bo make regudar repods
concaming fhe sanvices provided, nismibers of circumcsions pedonmed, and obsened

adverse avents.[13, 14]



a1

a2

-4

Az a par ol this process. epidemiclogical model-informed quatas or “argets” ar sat by
funders for tha number of MCs to be paromed within a given Bmaframa (.., etk
Quastery—or-annually). In 2016, 264,490 PEPFAR-tunded MCs werg pariormad in

Kanya [15] thug exceeding tha 2016 targal of 240,000 MCs [16] In Kenya. PEPFAR has
idenstied 11 VMMC underserved-, prigrity counties,[16] in 2017, the coverage rates for 15:

faiETalag, [1 7] -primariy-a-ihe Nyansa-and Rl Y aley-regions-[17]Tio achieve hige sialed
goal af BO0% MG COMErmge Ao mises. aged-Debween.+5-20 pades-wilhin-willin_all hese
oouiiesy nfersened areas by 2019, PEPFAR Kenya sel a target of 300,000 new MCs in
2017, & 25% increase e (he 2016 Lrgat [16] In 2014, Kenya bagan alfering VMMC
services bo boys aged 10-14 years ciling “high demand for MC amongst this age groug”,
culturad predevence, and pra-sesual debut and/or bess sesual activily as the rationae.[18] In
Batwean Qclober 2018 and September 2017, 227,272 PEPFAR-sponsoned MCs wen
periorrmed in Kenya, B0% ol these weee among boys aged between 10-14 years, and 2%
ware amang 15-19 year-cids, and 14% wore among 20-20 year-glds [15] Among all pririty-
designaled counties in Kenya, UNAIDSPEPFAR- estmates cited by PEPFAR sugges! that
an additipnal 290,000 MCs are-may Bo needed (o achsave B0% MC coverage among 10-25
yaar-olds, or an additional S00,000 to achieve 907% coverage by 2021.[16]

Previous research has highlighted ethical and practicsl concems associabed with VG
implementation far HIV pravantion.[1%] Among school-going adolescent and young adull
males im ESA, these concems include recruiiment practices (refarmed to as mobdization in
WMMC programs),[20] consent and assent.[21] and access 1o folow-up care (28] Additipnal
Ea0s inglede at-welk-as-adolescent understanding of YMMG s purpose [23] ds-MMC 5
relevant benelits and risks, [21, 24, 25) and the importance of HIV pratective behavioms

Iolloreing circumscison.|26] Addionaly-an 2014 assessment of VMMC quality of cans
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121
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123
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128

inciuding providers” faiures 1o adbam [0 national VMG bes-practice guidelings and a lack
of equipment and supplkes at VMMG clinics [27] Simidary, & 2017 report prepared for rviaw

bvest-rates-pl G- he-sounir [ 30)-From March 2017 through Apdl 2018, wa conducted
m-dapth intendess with 20 WMMC stakehaldars {21 males and B lemales), including

sehooliBachens. pROQEam reciuiles (Rnown lecally &8 "mobilizens”), HIV counsallons. clinical



128 providers, and policy professionals (g9, lecal VMMG tochnical advizars), Tabla 1 lists these

130
131
132

133

134 Tﬂ1ammmmﬁww
135  gmphoygrs ll'lﬂ 5 ﬂ akphoklers im in VHAC,

ackiescants ar matwized for VMMIG at school; teacherns
laciilale access (o siudents tor VMMC mobilirers, are a source
ol infeemation for shedents and parects, and cften halp o
distripule and cobiect consent 10mE. -Faasnms- 260 Gratenag
e | VIR Paoptaleboges.

Mobilirers ane recrufiens of VMG “clents” (indedduats who
iecaiva VWD sarvicas). They are paid o conduct
imlprenalional pulreach ecivities, including Taalth tlks” in
schools, and 1o snsare thal VMMC faciltios have access 1o
BoeGuAle rEmbars ol Cients [o magl LATgatE.

WHMG sounsalisn inlor boye about VMG barnaSes and
nigis, as vwenll % pOs1-CiCiamciSatn wiiand cang and haakng best
pracices, Thay ovensss consenl and assent and conduct HEY
counsaling and besting

Polcymakers ans irdaiduals redlved in, of with n-dagth
ngwindge conceming, VMG practices and polkicias in Kenya,

ZE=EL EEE'! |
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Ay Besthial Fiie L IreUEThEssiain; [ Mpemgnigice Darfnar: L H

136
137 Govemmend of Kenya,
138 Torecruit stakehokders for intervieas, our Community Liaiscn Officar+4GEGy gekad for

130 psssignee from apprecchad-guthortes at the regional Minsiry of Health, Mintsiny of

141
142

143

145
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HEOsHe-galn-apprval lorbs-patest:- These authceitios and 1Pz assisied us to idenbty
lpcal VWG prodessionals wath at least three years of expatience related 1o pelicy, clinical
sanvices, counselling, o mobdization. In tum, YMMC mobilizers halped us to idertify
frachers mvolved with in-school VMG mobdization activities refamed 1o &8 Thealh ialks™,
Onca idensfied, our Community Ligtsen OificarcES and study coondinator (P50 contactad
pobenial participants in person of wia lelephona: and inquized regardng their willingness io
take part in an imensaw, Owl of the 38 stakeholders contacted, 32 agreed 1o take past in an

interview; of these, 29 ware available 1o atlend the interview. Oyl the 23 mobidizers,

Based on prolminany lieidwork in the risgicn in 2018, wa developed interview guides for each
of gur Kenyan team members (WKL, BO, FSO, DK), These guides included questions
related bo carears, miles, and axparignces with VMME, use of argelsiquolas,
chnicalimebilizaton poieccls and practices, ecord kesping'documantation, inlormad
consent, HIV testing, benefits and risks, fraining. the structure/higrarchy of VMG 1P

Study participation was voluntary, and all participants gave consand before intarviews bagan,

Stakehaldar inbarviews. ware {conducted by BO-ard-by AG in English [Swghili and English in
g intarvigyw] Thase inferyiews ook place in guied, secluded locations, lasted up to 90




147

(B0 wias our primany ligld obdarves, He conducied two- to Hve-hour obearvalion sessions at
14 VMIMC linics run by fhe two NGOS (six administered by organizalion-IP A and eight by
orgarization [P B) and alongside the mabdization leam activities at 13 community verues
(s mir-byirom cegarizaton- P A and saven by-inom esprssaton-IP Bl Thesa
venues/aciviies included two schoals (health talks), lour pubbic marketplaces (mobilization
armong local matarcycle lax drivers), two fehing villages (infcrmational speeches, music,
skits: refarred o as “roadshaws”), and fve inland villages (door-lo-door adolescant
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W identified four health Facility levels (lvels 2, 3, 4. and §) for VMMC observation. Leved 2
faciitias inchade dispensaras and small clinics usually mm by nusas that provide basic
outpatent care 1o g 10,000 people, Leved 3 facilities ane health canters that serde
populations up to 30,000 and are slaffed by mitwivas, nurses, clinical officars, ang
occasionally goctors. Thay provide basic curative and preventive, manor sugical and
raproductive health sarvices. Lavel 4 faciliies are premary, high-volume referral hospitals that
serve populations of 100,000 peopla. Sarvices oferad include curalive and preventive cang
and suwgedes and emerpency sendces thad are nod availabie & smaller facililies. Leved 5
Imeiities serve [arper populatians. They locus on speciaized serdoes and provide clirical

supension and suppedt 1o lowar level, primary referral Facilities (31, 32]

Wi Ot K- nasearch laim sebectad VIMMC clinics b ensuns thal we conductied
obserdalions al a vanaly of laciity levels in various sub-counties, as well as during relatively
actioe (more than 20; up to 100 or mone) and show pariods less than 15) circumcssons per
day, Wao-conduclod obsarsabione-m0ut of the 14 VMG [ files inwe-wiich-wg condicisd
obseropdatons, two wore Level 24aciBne, sin worg Level HacSties, live were Leval 4
lacSbos, and one was Level S-facily. Upon armval at each facility, we-B0, gur Community
Ligigon Cifficer, or gur Siudy Coordinator (FS0) informaxd tacility stalf members about our
rgsearch and provided them wilh gatails concarming their argardeation’s-|F's approval for gur
observations o takg place bafore they gave warbal consant. Obsarvation sessions eied
Iabwean-nna-and-fou-ows-aad-tanded 1o coincide with the arival of adolescent VMMC

clignis and thair subsequant; imake, counsaling, testing. and cirowmcsion, Tha mebilization
leams associaied with these clincs wera idantified and approached gulside of the cénical
gefling for permission i obaarve their activities (8.9, mofalization events a1 schoolg or pyubls
markeis). Bedore hepe obsersation sesskons began, members of the mobikzaton teams

gave [hair verbal consant torabsersationt) D oosarved. Prior ip beginning in-gehodgl
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Thea inslituticnal review boards of ihe Pacific insifute for Resaarch and Evaluation (PIAE ),
ey ol ok Dasokas st ChagatHe, and the Kanya bedezal Resaarch institute
[KENFE appeoved all study activites
gescriped above. Locally, he county-leved Minisiries of Health and Education. and the
direcioes of each ol Bhe-bea-IP-orgarsations-{A-ard B} gave us approval io conduct thie
TEGERFC-G] HWE 1S GEDE SHE T B T B

Analysis
Karyan taam members iransiated and ranssibesd the audio-reconded inlensews and
ehacked the final randenpls tor accurpcy. U.S -based leam members conducted an early
analysis of interviewee iranscripts and cbservation-obiained field notes, The potential for ihe

Analysic appecach [33] Two team membars then independently reviewsd and codied the l
s of transerpts and fisdd notes using MAXCDA 12{34] ngedecto-daling ard identidy

¥ coding
discropancies ware discussad and resolved by the two coders, Code reporis were prodisced
ard ravigwed, and quotes ware selacted o illustrate typical responses for each thema, We
presant thase quoles beiow, along with cormpborating felkd gbsendations, inchsding-and
participant demaographics and identification numbsars,

RESULTS
To meal WMME guotas, local IPs communcate marthsy-tangel numberss o thes YMKG
Sl Gng iy fvsnsas arsh snimelin e eerarch p-ol ceqpoinal sabi-iaiy - Al

oommuniy-levelhe mobdizers who are responsible fof supplying (hess clinics with clients 1o
& WBABMC aF(e86-wary ACnoas the
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yoar, depending on the relative availabiity of clients andior the abilty of mobdizers 1o access
tham,

impdcatians of the pursult of VMG fangels

Data collacied from the stakehaldar inenviees and tleld nobes. sugpast that Tundes-
dasignaied targets lor VMMG sandca delivary molzaton-atfectivaly molivaie mobiizers
and clinic siall | Aas one 33-year-old, male mobdization supervisor pul i, *._iargel or quotas
act a5 the engne (o make us 9o a ot ol work and ensure (hat thede is continuous |l of
chents] [Mabilzer 1). For mobilizers especially, monihly remuneration (and thise future
employmen) dapends on relerring & s Bisanl nsnbed olenough clienls i the dinic each
week; lniling masnd aaming kes, o svennaliing al-al-regardhass of e amount ol bme

and eflon invested in mobikzation. From gur inerviews we leamed that while mes!

Iy provviding chents and mesting targels. Describing the competitian this system fogiers
arnong mobilizers, & 28-year-old, male community-bevel mobilizes eaplained, = we are paid

upon reaching the target [, ) so we are really competing. until somebody may gral your
choris bafong you know it [Mobilizer 2] For VMMCG clinics, achigving targats is essantial to
the contirued hunding of fheir respective IPS, As-a 4% yaar-cld, male mebilizaton supervisor
ofipned, °, . angets. .. s about funding, and [if] you dont reach your argat, you don’ gol
funding™ [Mobilizer 3], However, data analysis revealed that bayond motivating stadf

below, these areas of concem refate to 1he ebb and flow gerods of VMM clenl qvailabicy
el emed 1o wilh rafarence o aprcultural “seasonality” alewhers),[35, 36] and the resulting
avaibdrlernHicTegsed burdans oned clinic rescurces and stall, long wails for chands,
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circumcision of children under age lond._By ungug inducemants, we maan benglits

Adplescant elient avaiabdty lor circumncigion rises and falls throughaul the year, prmardy
due lo schoal schedules: sehosols do mob allew VMM mobdization o lake place on school
grounds naar e Gime of xams o olver espacially busy penods in the year. This resulls in

Thigh” and “low” seasons for VMG among hese age groups. As Mobilizer 1 explainesd:

Theef i Diveies whan Bay are RAVING BxXAME. OF whin Exieme B BRIasching, of whan [
5 ashledics or ball fsoccar]; when those ane taking place, we don'l got pRople coming,. . v
end up having sen dients cul [srcumcsed]. And you know, wisen (here are zeno chents cul,
BB B DREELTS COMmas [0 The mobEZRlon Supsdvitor Because the surgecns will ba sayrg,
' ara ready io cut, whone are the clisns? So the buck stops on me as the mobilizer; so it is
nol & wery asy 1agk.

Likerwvise, & J-year-pid, fermake mobdization superdsor offered, “We bank on schools 5o
maich, And resy, when they ane laking their exsms, you can't pick a chdd from school

[-..] ... whisn schooks ane 80 engaged. then definitely | will not meet that target” [Mobilizer 4]
Racognizing the need 1o stralegize VMMG sensce provision around lecal sehool schadules
{ared efand availability), scene IPs may inslitube “Rapid Results Intiatves” or similar shor-
fesrn drives gimed at increasng dramatcally the rumber of MCS conducted during sehool
halidays [9. 38] Il funding is insuflicient, of # IPs ang athenise unabie to commit the
resources (@.4., personngl, ianspariation, cinics, and medical supphes) needed for these
driviss, then Lgets may go wnmel,

Chprbyrsioned Incrpased burden on WMMC facilities and stalf

1
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Duirng pia obaarvalion gassion on
& high seasen day &l a Level & tacility, we courled aver 100 boys waibing 1o be ercumeised
at a clinic with four sungical beds. Al thig sarme Bacility in the low Season, less than hall this
mumber miy b creumcised in a mongh (see Figuee 1), On days when an unexpeciedly high
numbar of boys ane mobilized lor dreumcision, VMMC teams may be boft scramibling to call
in additional stal. As one 39-pear-okd, maks Clinacal Officer explamned: *Hf the number is high,
you have to gel thase wha are lacum [lemparary, Bl-in stalf]; for instance, Bke today, if the
numbsar is bayand 80 you have to get those for locum because one counsalor canned hande
60 clignts, So wa do arangemants prior and we talk to the office and ask tham 1o give us
assssiance [Provider 17
Figuea 1, VMMC Prograss Chan for 204 T displayed on the wall of a clinic,

mapd-ba-work gxirg hours, lale indo tha evening,—redasred-to-as"manslkilirg™— and'ge over
waekends or holidays when they would nod normally be expected to work (for which theay
1) in ardar bo handie large cient loads, meed cumen targels. of

miake up lor presdous months when a fack of clients meand targels ware missed. (his-ana

A3-year-okd, lamate counsalor put-gsplaingd, “Yeah, you are put inbo pressure and you

have to pet the tangets. We abvays kiow wa Rave 1s get our 1angels, coms whal may. Sows
11
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do meoenlight to get those targets” [Counseler 1], Simiary, a 3-year-old mafde Clirical
Oifficer told ws: ™..if the numbsar i5 high sometimes wa can extend b weekenos; and based
on the clients flow Bloe now ... schools are going &0 be clesed, and henca the nemiker of
chanls ks going ta be high. So temarrow [Good Friday] we may work” [Provider 2],

While ME-associatedgrvane advarse events (AEs) beyond minor awelling, blaeding, o
infaction iy De-redativedyre -rane [39] when thay o oocipane-Sndvws-fo-ooou, B e ol o
inbarvigwses Ssugoesied thal provider Iatigue may be a contributing facor. Besdibing
FErenCirg ONe CAse . whih i ok 6-ghins was- sooideniiy ampuiaied, 3 43-year-pid
imale VMMG Clirical Oificer offened:

Thaen tha oihar {agior & the high numibars gvan & Bagets annually. So @ you look af the
numbser of dlients you showld da, you gol fatigued along e ine becauso rememibor you stand
Al day. Sa il you o 20 dients or 25 chsnls n & day, every day, eay toen WMondsy 80 Friday, ot
&5 8 hell of @ limsema job. . S0 mest of those AES [are] asiibubed fo fatigus, bacause if you
ook il thes Smings: of most of the AES, i is usually xie in the @vening. afior lunch, aliermoon;
&0 @ has ahways been slinbuesd o Fagh wolume in eeme ol aegel, and then Maiague, then
paopda nol Tolleing the proiocal. Yo ind somebodly, DBCaUSe Na wanks 1o fnegh Mg, ey
ward o Spht [meaning the sungeon and the assistan! each operato on Bhair ovn| instead of
[loioming | MG profocol [and working togetsed.. .. I reaches & poin whese you Rive 1 splil
whaen garyong I8 doing [oparating alone] DacAuSE tha numbses is high. ... [Providae 3)

Oftoei s I 16 i - VMMG Tacheical Advi .
- ng ke Theses s pHesssire for tuambens 4 can [el you The B godd Bese oo rammbees sl
5 G U I ST I B TH-Bvey 1 o SR e i e £ el A S 304
thig niimbad.. il W -are- giwen- Lol by B dores. Lm- nod esping Bal hay S0 weong,

e o o s e enamersly aod B presveeibaen oo WS ascan ailareseeion

i Fisioe 8 ) LS HTH SR S sl S ETWHE e 0 i i aiiee |- o) ]
thal pressams B maunbars 8 -0 B0 - alion 30 ry and cocumciss 55 ol .
waETrR b e P fie rress b Al s Coan i seppenag of Jles irsle o0 sdubeesr
{Pokicy14}

Long wats &t VIAME climcs

Anothar uninended consaquence of targets ard- WMMEG-saasonassy-for school-aged chants
i= the long walts they may expenance at VMME cinics belore and atier MC_aspecially
duriag 1he high season. Despite mobdizer claims aboul the sho duration of the procadura,
imadeguale rumbers ol vehicles 1o franspodt baya, ie-nough road conditbons of-the-Toats
[especially during ]e rainy seasen), and ofien somelines understalied and under-resourced

WMMC dlirecs mean thal adolescents regulaiy-may spend mamy-hours wading o be
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circumecised and thon to be lemied back home. While making chsarvafions a1 onga Lavel 3
Taciity, boys aerived for cicumcision at approximately Sam; dus to ther s2aTs [ae amivad (and
posaibdy understaffing), circumcsions bagan at 12.3¥0pm. At 4.15pm, when we ki, these
childran weee still waiting at the {aclity lor transportation home. Some of the chiddren were
cryng and saying thal thay wand the pain "o find tham at hama™. One child stated. “We ware
fodd |f will only take 30 minuies. This is not 30 menuies!” According bo one 32-year-old, mak
primary school teacher, °...one day | attended a 1aciity and [lourd] that a rumber of people
are 1o be cut, bt the oflicens wha are doing his ane just two. So they wil do it up to very lae
[im e @vmning] and these bays are jus? there hungry, just wilh one bottle of soda which wil

mat gustain iheem” [Teaches 1)

Ther numdber of adolescents they can refer bor drcumcision, As Mobfizer 1 gxplaned:

Arother thing is the pess mobdizen, yeah, Someons wants 30 meel his or her fangels and tha
ig 1he Grrss Thal ey anpage N whad | calad the utouth meshods, whanslny 1he end jusilios
e maans; whichovor means thal can maks those chenmts oome out S0 you end up having
il clients. coming, bul thay ane nal coming far the YRIMG the way we want iL They have
Eaeiin pizshad; Thiry Nanid Daen cogenad. . yaah, THel ofd 5 RADRaning DOCaLEE of s
targats. Sa that is the downside of the tegets.

These practices are somelimes blatan); during ene door-to-door village mabdization, the
meabiizer kapt relerming to himself as “docior although he had ne medical fraining, Another
mabiizar, @ 38-year-okl male who referred to himsedf as & “WMMC chamgion™ axplained how
ha pays bays fo halp him mobdize thew fiands:

For us wa one calling { broking [broliering] system’. So after the ouerciss, you el him hoga...
Band comvincs @ fiend and brirg & fieed. . [ ] For ma | s useng my own syslem being tl
wi a7 nol gvan allgwed 1o give childron mongy. Bul lor me, because | have a tages, and if |
get my targeet, | am expectng 10800 KES [108 USD). 5o | do devide this 10800 KES; maybe i
hiy brings ma bed boye, | can gad Fim up 10 50 KES. | can even gies oul 100 KES [1 LISO)
Thse momon| | give hai money, 50 bob, fo that boy, ha is going o bring ma moen lowr boys.
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Sa the more he bring boys for instance if they are four, | give 100-150 KES. Az the end ol the
day, | will hit my targel [Mobdizer 5).

Oither fimes, these practices are subtler and easy to overock, During a promctional skit in
which mobilizers played tha rolas of a husband., wile, and brother all discussing VMME, tha
miessags i the audience was ona of strong lemale praference for circumcized men. Tha
wile fodd har hushand, "Go and cul your Sombd fwhistia] .. po and remowve that steave of a
sweaber, That whestle ts nol going Inside me. ..don't blow the whistle inside me. | hewe
rafused. ... | am nol giving you [sax]." Latar, when the husband's brother arved, he
axplained that his wife is relusing o have sex. In resporse, his brother sald, | was passing
hara o el you to go lor clircumasion: Look at ma : | have gone and | am fine. | am now a
clean parson. Do you want your wils bo conceis and have childran? Explaining the
banafits, his brathes ofened that MC reduses HIV risk by 80%, and anhances cleanliness

["you avoid smeling”) and prevents cervical cancer {"wWormen whosa husbands have been

circumcised don’t gat cervical cancer”).

14
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According o intervieswaes, lood, monay, water, sanilation, clothing, and othar basic needs

are issues of concermn lor many adaleacents” households. During healh [aks, some
mgbiizers emphasined fhe incantivis that boys will receive [¢.9,, sodas-beead, and/or new
undareear) folawing circumeision—. iltms (hat may be significant inducements amang
impoverished childeen. During a willage mobilization efion, one mather gxplained his
neluctancs ta lel her $on be circumncised: °. . this o i small. Even his haat was (here
because those who have come from cincumcision are ‘seducing’ their irands 1o go also,
Thay are fodling them, ‘go and il is not painful.’ They are alse giving people sodas. So that
soda is what beings them neares. | fold this boy not 1o snaeak. but fo wait and | will take him
thara,..,” Cifering a simiar analysis, Provider 3 jold us:

‘Somedirmes thay also entice them lor us; in the Racilly we ghoe Thom a bottle of soda, Fanta to
Do apacilis BRChUEE G, S0 Of BThi Dot COme Brcbally’ g Door Tamilas, ey Pirein
had @ meal in the moming or breakizst and sometimas stay in ho dinic for mone than o
hours, thres hours and thus o mainksin their sugars. [But] that ane [soda] becomes a bail,
aspoceally Tor (e yourg onos “Wa will ghai you 8 B008; Wi pick youl wilh & wehicla” | which 5
ncitually wong becausae. it is by enticing a cliont which you ane not supposed o, but that s
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All six of the ipachers we inerviewed laches-recognized posesocial pressung a5 a prmany
matreatar for MC amang adodescars e o anaks, - 36-winn-oki-Dapidy Hoad-Toschar -
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Druring obsenaticns of mobilzaton activities, we saw lirsthand how mobdizers somefimes
take-achvaniagamake usa of or encourane Rs-poeT rEssUe [0 erstrage boys-lepInmala
circumcisions, including by-ihrough the usaieg of abusive andior sigmatizing language-ie
sefarto-the-waoiroerspsad, During a health talk in front of a large group of boys at a pimary
school, ome male mabdizer refarmed to foresking a8 the “sleeve of & swatar™ and “cold
matumbe” [boded goat imestines]; at the end ol the talk, ha implored thase who st had their
“whistes” 1o have hem removed. He also told them: “Thosa wha are still kaving 1he loreskin,
YOU ang fhe ones who are going o spread the disaases. In the lulie, you are the ones who
are going to spread the HIV vines " Later thal same day, the mobiizer acked a large group al
older students,” How many of you wish to get the HIV virua? If you don'l wanl bo gel tha HIV
virug, the ardy oplion is 1o remave the loreskin.® Revealing his awaseness of this lype of
language snd messaging within VMMC mabiization, Provider 3 explained:

This is demeaning and they iry bo croate some pesr prossure. Like when you go bo those

Ty e L e

ltkn waking from home to hospital and demanding for the senvios, They are not lkoly to have
aone. Bul ndw Thal it is hace, &0 &0 and 40 has Jore &nd I8 my tised, | ke B De in il

Circumecision of cldran
Carrent WMME for HIV preventon guidelines and national protocols approved lor usa in
HKanvya reguing that adolescent clients musd ba at least len yaans of age.[45) Daespae this
directive, Inerviews and observations confirmed thai 'WMME stalf sometmes mobiize and
cicumcise boys wha are undar ban years ol 8ge i ordar o boask their nemibens 1o meat
irgets. YWhen asked about polential links betwean argets, mobfizer siraiagies, and
undarage cincumcsion, Pravider 3 alfened:
Yag, thay band the rules, .. BREhUSE yOU KNcw Somalimes ool cumment QS Beoandeng 1o WHD
&5 10 years and above, rightt- Bul when they [mobilzers] go to the field and gel a nine-year-
ald for axample, By cosch this clien] and the pEent. becduse we insil an seeing the
consent. Wi aleays ngis ihey gt ihe BD and telephong numbssr of tha pasent jon the consont
form]. When they come ko 1he Esdiity, we [call 10] confirm the age and whedher the parent has

congénied lor tha child to be circumcised. And you know, They will tell you “yes | am 10 years

A, Bt whin your look a1 the gury, B t5 probaltdy 8 or.., simesmae-Shay-dan-jva-thasight
b, Sy i | e e A o paeni ark By S0 S0 Do B L [ sngachann i

w
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We observed endenca for the mebilizaton of undemags boys al et of the 14 VMG
{mciites wa visited for chsarvation, iInchading boys (and thes mobdizers) who readily
admitted that they were underage. However, as Mobilizer 1 noted, age verification is not
eagy or siraighthorward in Kenya: “Yes, we have had some casas wheda children try 10 sdjust
thair agr. For instanca, he is eight years obd, but nsists he is len years old; and they are
ewan able 1o calculale that they were bom on this date and in this year, Being thal we dan't
have & way 1o vedify thad... than later you realize that thés boy is underage.” Yel, dusing
obsenakions made during schosl health talks, as well as duing community Sased door-io-
door mabdzation actwibes we requently observed mobikzers nol asking boys e ages,
opling instead 1o ask lor their class in sehool 28 & praxy 1of (heir S, et bi ndled il
D B OG- S0 Wl PV bl VNG O 6ol 1 i) 500 B

Cfingeomes-inBeduced guaiily of cinical cane

Undes pressure io mest largets, somae Clinical Officers and othar VMM medicad sialf find
wilys 1o spoed up the clinical procaess. For guample, as wae warg lold dusing interviows and
obseragd firsthand 41 multiphe VMG faciltes, providers may opt nal 1o lake palient medical
histaries or conduct preoperalive cxaminatans (e.g., blood pressung, weight, presxisting
conditions, ebc.) andior 30-minule post-oparaive chack-ing, and yat fill in the requisie forms
as il thesse acthifies had baen complated, Cither avenues for time-saving incleded, rushing
circumcisions, inadequate stitching, splitting surgical utarsd and bandags packs bateaan
patients, nod follpwing recommandad prolocels or procadures (e, the dorsal sl mathoed o
circumcision), and siacking patients one after anothar with litile pause in betwean, which
raises gddilicnal sanitary and privacy concesns. According to an expenianced VMG

SUGEaI;
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W cut a kot of comers and | will give you an gxample: [...] 50 because of speed, you
firsel Ehal while ane clienl is dressing [aler dreumeisisn]. the alher ane is [alesdy]
undrassing. Ideally, it s suppesed (1o bal that you Bnish wilh this client, youw give
[thesm] inglruchans on how b take medcation and all fal, but because of the high
vodume, you find thal some of us we ara nod the ones gving cut tha medication, We
assign somebody randemby, you Knaw, who will be giving oul the medication and the
rafreshement and 5o [tha] infprmation [Bhay provide 1o the chan| may not be comect.
[--.] Somalimes even the vitals of pest-operation 30 minubas after [crcumcision] are
it disnes, | s skipped, o somebady eise does (i - probably a recaptionist whi i
nanmadical, just 1o fullil the reguirgrments ol the farm, [This] is wrong because you
ama supposed bo do the circumcision and thea cliend rests for 30 ménuies ina bed or a
couch, fhan afler thal, you do the vitals then you discharge. Oh, aven the waund can
ingtructions, [thal] information may not sink in for ihe cian because i 8 presenied 2o
fast and thare may not be [ima) tor questions. Yeah, thare arg S0 Many cormars wi
cil. [.._.) ...a0 & clinic 1as1 year, | saw Bem hold that yelow form [medical files] and
gaing through [and just] chack, chock, chock, .. adding blood pressung, adding afl
m-.-.u mirq-s,juﬂ I'iJIim; !harn |nqmn-mlacwal.- rrremri'l-ntl:ndpfma um:_] fererd

mumn ‘H-l “-HMH-M mmm| Mw

ma.,m,mm:m mm .n,mm wmwmumﬂmm

umuaiuﬂmmﬁm“mwm :-||.

One assistant surgean, a 25-year-old lemale nurse, claimed her record Sme lor completing a
circumcision was six minules. Sho toa associated VMMG targets with cient overoad, and
with rushing surgeries and an increase in adverse events. She explained:

Somadirst you aampebs cullirg dients ard th chents an oo much. Tha naersgs lime ke a
cllgnt's {crcumciion] is betweaen 12 1o 20 minules. 5o whon tho chonts &g oo much, and
wou 'wan 1o meel your langets, you will perdom the surgeny a b tasl. So wpon That you will
have [an] adverse avent ard maybe a child will come back with a bleeder [&n coZing artery o
gihar blood wessm] you chd il closa [sunung] well |Proeigar 41

Wl dighatd 1o coryman s Scop g el Pod el ciecusrssaddin wilk e Woehd Heallkh

Organization]s, 50]-and Keayan Nalional ADS-and STI-Contol Progeam (NASCORY 18]
varH A R sl praacanr . Provikin 3, osplirard i stk disssl sl ot s
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Targel afernabives
‘When askad about possible mprovements o VMM implementaion and potential
altarnatives to tha use of targatls, inferviewess made o sugpesions,. The first was ko move
away from active VMME mobilzation foward more passkee strategees. ssrdarollg those
used by siles thal provide walk-in HIV lesting sendcas in Kenya. The second was 1o keep
donaf targats, bul 1o lowar them o make tham mone pessible o achéeva. As Mobdizer 1 put
i, "[WMAC) should be a walk-in thing whare people are circumcsed ail thedr time of
convenience.... Basically, | [don'l] have problems with tarpets, but what | have isswees with is
ihe extremely Erge argats. A siiuation whers ihe sugean sbrains 1o mest ihe tanget. And |
knaw when the surgesn is sirained, he probability af having adverse events is high.” Ciling &
sifrular albernaineg, a5 well a5 the implementahon of more reasonable rgels, Pronder 1
oblened,
Thiy fargats will diluts VMG RE @ PrOCicd Bic-aaitd Thi rambar & ovedrwhsdmrng . Imaging il
you slar working at BE0Jam and you wani 1o 0o oroumesion juntl] ansund 10 pme,. # s a
long diy. 50 targeis should be &1 leas! reasonable. So bom my sde, | can tak aboul e
iargats, and ih Largeds [Shoukd Dej revieed | olay, Anciher Thing is for instano, . i ahowd
b inconporaded bo bo b a clinig, in that it | coma 1o Bha hospiial | can even walk info the
WMME clinic. Mot that | am being cosnced 10 9o lor crcumcision, bul il showld be pan of ws
|am irfagrased pan of B haalihcars Byshem]. Yol know the isush of [acgels is $0cing peopla
to: g arcund kooking for (clents) per day. i should ba ke o TB dinic. Yeafh, b a walk-in
elinie. So arybody can just como al bis swn lime,
Yot anather prowvider, when asked about the affects of targets on mabdizers, macks
commants that sugges! tha importance of Emproved commurszateon B8 & means o decreass
targed burden on mobilzars for the banefit of all: "They [mobilizers] ase a ba intimadated jby
high targats]. So when they [VMME technical advisors, program coordinakars, abc.] set
tasgets without consulting them, somedimes they avan go slow and yaah, il alfects our

pedeemance [numbers of cants b be circumcised]” [Provider 4).

HSCUSSION
Much efforl has been made = epdemmlegical modeling of VMMG to determine whe, when,
and whane 1o ciroumcsea, and how mmyumm&mshﬂl DETIEH!-H}'I'I anrdar 10 curds he

ESA HIV epidemic.[51-57] Yel in South Alrica and slsewherns, Siedies have indicaled 1hat the

20
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pursuit of ngets (for uplake of combinabion anlirgiroviral herapy) may be at odds with
quality of care, [58] This shedy identifies multiphs unintended consequences linked directly or
indirectly to 1be use of targets in VMMG services In westers Renya. A5 detalled abowa, thasa

includa pressures associated w&h YMMG saasanatsy-clignt avallabity, and-gatra busdening
of ewarbairionad-facilities, cverworked clinkzal statl, deviations trom the standard of care, and

lang waits at the clinic.

Im 2008, seon alter ihe randomized conirolled tnals on HIV and make circumasan, and in
advanca of global eflons to implement VMMGC, UNAIDS issusd guidance for program
decigion-makers on human rights, sthics, and legal consideratons [58] This guidance
adveseates s 8 human righls Based appeoach to the implementation of VMG programs
that ensune that the procedure is camied oul Safely, under condilions of indormed consent,
and withaul coercion or discrimination. On this bases, the UNAIDS guidancs also explicilly
stales that, "Trarge! numbers of procedunes, incentiaes 1o men, and incentives 1o providers
shauld be avoided. "[59] Simdafy, PEPFAR guidalines hivse caulicned IPS aganst using
fargets bo mativate mobilizasion or fetharing VMMG remunaraian to the rumber ol
procedures perdermed in order lo avoid cosrcion [13] According 1o the labest version of thesa
guidalings, PEPFAR funded IPs wha reward mobilizers are:

...required 1o rewsed & tsam of mobdlizers. . 5o Bal ary rewaed I8 based wpon collective
{warsus inclividual) sucooess. [This] approach Bmils the lieShood ol cosrcon by Separating any
mmodiacy ol roward resuling from an individual mobilzer refemng a partiouiar clent.
Kechanisma that further minimie padoaieid or dttual rewands on A e -clsnd -kl e
bass arg encouiraged [ 14]
Daespile these guidelines, ouwr data sugges! thal this staled preference for leam rather than
indnidual targets may b misplaced, or al least may nat make as much of a diference as
intended, since leams may sHll ba incentivized 1o use searmve-anias-deseplivamisigadng
or athgrwise guastionable praciices., While individual mobilizers de-may nat receiwe an
mmadiate payment on a par-client basis. they ase-may be rermuenerated indrvidually once
thry collectivedy (05 8 team) mesd or surpass a given langed. By coupling farget achiovemant

i remunaration, tanpets provide pressure 1o halp ensure that adequate nuembers o

|



G675

L

Iﬁn

§EEEEEREEE 2 3

=1

2

wn

adolasoent Gircumcisions lake place. et perversaly, larget prossure soematimes leads
mabizaton teams and providers 1o cheose ethacally dulbicus. but rational stralegies ho
increase uptake, reduca affort. and'or shoren circumcision Bmes S-erdesein accomplish
meare MCs per day. Unforfunately, such stralegies carny potantially detaterious oulcomes: fopr
the bavys this intenvantion & intanded 1o pratect. Mossowver, thay may nod be in keaping with

i athics and human righis values to which VMMC funders and IPs pupod (o adhens,

Such stralegies may include The mobslization ol preadelascent clients, imbalanced
discussions of benpSls versus fske, abusive language and exploiason ol peersocial
prossiss b dive demand, and even dangeqous Shoreuls -y aendunt-H-msin aotioe
(€., TuBFING Surganes or Chisieing i s-guibid o S doesal shl relPisd b sawe bma).
One solution might invalve increased elfors 1o ensuns Ihal uneasplng largel achievement i3
enlirely uncoupled fom stall rermuneration;: mobilizers could draw salanies like the
community health workens aleady warking in the Same communilies—salaties tha do nat
depand on tangets. However, future research is necdid to deleming dwhether Bget
alternative programs, such as tha infegrated healthcanaiwalk-in dinic/pagsive madels
sugpesied by our inlersowees, owd-Can achiews Tha necessary numibar of MCs and do 5o
without ovarly increasing costs. Indead, efiorts in Zimbabwe o infegrate VMM sarvices into
rauting healthcam are encouraging, [60] and endaawors io intagrate VMM sendices in
Kamya are already planned.[$5] Yat, the pedomance based financial incantives used m
LDimbabwe hive bean shown io be problematic]s1] and pur data sugoest thal this mogal

Tk in Bgn

Conceming mobdlizer messagng, othess have previcusly criicized the FEPFAR-endorsed
imctic of chalming as @ “key message13] tha benelit of a "60% reduction” In HIV rigk.[20, 62-
5] During cbearvations of YMMC mobilization activities in our 21icly regendeanzagrea, it
became claar that 1ew mobilizers and adoéescant clients truly undarsiood whal the cited 60%
raductan glatiate wodld mean Tor tham. More ofben, adolescents seamed conused and

)
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asked mobilizers 1o explain the “missing 407", Alhough some researchers have suggesied
meping bayond VWG mobilization messages that emphasize H risk reduction 1o those
that focus on a spectrum of benafits, including “hygeene, appearance, attractivenass o

parinars, peer noems, and modemity” (65 our data suggest That pees precsise-Dased
migbiization sirategies that tely on peer prassUng may be ggually soeoes-and

questioned i nol fiscouraged how s il-sthsal lo-suggest dhal-a boy's-hburs lamale-parness
R e L soohhim-iiva-le-not 48] In a0 eflost 10
improed WMME messaging, heture studies coukd 11 the ellectivenass of peoviding
mgbiizers wilh training in ethical conduct, as well 4% on the benedits wirsus risks of MC and
how fairly and effectively to communicals #heen-lhis infarmation o adolescents.

Tha practice of using in-school health talks for VMME mobilization warrants special gthical
scruting, Mot only do ieachers and oiher schogl authorifies oflen atiend these talks—
individuals who may have undus influence cver boys” circumcision decisions—bul the group:
based natera of tha kalks, and the openness wilh which adolescent circumcision stames is
discussed and mobifzation takes place, make these anvimnmants ripa for coercian,
Recruitment of shudants for research in schoois by teachers and othar schoo! authorities s
digcouraped by ethacizis for similar reasons,[72] One possinle solubon might be io separate
ihiealth talks from YMMG recruitmeant: mobdizers could condwct health talks one day and
schedule a day 1o reburmn. In & privaba satting on fhis second day, mobilizers could answer
boys' queshons, discuss consanl and assan, and 1ake down the detadls of any boy who
walild e to procasd with MG
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In Jamuary 2019, our research team prasented study Bndings ta podcy protessienals and
program officials af a YMMG siakeholder meeting In westem Henya, In tha discussion that

fedlowed, wa considared varkus solutions to the ethecal and practical concems highlightad

here. One sirategy we discussed 1o address. the problem of high and kw seasons of VMG
chern guadabelily weplemaniation-soaconasiy-and Improve the quality of cane provided at
WM clirmcs was lor funders and 1Pa 0 collaborabs bo develop “smart targets” (hal rise and
8@ with low and high saasons i mabch maone efliciently esources and molxlization allans K
chent derand and availabdity. As a part of this process, P iechnical advisors could also
wark chosely wilh schoal adminisiralon i e calchmanl areas i fnd ways [0 conduct
mare MCS throughout the schoal year while minimizing (he impacl on educational acivites
and progress. Stakeholders also recognized that the training and swareness of mobdizers,
counselions, and clini stall needs 1o be strengthened and; thal qualily assurance measures
shauld be enhanced and better menilaned,; asdRatibe peaslica-ol-penishng 1Re-or
nobiiners-Rorhaii b ; ocl ocki
suargeaba.

mﬂm?ﬂ.?{] - S TR Smnd e Tasa-smlaeil dedl Bask-Glharasy 10
wibe e i vaibe OF BASE AF0T Cin 3 Gl B el ey comadisslod pen oy B WG

olnina-Slall.-Addiionaly,-hundens should-ansuse-hat-iP s piovide boye wish-loo0-and-wale: 4
ERbaPH e -BLaYE-GE VMG A E-B1e 0SS By BHTHasy AR BROREon 4-aRa-r0m-ihe
i Ml -Gt sle and-limely. Fulure studies should 181 the cost and leasibiity of

improsing ihese aspects ol cane under real-word condilions.
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LIMITATHONS

This = a gualtativa study with wvary limiled genaralizabdity, Alshough, we used pupoesse or
convenience samplng mathods in this study, etforts wene made o sefect facilities of vanouws
sizes (lavels 2-5), and to work equally with VMG ciinical staff and mobization teams from
both ed-Ehe-bvea-IP onganizatons-wosking sn-tha-reqpan. In addition. we conducted mobdlization
and clinic observalion sesssons during both the "high” and Tow” VMG seasons, including

separata visits 10 a Level 3 and a Level 4 VMMC cinic on high and kow solume days.

This sludy relied on n-depth inberviews and clire: cbaervations. As in mosl qualilative
slugies ol this kind, inlensewss responses could be subject 1o aocisl desirabilty bias. Wiie
we cannal excluge antiraly tha possibility ol this biag, we made char (hat we were only
intereated in inlervieweas’ honest recollections of, and rellections an, iheir VMMC
expetiences. Morsower, the Bact thal infervigwess wend aflen crilical o VMMG practices and,
o mskance, in the case of some clinical providers, admitbed 10 culbing cteness i carg

sugoests that this type of bias may be less of an issue in this study.

Finally, our presance as cbhsareers al VMMCG Facilities and during mobifizaticn activiSes may
have changaed the behavior of staff membens and clients. We anticipated this possiility arly
on and in responsa, chase a two-pronged approach maethod (e, in-depsh interviews and
obserations) s-ome-ialo ansura tho quality of data. This potential bins was also kaker-nio
asssursconsidered duing data analysis and presentation for pubdication, For instance, all
findings based on chsarvations wana cross-vedfiad by data from in-depth imerdaws . and
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insan-relaterH o uee- - VG Saegede - When VMMG for HIV prevention first began 1o be
mplemantad in ESA, much aftention was pald 1o (he ethical, hieman rights, and legal
consideraticns by the crganizations that were (and are) involved In it Since then, much of
the discouesa has been raplaced by programmatic and techrcal Qudancs concemeng how
bast io meat ambstious VIMME targeis, with less atiention io the broader efiecis ol pursuing
lasgets in the lledd. As our ressarch shows, those consideralions have nal Qona Fway.
WMMC fundars, governmental ciganizations, and IPs remain strengly comimatied 1o human
rights and elhical values in the pursuil ol public health goals. As sueh, they have a robus
intereat n information aboul how VMME pragrams are implemared an the ground n Kenya
and across ESA. Thess athical consaderations should be ghen mane waighl n fubure
research and in the routing quality assurance checks corducted by 1P and funders, and

whene feasible, by mdependen! autharilies,

Further research i reguired 1o consider more fully the banefits versus isks associaled with
largets in mobilization aclivities and b dewelop mproved o alliemative systems throwgh
which o dive VMKME uptakoe-and hold-aceonsalabla VMM IPs, Whils PEPEAR abeady

auailpble care, At #ua-a minimum, fundars and governmental authanties should take on maong
larged-setling input trom IPs, including mebilizers and other sialf on the ground, inan
ierative and cngoing way. Whila it may not be reasonable or wise 10 call ior the complate
abandonment of 1he use of targets, given thair nacessity o interventan modeding and
program budgeting, if Is justified o ba mane critcal of their w=e and awane of thair potential

uRinfansed consagquancas.
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Background

Zimbabwe has reached sheus-gpprosimately 50% of i#sthe national 1.3 million voluntary medical
male circumcision (VMMO) trgpet for 2018 [1] wiih a nationsl VMMC program adverse event
(AE) rte of 0.35% |2]. Man-surgical mabe ciscumeision (MC) devices, such as Pre | ex, have the
podinitial 1o accelerate ndull VMMO programme scale up, Inplot studses and comralled imals in
sub-Saharan Africa. moderate and severe AE rates from device-bhased MC range from 0-5.9% [3-
9] with Few scvere AEs resulting n permanent ingpaitmaend.

Pre. ex may-behis been shown 1o be faster, simplenmon: simple 10 implement. and more cost
effectivie is-when caompared fo surgscal vecumotsion- 340 [10=12] and may be safely apphied by
Jess highly trainedtewer codres of nurses and clinicians [7, 13, 1] [n_some contexts, Bdevices,
such ns PrePox, alss appear more acceptable than surgical MO as they do not cause profonged pain
[6] mor imterrupt sctivities of daily living for meost clients [5]. Pre  ex has abso proven safe and
effective [3=5], For these reasans, PrePex ofTers an important tool o accelerate WWMC programs
i Mt Eargets especially in men over age 13 vears, Zimbabwe piloted the Pre: ex device in a
series of clinical tials from October 2001 to establish its safety and efficacy for VMMC among
HIV-negative adults [15] and sdobescents [16]. To date, WHO pre-gualification supports PrePex
for circumnscision of HIV negative adult men [17)

Stigma sssociated with identification as HIV-positive is a major barmier to the scale up of
VMO -t tinbabowe, including the use of Prefrex. While HIV wsnting ds psually noa
precondition to being circumcised in nutions] YMMC policies, in practive virually all men are
HEY 15t prioe 16 clipcumsison, and some men reporimssy svoiding ¥YMMO beemise they do nol
wand fn b HIV testoibid-she-spsme-siigpesisn-sopeegapiiom shad- H esiing-as-paraad b
e lana-b- Dotk M phenas-and-providess [ T8 19], IF PrePex is shown to be safe among HIY-
postive men, prosmstiaa-eiprovider miiated HIV testing would confinue, bat messaging ahout
lht' pereived mandate for HIV testing befare the procedure would be adapted, and the

mpsirtangs nﬁhﬁ. practice would diminish. Moreover, s YMMO scales up, excluding HIY-
puanm:mmm VMM programs coubd inerease stigmatization. To aveid mdinect wdentificaton,
HIV-positive men might seck MC surgery from potentially unsafe sources o mask their sero-
sl Seeibe v o E Y e bt aemeir sl e dhnse ClEca R S e s e e
s Therefore, establishment of the safety of use of PrePex for YMMC of HIV-positive men
would by advantageous--£ sl b the régton

There 15 some evidene: bo suppoart il safety of surgical YMMO 16 healihy, HIV -pasitive men [20-
22]. but M= research on the safety of MO among HIV-positive adulis is limited, especially in the
comext of MO devices. This lack of evidence 18 most acube @ coundrses in the Afncan region
where mpid expansion of make circumcision programmes is most urgent, Therefore, we conducied
a ome-arm, open-label, prospective, cohort Geld smidy bo assess the safery, scoeplabibiny and
feasibility of the PrePex device nmong HIV-positive adult men. The pamary chjective was io
assess the safety of the Prefex device as measured through moderabe o severe AEs among HIV-
pmﬁn'-.- men_in orler o Fhe-resaliswill inform policy and clinical praciice permining g0 HIV

Besling among men secking circumeision.

Meihmids

| LTRE

B




Sample Sze: .

A sample size of 303 provided 800 power ot the 0, 5% significance level to determing if the AE
rate anmsoig the stisly population, composed of HIY -positive men who receive Preoex MO, is
nen-inferior to that of surgical circumeision, Historigally, the AE mate smoeng HIW -pegative adult
Prelex clients was 24 “pidan-dnferiar was diefined a3 not more than 2% prester than the
histaric AE e sscogsabed-with-surpionl ME-of- 3 -or, in other words,a 4% AE mbe, The AE
rafe of 2o was selected as it i3 the lower bound of AE rastes reported by previous dgomms studies
{Bailey, D007 81 3;Auvert, 2005 8347 Gray, 2007 859 | and because an AE raie of <2% is
reganded a1 a plobal standard of VMMC safery [23, 24], including in Zimbabwe [2]. We
anticipated a boss (o folbea-up of 2245 and roanded up to 400 participants.

This stusdy has 1 aom; HIV+ men wsing PrePex, It will compare HIV+ men with PrePex MC 1o
the low hastorical pro-postion of men who expenence any [mald, moderate or severe) AE with
surgical MC of 20% in Kerya [22] ond not to the higher rtes of AEs of around 3% xs seen in
both Uganda [23] and South Africa [24] . ) )

A sample size of 303 was calculabed o1 3% significance level and 80% power bo fest to see ifihe
AE proportion among the stody population i% mo more than 2% higher than the 2% from previous
studies. Wie anticipated a logs 1o follow-up of 20%% therefore we should recrait 303/0.8=375
participants, The sample size was rounded up 1o #00 evaluable partici-pants fram whom data will
b obtained for the study prinsary endpoints anakysis,

Null hypothesis: Preffex has a higher AE rate than 2,074 (ihe assumed AE rate for fonceps-
guidad MC), plus 8 son-infersority masgin of 2%. Thus, we fail 1o repect the hypothesis if our
sample of HIV+ men with PrePex MC has an AE mbe whose confidence mterval crosses 4% (2%
historical raie+2% non-inferionty mangin).

Alternative hypothesis; PrePex MO does not have an mierior AE rate than forceps-gusded 3T,
defining "ot infeni-or™ s not being mare than 2% grester than the historic AE mbe for forceps-
guided MC of 2%,

Table 1: Sample size requirements for B power

Mon-Inferiority Margin AE proportion cutedT for Prepex Mon-Inferionty  Sample Stee (1
anm)

1% 3% AEs or less 1212

2% 4% AEsof less ELE

e 5% AEsorless 135

Based on: hitpswarw cebeuhloadu Bk stan proponion O5p_sup. im

This power cabculation was not dore for a specific nambser of historical controls, but rather as a
oite sampbe test, using the rate of AEs that we expect based on previous research {2%5), This
study design compares the AE propor-tion among a stady population composed of HIV -+ men
who receive PrePex MC and tests 10 sec if that proportion is non-inferior 1o the 2% from
previous stedics., Becauss our companson group in this study design is o number (2%), ratber
than a sample of individuals with iis cwn uncertainty and confidence indervals, the sample size
needed is much smaller. However, because there is no sctual control group, this design has less
utility in comparing PFrePex MO o forceps guided, since it requires the assumption that forceps-
guided MC AEs would have been exactly 204 in the stsdy population.

Sausly site and recruiiment
The stugly was implemented in a karge urban area outside of Hamne, The study team included

i
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PrePex master tralners: one surgeon, one uralogist and three wramned nurses. Males ages 18 and
ahove whao voluntarily presemed of the study site for circumcizion and sccepted 10 be HIV tested
could participate. These who agroad o PreFPex clrcumersion signed ihe Medical Bescarch
Couneil of Zivhabwe's approved Informed Consent Form before further counseling ansd
assessment for cligibiliny. Prios 1o actual PrePex clrcumeisbon procedure, all eligible men had an
HIV test 1o confirm their HIV status,

Recrusiment From opportunistc infection mealment sites was froam Chetober 2005 e
Blay 2006, A total of 1094 clients were screensd over o peniod of 160 working days. Additional
i luwsson criteria ncluded: confirmed HIV-positive status; WHO HIV elinical siage 1 or 2;

agreed o be circemised by PrePex: ability to give informed consent; agreed to retwm to the
healih care facility for felloweup visis anl complete bealing 7 weeks from device applicabon or
unil cleared by a clinician: amd agreement to ancnymsous phatographs, Exclusion crteria
inclisded: kewven bleeding or coagulation abnormality; uncantrolled disbetes; active genital
infection, anatamic abnormality; WHO HIV stage 5 and above; or do ot agree to PrePex.
Patential partscipants who did eot meet the inclassen coteria were offered surgical circumcision.
Studdy flow is presented in figure 1. The numbser and reasons for such exclusions were recondssd
and nated in Tahle |

Follow-up

Client Reporting Fomms (CRFsp were completed durmng cach visit by a climician. The visi
schedule is shown m Table 2. All participants received the mamimum package of VAMMO
services whsdelhincluded -information sbout the risks and benefits of the MC procedure,

vormipsg llimg absist thee ol s mbop pemb msinkainosslerse gaal proctices access e 1V eding,

and managermnt of sexusliy trpsmited infeetions (T b fore the procedurs 5 well & T

counsz|iing abost the negd o adopt oml inaintain sier syual proctioss and condom promotion

'I"'".'-F\- Prirst-fe S |:|':!I Wi WiRIE aitd # P-4 b il ol aFaaniully
iranesmis ek am Eechions- 5T b Flrﬁl:i'pmu were also remmded about the addied msk of HIY
infiection bo their partmers, L0 dala (oo pocticipeits were collestel using a simall Dnger prick

o phioan blood sampde and anobveed gang PISA Point of care CE maching. In addition,
participants wene instricted 1o peourm o e clinie for an uischedialed visin if they expericnced
any AEs or complications with the device. Weekly visits stiopped when wamang wns assessed
as beabed. Adl men werne asked 1o retum for a Day %0 visi for a final physbcal exam.

11 a partecipand failsd to steend the sehadaled weekly visit, ap o three contact atempls were mada
by phone and 5MS, For a misesd Doy 7 device remosal visit, the study nurse alse atiempted at
least pwo home visite, All atteengts 1o contaet the client were reconded on 8 comtact log in the
cligmt’s file. All dain ingluding AEs documenied al ench visit using CRFs,

Data mansgement and onalysis

CRF-based information on safety, cilicacy. pain and acoeptability of the device was collecied
and m,agd, LT T T Y B N Lt N RO PR TE A R TIT oY

ookl et i sl A anabpied a s BIMA Boidob fare D04 mackioe Bafery of the

PrePex '™ deviee was assessed by documenting the incidence of moderate and serious ¢linkeal
Als (Populdlion Services bnermatsonal, 2006 #5259 . Expecied procedune side effects such as
localived edema, cozing,  clear exudates were nof included in the primary safety endpodint but
were reported separately.




Divuble data eniry cnabled venificaton all quantitstive data. Baseline
dlemogrophics and patiest chameteristics ore summarnized, including imer-quanile moges (10
and presenited i tabubar formal using descoplive siatistics, AEs are described amd AE rabes
compared descriptively with the reported rates of similar devics treatments, 757 confifence

iervals Bk were caleubated wsimg the Wilson exacl lesl lor proporiions

Ethical consduct of the study

The Medical Research Council of Zimbabwe (MRCZ) Harare, Zimbabawe, the University of
Washmgion Homan Subpects Divisoon , Seattle, Washington, LiSA; and the Centers for [hsease
Control and Prevention, USA, approved this stusly. In addition, a Data Safety Monitoring Bosrd
was exlablshed 16 provide oversighl 1o all phases of the tral.

Risuliz

D hic of s

3 the A0k partigipants, i The medion age of paricipants entolled m the sudy was 40

(R34, 460 the youngest participant was |8 yvears aid the oldesr was 73 years (Table 3). Most
(75.2%) participanits came from Hamere area. The majenity of participants were observed to ke in
WHO stage 2 (79.5%), Medsan CD was 336 5¢/al (IQR:232,459), with a range of 8 wo 150
cul.

it e
Pamicipants were expected 1o attesd all scheduled visits according 1o the smdy schedule until
complete bealing was assesaed, AH parismimis eere eapevtod eatbend e Dy ks
Adherence o visits was high (Table 4). Visit sdberence through Day 42, the final day of
pasessmend for routine Prepex WMMC, was over92% or greater of cach time point. Visit
adherence 1o the final study visit i Dy 50 was sS4 1%,

Devigs Removal

The vast majority (3941 of devices wene successfully removed on-site om Diday 7 following
placement. For the six other panicipants, one removed their device within bours of placement
anid no farther action was required, One participant reported removal on day 7 af anather site. These
wire nod cotabdered AEs, Details of the other cates sre explained in AF section below,

Adverse Events

AEs were assessed and recorded using the PrePex MO Classification of Adverse Events and
Device Harards (Anmex 1), Hw-sisdirdaiil-sovoi-binirsmsddl-There were four cases
of mild AEs: all four were cases of localizad edema managed by penile elevation. Mo moderaie
AEs were reporied,

& tosal of four stedy-rebated severe AEs wepe reporied éﬁﬂﬂ—lhtﬂﬁf—&i&tﬂﬂi—l Hhe-shily-
pediviesloresultmg m a severe AL mile ml—-l:-]_'l.i.!.“:';lﬁ"‘! ] | 120 15 (e LGRS | bbbt
mwmmmmﬁm Four d-evice
displacernents, when the PrelPex desice 15 mtentionally or accadentally duslodged duning the 7=
day placement period, were reporied with the deviee insine: one on day 1) two on day 3, and one
an day 5. These are comsidered severe becavse a surgical MO procedure 1= m:’.liﬂlm[m:tnl"
clinical management. All deviee displacements were resalved with sargical circumeision. All
four men healed completely. Additionalby, two nons=study related severe AEs were reporied, One

5
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arethral sirsctare was detecved on day 3T and determined 10 be relmed o prior conditions
previously mot reported. This man healed completely. Lastly, one study partscipant death was
reporied due 1o car aecident; this was unrckated 10 the study. All AEs were repostod 1o MRCE a5
regquired by the protocaol. As peded, four of the six were consistent with the MRCE classification
of device-related AEs. Details of these six cases are inchuded in the appendix (XXL

Discussion

This study demsonstrated that Pre  ex is aceepiable and safe for HIV-positive men, With an AE
rate of 1.0 the msk of serious AEs is below the rale from previows PrePex [3] and oiber
WM device-based |9 studies amang | II"-'--:'L:E.uLive men and similar to the AE rate from previous
BrePei trialy n Zimbabwe [16, 35). The AE rate i3 sl below the sccepted AE risk (2%} of ihe
global VMM commamity [2, 23, 24]. As adherence to follow-up visits waos quiie high, it is
witlikiely that sdditional severe of nederate AEs would have been missed i this siwdy. This low
mafe of AEs among HIY-posbve men using the Pre’ ex VMM device demonstrates that

Pre ex is safe for use among HIY-positive men. Therefore, witlowt any ndditienal risk of AEs
among Usese mwen. all men showld be allowed o aceess YMMCO sitlout mandatory HIY sesting.

HIV-posstive meen have been largely ignored in the roll-oar of VMM services. including Pre  ex
[26]. The UNAIDSWHO Joind Strategic Action Framework 2012-2016 sef o targel of BD%
coverage among HIV-negative men 1549 years old in 14 prionty countries by 2016, requinng
approximatcly 20 mallion WAMMCs [27]. Therefone, VMO is promoted for sexualby-active, HIV-
negative men in sub-Saharam Africa. HIV westing is a common composent of Y3MO programs 1o
ensure successful targeting of thes focal group, However, HIV/ATDS-related stigma is still o major
barrier i HIV testing apdate [28], and inelusion of HIV t1esiing alongside VMMC service delivery
may be a barrier 1o VMM uptake in ihe sub-Sabaran Afncan region [29] whene HIV prevention
effiorts ane most neaded.

Although there is some hesitation to cinoumcise HIV-positive men due 1o a perceived higher nisk
of HIY iransmission to partners during il healing process, m ot stuxly, only Four men sslssied
peporicd chaving sex the week before they were fully healed. [t =ppears that most men
abstained from sex until complete healing as instructed, reducing sk w parmers. Although this
miay urdlerestimate true sexual nctivity, the overall nisks to female partners, especinlly during the
heabing process, are diffscul to guannlly. Ina susgical MO colon study, the main rsk for
partners appears w0 occurs during the firs 6 weeks afier MC as virnl shedding increased during
that time, then decreascding afber that period |30]. Amsesher rangdomized controlbed wral avenpeed
fo assess wheiber surgical circumcision in HIV -positive men would reduce tmnsmission of the
virus 1o fiamale sexual pariners: the study was stopped eardy & 18% af womsen in the iMervention
anm (M) and 12% of women in the control arm (non-MOC) acquired HI'V duning follow-up,
giving an adjusted HE was 149 (0.62-3,57) [31]. Ahbough these sudies sugpest that there may
be some additbonal risk 1o female pariners nssociated with surgical MC among HIV-positive men
i ihe psi-op period. a meta-amalysis of six longinxdimal cohon studies found linle evidence that
male circumscision nerepscsdissdbesaduees ovemll risk of trmpsmission to women (RE = 0,50,
SRS | A0 A2 | suepesttng dartbrer condimmubeonr-dhat b B preseitmis bemedils of A0
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It is eritical wo note that the benefiis of VMMO extend beyond HIV: VMM also protects mabes
from cancers of the penis, urinary tract infections and uleemtive sexually transmitted diseases.,
[ 23] discases that alse affect HIY-positive msen. YMMC miay nedisce the prevalence and
incidence of HPY infections in femnale pariners [31, 34-36], including among partmers of HIW-
mnfiected men [35). decreassng the risk of cervical cancer among these women. Witk
consklemtion of these additional potentinl benefits to female partners, it nppears that the risk of
HEY transmaission b femalbe parioers 15 mol a stromg angument agains circamcising HIV-positive
T,

This stwdy has several limitations, Firsi, this stedy compared the AE mie to historical controls
and the global acceptable standand of AEs of =% there 13 no comparson group for this study.
Howewver, becouse AE mites among HIV-pegative men in VMMO programs, including in
Fimbabwe, are ko, we believe this one-amm :hl.d_'r overcomses this weakness. Also, because
anly HIW-positive men participated in this study, they wene older than the average age of men
whe andergo circumciin m Aoababwe, Thes 1s enbikely toalfect the AE rate or bias the resubis,
Lastly. this study did nod enrcldl female paniners or investigate HIV transmission fo sty paniners
avier time. A the study focused onthe safery of Prelhex among this cohan of HIV-positive men,
this was outside the scope of budget of this emall study,

Conglusion

Male circumicision among HIV-positive using the Pre | ox device is safe, The rsk of adverse
evenls is bower than the <% rote used as a standard of quality cane for MC practice. Therefore,
f improve uplake of YMMC, we recommend removing thee bamer of perceived mandatony HIY
testing as pan of rowtine VMMC. In order 5o promote uptake and redaee barriers o YMMO due
B sfigmi, we recommend that HIW testing be advertised 1o poteniial clients as. “recommended
nidl mandsiory™. 1o coneen with continued promotion of safer scx practices in accordance with
WMMC guidelings, we expect that MC senace provisson could be made mose efficient and
uptake increase as o result of this suggested policy change, inercasing the positive effects of
VMM in the regron,

| T




Table 1 Reasons for non-cligibiliy of participants

Eﬂil: Freguency Pereentage
Urethral discharge synadrama 1 0.3%
Epistanis 1 0.3%
Hypospadias 1 0.3%

Hydrocele 2 0.6%
Enl P 6%
Refuscd HIY testing P 6%
Cremilal sores 1 5%
Uncontrelled diabetes 1 .E%
WHO Stage Yor 4 1 0.8%
Al carcumcised 1 .E%
Kekaids i 1.1%
Unahle 1o come For reviews 4 1.1%

" Opted for surgical 1 Li%
Phamosiz £ 1.4% LTS
Hyperensive £ 1.4%
Cremiial wlcer [ 1. %%
Agdhesions [ 1. 7%
{remital wars [} 2B
HI'V megative a2 Bl B%
Todal 157




Informed consent

Participant specimen collection
for CO4 count

Medical history & demography

Cumrent medications
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Table 3. Demographics of the Susdy Participants {n=40d)

Age
=25 | IR i, 5%
25.34 | KT i21.8%
3544 | 173 #4333
o a5+ | 122 305
0250 ¢l | 124 31085
251 -506) ¢pal | 202 5%
S01-T50 ¢l | 65 L, 3%
TS0 1000 ul | & 200
Above |D00 pl | | mite
WHC clindcal stage
Stage 1 | 82 205
| Siage 2 | 318 .55
ARV regimen
1 limse | 322 a5
™ fine | 15 1%
Mo | 53 13.5
Marital Slatus
Marmied | 306 Th.5%
Single | 44 1105
Separated | Divorced | 29 T.3%
| Widowed | 21 5.3%
Type of employment
Informal [ 210 52.5%
Formal | |18 20,55,
LUremployed | 65 L, 5%
Student | T | R
Residence
Harare area | 301 75.2
Other | 99 248




Table 4: Visit adherence

Dhay 7 394/395 99,5
Dhay 302395 .2
[Day 14 IR1395 R
Day 21 3747393 9.7
Day 28 XT2395 4.2
Day 35 3417365 a4
Dhay 42 2377255 ()
Day 49 1211137 853
Dhay 56 41/53 774
Day 63 1021 476
Dy 90 372395 942

*Participants attendod visng ulfull camplete healmg. Day 90 visi was requined.
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Figure 1. Flow Chan from screening o enrollment
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To: Brian Morrts <brian.mormsEsydney . edu.au>
RE: Male circ pubs: Highly vinulent HIV varant discovered in Metherlands; Sesual pleasune techaical
Subject: guide; VHMMC has big impact in youth in 5, Afr; Greater social engagement for urscientific articles;
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From:

Hi Brian,
Thanks for sending these updates.

Mote from the text of Johnson et al.; “The prevention benefits of VMMC in South Africa are expected to
grow substantially over the next decade as these young men reach their peak ages of sexual risk
behaviour, and as the secondary benefits of reduced transmission to female partners become mare
substantial.”

Cheers,
PE

From: Brian Maorris via Caal =caal@lists.circumcisionaustralia.org>

Sent: Tuesday, February 8, 2022 11:51 AM

To: caal@lists.circumcisionaustralia.org

Subject: [EXTERMAL] [Caal] Male circ pubs: Highly wirulent HIV variant discovered in Netherlands; Sexual
pleasure technical guide; VMMC has big impact in youth in 5. Afr; Greater social engagement for
unscientific articles; Occlusion and micro-incontinence in l...

CAUTION: This emall originated from outside of the organization. Do not click links or apen attachments unless
you recognize the sender and are confident the content is safe.

Male circumcision publications this week: Highly wirulent HIV variant discovered in Metheriands;
Sexual pleasure technical guide; VMMC has big impact in youth in 5. Afr; Greater social engagement for
unscientific articles; Occlusion and mecro-incontinence in lichan sclerosus, Megameatus intact prepuce
repair; Tablet-based interactive distraction for pain and anxiety during circumcision of boys; Devices and
technigues in adolescent and adult males {German); Polypold penile tumor;, Acquired lyphangioma

circumscriptum,

hitps.hwens science org/dolTull 10,11 26/ science abk 1688 el rid=172175768ulm_campaign=SCleTockal
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A highly virulent variant of HIV-1 circulating in the Netherlands

CHREE WYRANT OANIELS BEZEMER FPRAMNOOHE BLANEIART LUCA FERRETTE ASTRIDGALL

MATTHEW HALL TANY A GOLUBCHIK MARGREET BAKKERSWEE HOE 080 [...]THE BEERIVE

CoLLABRORATIONT +25 AUTHORS AUTHORS INFO &AFFILIATIONS

SCIENCE + 3 Feb 2022 « Vol 375, Issue 6580 « pp. 540-345 « DOL: 10.1126/science.abk 1688




Evolving virnlence in HIV

Changes in viral load and CD4"™ T cell decline are expected signals of HIV evolution. By
examining data from well-charactenized European cohorts, Wymant et al. report an exceptionally
virulent subtype of HIV that has been circulating in the Netherlands for several yvears (see the
Perspective by Wertheim). More than one hundred individuals infected with a characteristic

subtype B lincage of HIV-1 were found who experienced double the rate of CD47 cell count
declines than expected. By the time they were diagnosed, these individuals were vulnerable to
developing AIDS within 2 to 3 years. This virus lineage, which has apparently arisen de novo
sin¢e around the millennium, shows extensive change across the genome affecting almost 300
amino acids, which makes it hard 1o discern the mechanmism for elevated virulence, —CA
Abstract

We discovered a highly virulent variant of subtype-B HIV-1 in the Netherlands. One hundred

nine individuals with this variant had a 0.54 10 0.74 logp increase (i.¢., a ~3.5-fold 10 5.5-fold
increase) in viral load compared with, and exhibited CD4 cell decline twice as fast as, 6604
individuals with other subtype-B strains. Without treatment, advanced HIV—CD4 cell counts
below 350 cells per cubic millimeter, with long-term clinical consequences—is expected to be
reached, on average, 9 months after diagnosis for individuals in their thirties with this vanant,
Age, sex, suspected mode of ransmission, and place of birth for the aforementioned 109
individuals were typical for HIV-positive people in the Netherlands, which suggests that the
increased virulence is attributable to the viral strain. Genetic sequence analysis suggests that this
variant arose in the 1990s from de nove mutation, not recombination, with increased
transmissibility and an unfamiliar molecular mechanism of vimlence,

RELATED PERSPECTIVE
When viruses become more virulent

hitps:iwww sclence orgldol/10.1126/sclence, abn4857
JOEL O WERTHEIM
SCIENCE = 3 Feb 2022 = Vol 375, Issue 6580 = pp. 493-494 « DOI; 10,1 126/5¢cience abnd 387

Seea also:
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How a New, Highly Virulent HIV Strain Was Discovered in the Netherlands
Published: February 3, 2022
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« - Abstract
This article provides technical guidance on the content, meaning, and application of the
World Association of Sexual Health (WAS) Declaration on Sexual Pleasure to various
stakeholders and practitioners working in the area of sexuality, sexual health, and
sexual rights. A growing body of work shows that sexual pleasure is integral to broader
health, mental health, sexual health, well-being and rights and indeed can lead to
improvements in health. Yel, more research is needed to identify the best ways to
incorporate sexual pleasure to achieve sexual health for different outcomes and
populations. In the first part of this article, we deconstruct each statement from the WAS
Declaration on Sexual Pleasure and provide key evidence from the literature supporting
these statements. In the latter part of the arlicle, we provide guidance on how to include
sexual pleasure as a fundamental part of sexual health and sexual rights work. We
include a series of case studies and highlight key actions and principles for advocacy,
implementation, and quality assurance in terms of law and policy, comprehensive
sexuality education, health care services and dissemination of knowledge. This
technical document seeks to inspire our partners and collaborators to embark on a
journey toward a pleasure-based approach to sexual health and sexual rights. Our hope
is that the literature, guidance and case studies provided here can ignite ongoing
advocacy and collaboration to embrace sexual pleasure in all settings.

https://pubmed.ncbi.nim.nih.qov/351254 71/

J Acquir Immune Defic Syndr. 2022 Feb 3.

doi: 10.1097/QAL000DOO0O0DN00292T.Online ahead of print.

The effect of HIV programmes in South Africa on national HIV incidence

trends, 2000-2019
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Abstract

Background: Recent studies have shown HIV incidence declines at a population level in
several African countries. However, these studies have not directly quantified the extent
to which incidence declines are attributable to different HIV programmes.

Methods: We calibrated a mathematical model of the South African HIV epidemic to
age- and sex-specific data from antenatal surveys, household surveys and death
registration, using a Bayesian approach. The model was also parameterized using data
on self-reported condom use, voluntary medical male circumcision (VMMC), HIV testing
and antiretroviral treatment (ART). Model estimates of HIV incidence were compared
against the incidence rates that would have been expected had each programme not
been implemented.

Results: The model estimated incidence in 15-49 year olds of 0.84% (95% CI: 0.75-
0.96%) at the start of 2019. This represents a 62% reduction (95% CI: 55-66%) relative to
2000, a 47% reduction (95% CI: 42-51%) relative to 2010, and a 73% reduction (95% CI;
B68-77%) relative to the incidence that would have been expected in 2019 in the absence
of any interventions. The reduction in incidence in 2019 due to interventions was
greatest for ART and condom promeotion, with VMMC and behaviour change after HIV
testing having relatively modest impacts. HIV programme impacts differed significantly
by age and sex, with condoms and VMMC having greatest impact in youth, and overall
incidence reductions being greater in men than in women.

Conclusions: HIV incidence in South Africa has declined substantially since 2000, with
ART and condom promotion contributing most significantly to this decline.

https fipubmed.ncbi.nim.nih.qov/351252 86/
J Pediatr Urol. 2021 Dec 11;51477-5131(21 )00586-6.
doi: 10,1016/ jpuro].2021.12.003.Online ahead of print.

Engagement of common pediatric urologic conditions on social media

WA, USA. Electronic adeL'sE:Fm“ A

“Seattle Children's Hospital, Division of Urology, and Point Way NE M/S OA 920, Seattle, 98105,
WA, LisA.

PMID:; 35025256 DO 10106 jpare] 2021, 12 003

Abstract

Introduction: As social media use continues to increase, parents and caregivers report
using social media platforms as a source of health information. However, there are
minimal regulations for social media content and health misinfermation has been
shared for various medical issues and urologic conditions. While internet content related
to pediatric uralogy has been previously described, social media engagement for
various pediatric urologic conditions have yet to be described.



Objective: To evaluate the evidence supporting articles engaged on social media that
are related to common pediatric urologic conditions.

Study design: A social media analysis tool was used to identify articles engaged
through Facebook, Reddit, Twitter, and Pinterest between July 2020-2021. The top 5
articles related to toilet training, circumcision, cryptorchidism, testicular torsion, and
hypospadias were identified. Article citations were reviewed and classified by Oxford
levels of evidence. The content of each article was then reviewed and compared against
supporting evidence on an independent literature search. Statistical analysis was
completed with descriptive statistics, Mann-Whitney U, Wilcoxon signed rank, and
bivariate correlation.

Results: Of the 25 articles reviewed, 8 (32%) were affiliated with medical journals,
hospitals, or academic institutions and 17 (68%) were on non-affiliated websites with
advertisements. There was greater social media engagement for articles related to toilet
training and circumcision than testicular torsion, hypospadias, and cryptorchidism. No
articles cited level 1 evidence and 32% of articles cited no evidence. Literature search for
article content demaonstrated a discrepancy between the level of evidence cited by
articles compared to the evidence available in the literature to support article content.
There was greater social media engagement for articles with no cited or supporting
evidence and those not affiliated with medical journals, hospitals, or academic
institutions.

Discussion: The findings in this study are consistent with trends reported for other
urologic conditions, including genitourinary malignancy, female pelvic medicine and
reconstructive surgery, nephrolithiasis, and sexual function. Parents without a medical
background may have difficulty identifying whether articles shared on social media can
be a reliable resource for health information. It is important to understand how
information related to pediatric urologic conditions is engaged on social media so that
misinformation can be addressed in clinical, online, and regulatory settings.
Conclusion: There was greater social media engagement for articles with no cited or
supporting evidence and those not affiliated with medical journals, hospitals, or
academic institutions.

https:/{pubmed.ncbi.nim.nih.qov/35103930/

Int Urol Nephrol. 2022 Feb 1.

doi: 10.1007/51 1255-022-03130-7. Online ahead of print,

The role of occlusion and micro-incontinence in the pathogenesis of penile
lichen sclerosus: an observational study of pro-inflammatory cytokines' gene
expression

M Crajkowski!, P Wierzbicki?, A Kotulak-Chreaseez?, K Czajkowska®, M Bolegwiczd, J
Klacz!, K Kreftd, A Lewandowskats, B Nedoseviko!?, M Sokolowska-Woudvlo !, £ Knned®, L
Kalimowski®, B J Nowicki?, M Matusrewski?




'Department of Urology, Medical University of Gdansk, Manana Smoluchowskicgo 17 street, 80-214,
Gdarisk, Poland [oHae 7 st

‘Department of Histology, Medical University of Gdansk, Gdansk, Poland.

‘Departmeent of Dematology, Vencrology and Allergology, Medical University of Gdansk, Gdansk, Poland.
“Division of Medical Laboratory Diagnostics, Medical University of Gdansk, CGdansk, Poland.

“Departmeent of Urobogy, Medical University of Gdansk, Marniana Smoluchowskicgo 17 street, 80-214,
Gidansk, Poland,

“Greater Poland Cancer Center, Poznan University of Medical Sciences, Poenan, Poland,

Molecular Laborvtory, Invicta Fertility and Reproductive Center, Sopot, Polumd.

PMID: 33103930 DOL: 101007511 255-022-03] 30-7

Abstract

Purpose: To assess the expression of selected cytokines in penile lichen sclerosus (PLS)
and associate them with the occurrence of micro-incontinence (M) in different stages of
PLS.

Metheods: The skin biopsies from 49 PLS affected, and 13 from nonlesional foreskins
(healthy control adult males undergoing circumcision due to phimosis caused by short
frenulum) were obtained. All specimens were used for RNA extraction and RT-qPCR.
Quantitative assessment of the gene expression of interleukin 1-A (IL-1A), interleukin 1-
B (IL-1B), interleukin 1 receptor antagonist (IL-1RN), interleukin & {IL-6), transforming
growth factor {1 (TGF-B1), and interferon-gamma (INF-y) was performed. To
determinate the presence of M, the patients were asked about voiding patterns,
especially leaking tiny drops of urine from the urethral meatus after urination.

Results: IL-1A, IL-6, and INF-y mRNA levels were approximately 150, 16, and 59 times
higher in PLS than in control samples, respectively. The highest IL-1A mRNA levels were
observed in early PLS {n = 13}, INF-y in moderate PLS (n = 32), while IL-6 in severe PLS
(n = 4). M| was noted in 45 PLS patients vs. 0 in control (p <0.0001). IL-1A and IL-6 vs
control ratios were concentration (ca.) 400 and 30 times higher, respectively, in M| PLS
samples than in PLS without MI.
Conclusion: Occlusion and irritating urine effect are associated with the clinical
progression of penile LS with increased mRNA expression of IL-1A, INF-y, and IL-6 pro-
inflammatory cytokines in the foreskin.

hitps/fpubmed nchinlm.mb.gov/351 18992/

Turk J Ural, 2022 Jan48(1):74-81,

doi: 10,51 52ud. 202220526,

Mathieu vs urethral plate tubularization in circumcised Megameatus intact
prepuce repair: A prospective randomized comparative study

Mohamed Abdallal, Ahmed Sakr!, Hagem Elgalaly !, Ehab Elsayed i, Mohamed Omran!
'Department of Urology, Zagazig University Faculty of Medicine, Zagazig City, Egypl.
PMID: 35118992 DO 10.5152/d.2022.20526

Abstract

Objective: The objective of this study is to evaluate and compare urethral plate
tubularization vs Mathieu in circumcised Megameatus intact prepuce (MIP) repair, Many




technigues were described for MIP, which account for 5% of hypospadias cases and
usually diagnosed at time of, or even after circumcision.

Material and methods: Forty-six circumcised MIP cases were prospectively enraolled in
this prospective study, which was carned out in April 2017 and March 2020. Patients
were randomly allocated into two groups. Group one operated by simple urethral plate
tubularization and group two by the Mathieu technique. Hypospadias objective scoring
evaluation (HOSE) scores, success rate, operative time, and the need for relaxing incision
or scrotal flaps for skin closure were compared.

Results: Forty-three circumcised cases (22 in group one and 21 in group two)
completed at least 6 months of follow-up. Ages ranged from 12 to 39 months (mean
18.06 6 6.35) in group one and from 10 to 32 months (mean 19.5 6 7.14) in group two.
There was no significant difference between cases with accepted outcome based on
HOSE scores (14) of the two groups (P value % 942). Three fistulae and one meatal
stenosis were the complications in group one (18.2%). In group two, two patients
complicated with fistula (9.5%) (P value % .674), Significant differences were present
only in the operative time (P ¥ .001) and in the need of relaxing incision or scrotal skin
flaps (P % .012) both were more in group two.

Conclusion: Mathieu and tubulanized incised plate urethroplasty both are good options
for circumcised MIP repair.

https://pubmed.nchi.nlm.nih.gov/35118971/

Turk J Urol, 2021 Nov;47(6):518-525.
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Is tablet-based interactive distraction effective on pain and anxiety during

circumcision in children? A randomized controlled trial
Ehf Gezmnei !, Derva Suluhan i, Mehmet Bahadir Caliskan !
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Abstract
Objective: Distraction is a nonpharmacological method commonly used during painful
procedures in children, However, there are a few studies investigating the effectiveness
of active distraction on pain and anxiety in children during circumcision. The purpose of




this study was to evaluate the effectiveness of tablet-based interactive distraction on
pain and anxiety in children during circumcision.

Material and methods: To evaluate how tablet distraction could improve children’s
outcomes during circumcision, a single-center, nonblinded, randomized controlled,
parallel group trial research design was employed. In this study, 35 children were
included in tablet distraction group, which have a control group (n ¥ 35). The primary
outcome measure was the Numeric Rating Scale for pain. Secondary outcome measure
was the State- Trait Anxiety Scale for Children, and other outcome variables were
physiclogical parameters and satisfaction levels.

Results: During and after the surgical procedure, pain scores (P <001, P <001,
respectively) and pulse rates (P <.001, P <.001, respectively) were significantly lower in
the tablet distraction group, whereas O2 saturation was higher than the control group (P
<,001, P <.001, respectively). After the procedure, the anxiety scores were significantly
lower in the tablet distraction group (P <.001), whereas the satisfaction scores were
higher than control group (P <.001).

Conclusion: This study concluded that the use of tablet distraction during circumcision
has a positive effect on children's pain, anxiety, satisfaction levels, and physiclogical
parameters,

https://pubmed.ncbi.nlm.nih.gov/35113172/

Urologe A. 2022 Feb 3.

doi: 10.1007/500120-021-01755-7. Online ahead of print,

|Comparison of circumcision devices and surgical techniques in adolescent
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Polypoid tumor of penis in an adolescent boy
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CIRCUMCISION: An Evidence-Based Appraisal
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“*PLEASE HELP IMPROVE PUBLIC HEALTH BY MAKING A DONATION TO THE
CIRCUMCISION ACADEMY OF AUSTRALIA TODAY™"

YOUR DONATION WILL BE USED 100% TOWARDS EDUCATION AND INFORMATION ON
MALE CIRCUMCISION TO IMPROVE PUBLIC HEALTH

EITHER
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BSB number: 082021
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By mailing a cheque to:
Circumcision Academy of Ausiralia
PO Box 1776
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Title: Evidence-based circumcision policy for Australia

Dear Dr. Peter Kilmarx,

We would appreciate if you could provide comments on the above paper as you
are an expert in this area, The abstract for this manuscript appears below,

Title: Evidence-based circumcision policy for Australia

Abstract: The aim was (1) to perform an up-to-date systematic review of the
male circumcision (MC) literature and (2} to determine the number of adverse
medical conditions prevented by early MC in Australia. Searches of PubMed
using “circumcision” with 39 keywords and bibliography searches vielded 278
publications meeting our inclusion criteria. Early MC provides immediate and
lifetime benefits, including protection against: urinary tract infections,
phimosis, inflammatory skin conditions, inferior penile hvgiene, candidiasis,
various 5Tls, and penile and prostate cancer, In female partners MU reduces
risk of 5Tls and cervical cancer. A risk-benefit analysis found benefits
exceeded procedural risks, which are predominantly minor, by approximately 200
to 1. It was estimated that more than 1 in 2 uncircumcised males will
experience an adverse foreskin-related medical condition over their lifetime,



An increase in early MC in Australia to mid=1950s prevalence of B5% Irom the
current le vel of I8 75% would avoid 77, 000 cases of infections and other
adverse medical conditions over the lifetime for each annual birth cohort,
Survey data, physiological measurements, and the anatomical location of penile
sensory receptors responsible for sexual sensation indicate that MC has no
detrimental effect on sexual function, sensitivity or pleasure. US studies
found that early infant MC is cost saving, Evidence-based reviews by the AAP
and CDC support early MC as a desirable public health measure. Although MC can
be performed at any age, early MC maximizes benefits and reduces procedural
risks. Parents should routinely be provided with accurate, up-to-date
evidence-based information in an unbiased manner early in a pregnancy so that
they have time to weigh benefits and risks of early MC and make an informed
decision should they have a son. Parental choice should be respected. A well-
trained competent practitioner is essential and local anaesthesia should
routinely used. Third pa rty coverage of costs is advocated.

If vou accept this invitation, we hope to receive vour comments by January
10, 2022, You may submit your comments online at the URL given below, If you
are unable to act as a reviewer at this time, vour suggestions for alternate
reviewers would be greatly appreciated,

To accept this invitation, please go here:
http://info. jomh. org/ch/arm. aspx?id=blbaabelacaabblla

or vou may sclect the following link and log into our Svstem.

Login address: http://info. jomh. org/ch/auditor/login. aspx

User name: peter, kilmarx@nih, gov
Password: Chrl541In

Thank you for vour support of Journal of Men® s Health. We look forward to
your positive response.

For the convenience of you, please add our email address intoe your
communication whitelist, to prevent emails from us from being considered spam.

Best wishes,
The Editorial Office



Journal of Men” s Health
IMR PRESS
E-mail: editor®jomh. org

Sender: Kinar, Peter (MIH/FIC) [E] < 0=EXCHANGELARS{ DU =EXCHANGE ADMINISTRATIVE GROUP
(FYDMBOHFE ISP OLT)/ CH=RECIFIENTS/CN = E4ECF44380 T044 BASFDSE5CEDAADETBA- KILMARNPH »

Recipient: Journal of Mens Health <jomh-edboniijomb.ned>
Sent Date: 2021713730 08:15:40
Delivered Date: 2021712030 08:15:00



F , Kimars, Peter [MIHIFIC) EE] « 0= EXCHANGELAES/OLI= EXCHANGE ADMINISTRATIVE GROLUIF
(FYDIBOHFIISF DL T CN=RECIFIENTS /O =E4E CR- B0 BASFD SRS CRDAI DT B -KILMARNPH =
workoper, Susan (MIHFIC) [E] fo=Exchangelatsfou=Exchange Adminstrative Group
IHNEWEMWM—W baEbaS 101 M4-4afanfSl FAE0Gdo | e wirkopersc

<ousanvorkopeninih. gov
Pu:luhawh.. Ann {HIHFF[C:} [E].fu-E:u:rwmi.ahs.fw Exchangs Administrative Group
(FYDIBOHF2ISPDLT) fon=Recipierts/on=00 3635684 fe Baad 01 Jetia 705 1460-puderta
< puderbaZ@mail. rin. gov>

Sturkie, Rachal (NIH/FIC) [E] fo=Exchangelabs/ou=Exchange Ademinstrative Group
[FYDIBOHFZ 3P 0L T/ on= Recipients/on=6¢ Tleafbaldon 2 96bbd 22 | a4 1 32 beS-shurkerache
<ghurkerachel@mail. i, gove;

Anand, Malini (NIH/FIC) [E] fo=Exchangelabsjou=Exchange Administrative Group

CC: (ADIBOHFI3SPDLT) on=Reciplents) on=ccadbiba5dd4358a0f902 207553 (07 2-anandn
<anandnifimail nh.govs;

Kadam, Arina (NIH/FIC) [C] fo=Exchangelabs/ou= Exchange Administrative Group
(FYDIBOHFZIS#DLT ) on= Recipients/on=058d 7 3dadbecd 39dbiG4a9ealiq5 1 bs0-kadamas
< arina kadami@nih.govs

Subject; RE; Chearance for AHISA Scoping Review
Date: 2021712718 16:04:00

Priotity: Nommal
Type: Hote

Hi,
This is cleared — attached. Congratulations on a lot of work and a very nice paper.

I'm was surprised there are only 44 papers in total about HIV in 554 including adolescents with an 15
outcome. You might want to clarify in the methods on how strictly the age limit was applied = any 9 or
25 y.0.5 and the paper was gut, Also should clarify in the methods that it wasn’t emough to have

“eonsideration and/or measurement” ane or more of “acceptability, adoption, appropriateness, costs,
feasibility, fidelity, penetration, sustainability, and scale-up”; the paper had to specifically use the words
implementation science/research ete. These weren't clear until | got to the limitations, | think this also
makes it hard to conclude that more IR is needed when so much of it is not labeled as such. Perhaps
could expand on the challenges of bibliometric research on IR?

I'm umclear abowt male circumcision. There has been a lot of implementation research, Did studies have
ta include bath males and females to be included? This would also be an issue for studies of pregnant
adolescents,

Good luck with submission!

PK

From: Vorkoper, Susan [NIH/FIC) [E] <susan.vorkoper@nih.gove

Sent: Friday, December 17, 2021 12:57 PM

To: Kilmarx, Peter (NIH/FIC) [E] <peter kilmarsi@nih.gov>; Puderbaugh, Ann (NIH/FIC) [E]
<puderba@mail.nih.gov>

Ce: Sturke, Rachel [MIH/FIC) [E] <sturkerachel@mail.nib.gove; Anand, Nalini (NIHSFIC) [E]
<anandn@mail.nih.gov>; Kadam, Arina [MIH/FIC) [C] <arina.kadam@nih.gove

Subject: FW: Clearance for AHISA Scoping Review



Hi Peter and Ann,

Could you please review and clear the scoping review on adolescent HIV and implementation science
Rachel and | have developed? We're planning to submit to AIDS &Behavior as part of an AHISA-focused
special issue.

Best,
Susan

Fromm: Anand, Nalini (NIH/FIC) [E] =anandniE mail.nib.govs

5ent: Thursday, December 16, 2021 7:25 PM

To: Vorkoper, Susan (NIHSFIC) [E] <susanvorkoper@nih,gove

Cc: Sturke, Rachel (NIH/FIC) [E] <sturkerachel@mail.nih.gov>; Kadam, Arina (NIH/FIC) [C]
=arina kadam@nih.gov>

Subject: RE: Clearance for AHISA Scoping Review

Fantastic you guys — reflects a huge amount of work and significant contribution to the literature.
Arina can add my esig and forward to Peter and Anm.

Malini

From: Vorkoper, Susan (NIH/FIC) |[E] <susan.vorkoper@nih.gove
Sent: Wednesday, December 15, 2021 11:43 AM

To: Anand, Nalini (NIH/FIC) [E] <anandn@mail.nih_povs

Ce: Sturke, Rachel [NIH/FIC) [E] <sturkerachel@mail nib, govs
Subject; Clearance for AHISA Scoping Review

Nalini,

We're about ready to submit the adolescent HIV and |5 scoping review. Can you please review and
clear?

Thank you!
Susan

ausan YVorkoper, MPH, MW

Global Health Research and Policy Anahyst

Divisean of International Sciepnce Policy, Planning and Evaluatiosn
Center for Global Health Studies

Fogarty International Center

Mational Institutes of Health

{301 451-1764
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Workoper, Susan (NIHFLC) [E] fo=Exchangelatrsfou=Exchange Adminkstrative Group
[FYDIBOHFEISPOLT ) fon=FRecipientson=bfFbat 101 74-4afanf5 1 FHE06dcc ] bde-workoperse

ouEan OrkopenEiniPL gy > |

Puderbaugh, Anm (NIHFIC) [E] fo=Exchangelabsfou=Exchangs Administrative Group

(FYDIBOHF2ISPDLT) fon=Recipierts/on=00 3635684 fe Baad 801 Jeta 705 1460-puderta

« puderba@mail.rih, govs;

Sturiog, Rachel (WIH/FIC) [E] fo=Exchangelabsfou=Exchange Adminssirative Group
Recipient: [FYDIBOHFIISPDLT)/en=Recipients/on=6c T00ea30bal-hond Shbbd 2 21 =433 2beS-sturkerache

<shurkerathel@mail.nih.gov>;

Anand, Malinl (MIH/FIC) [E] fo=Exchangelabsfous=Exchange Administrative Group

[FYDIBOHFZ 3SPOLT ) en= Recipients/on=ocac fhlsaSd44 3 58a0002 20 7S5 I M7 2 -anandn

<arandnimail. nih.gov=;

Kadam, Arina [NIH/FIC) [C] Jo=Exchangelabs/ou=Exchange Administrative Group

Sent Date: 2028712718 168:04:50
Delivered Dabe: 2020712718 18:04:00



Fogarty International Center Scientific Product Clearance Policy

Jume 24, 2016

Purpose: The purpose of this policy is to ensure that the information disseminated by FIC staff
is of the highest quality, has been reviewed for substantive content, and that Fogarty leadership
is aware of upcoming publications so that their release can be coordinated with other events
and that they can be given the level of promotion they deserve. The policy is also intended to
ensure record keeping of scientific products.

Owverview: Scientific staff are asked to follow these simple guidelines when producing scientific
products for publication. Prior to submitting, publishing, or distributing materials, FIC staff
should receive final clearance according to this clearance policy. This process is intended to be
quick and efficient for all concerned. Divisions and offices are also asked to maintain records of
cleared and disseminated scientific products.

Relevant MIH Policy: 1184 - Preparation and Clearance of Scientific, Technical, and Public
information Presented by NiH Employees or Produced for Distribution by NIH. This chapter
provides guidelines products that carries the agency’s trademark (i.e., name and logo).
“Scholarly works” are explicitly exempted from the NIH-wide policy, however, it is noted that
“ICs should have in place—in writing—their own internal review procedures for scientific
publications completed in the normal course of professional responsibilities.”

Applicability: This FIC policy applies to those using the FIC/NIH affiliation who write or
contribute to an original, scholarly abstract, article, report, editorial, review, book, book
chapter, monograph, proceedings or statistical compendium, or who otherwise contribute to a
technical and scientific product. Also included are letters to the editor, opinion pieces,
broadcast scripts, audio and videotapes. Routine presentations are exempt, including
traditional scientific presentations; routine presentations developed for informational
purposes; training materials and presentations; and presentations describing grant application
procedures and management procedures. However, presentations that discuss Federal policies
or legislation or that may have policy or legislative implications require IC clearance.
Additionally, employees should consult their supervisor and/for ethics officer for guidance on
clearance of any speech or presentation which may imply agency endorsement.

Review and approval:
1. Initial opproval:

« Office/Division Director—this review will take a comprehensive approach and consider:;
o evaluation of science/quality of research and appropriateness of subject matter



o overall guality and content
Approval at this level should indicate that there is high potential of the document being cleared
with only minor changes from subsequent reviewers.

2. Communicotions review and Final Approval:
*  Document will be sent to the FIC Deputy Director or his designee and the
Communication Director in parallel
«  Communication Director will review, make recommendations and provide appropriate
support as relevant regarding:
o media or other public interest
o sensitive/controversial issues
o wvisual and graphical elements; compliance with design guidelines (such as logo)
appropriate attributions
o minor edits needed (spelling and grammar), readability for the intended
audience, and use of plain language
* FIC Deputy Director gives final approval

Naote: Op-eds in major media and/or papers that are considered controversial, propose policy
change or that express potentially controversial opinions should also be cleared with the
Fogarty Director, Building One Communications, and the NIH Director, if deemed necessary by
the CD and Deputy Director.

Timeline: The review process at each level should take no longer than one week for abstracts
and two weeks for manuscripts and other materials.

Submission: The appended form should be used for submission.

Record keeping: FIC Divisions and Offices should maintain records of products covered by this
policy as they are submitted for clearance and subsequently disseminated.
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Implementation Science for the Prevention and Treatment of HIY among Adolescents and Young Adults
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Kimars, Peter (NIH/FIC) [E] </ 0= EXCHANGELAES/OLU = EXCHANGE ADMINISTRATIVE GROUP
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Toe Timothy Mastro < TMastro@thils.onge

Subject RE: Male circ pubs this week: Poce health-related quasty of ife among patients pparated on for pende
cancer; Final form of. Efectiveness of VIME for MOV prevention in Rakal, Uganda,

Date: 2020710712 16:42:00
Priority: Momal
Type: Nole

From:

She gets more than her share of criticism, which | imagine has elements of misogyny and racism.

From: Timothy Mastro <ThMastro@fhi360.org>

Sent: Tuesday, October 12, 2021 4:37 PM

To: Kilmarx, Peter [NIH/FIC) [E] <peter kilmars@nib gov>

Subject: RE: Male circ pubs this week: Poor health-related quality of life among patients operated on for
penile cancer; Final form of: Effectiveness of VMMC for HIV prevention in Rakai, Uganda.

She still learning

From; Kilmarx, Peter [NIH/FIC} [E] <peter kilmarx@nih. gove

Sent: Tuesday, October 12, 2021 4:36 PM

To: Timothy Mastro <Thastro@thide0.org=

Subject: RE: Male circ pubs this week: Poor health-related quality of life among patients operated on for
penile cancer; Final form of: Effectiveness of VMMC for HIV prevention in Rakai, Uganda.

Hi and thanks Tim. Mice to see. Took them 5 years to publish?

There's an occasional like or retweet from past Twitter discussions, but no new disinformation for me to
respond to, | did correct NY Times” Apoorva Mandavilli on Twitter last month when she wrote that
VMMCE was "thought to” prevent HIV transmission £

From: Timathy Mastro <ThMastro@fhi360.org»

Sent: Tuesday, October 12, 2021 1.05 PM

To: Kilmarx, Peter (NIH/FIC) [E] <peter kilmars@nih.gove

Subject: FW: Male circ pubs this week: Poor health-related quality of life among patients operated on
for penile cancer; Final form of: EMfectiveness of VMMC for HIV prevention in Rakai, Uganda.

Good to see the Rakal paper:
Are you still getting slammed in this arena?

From: Brian Morris via Caa2 <caad@lists. crcumcisionaustraliaongs
Sent: Tuesday, October 12, 2021 12:47 PM
To: caa2@lists.clreumcisionaustralia.org




Subject: [Caa?] Male circ pubs this week: Poor health-related quality of life among patients operated on
for penile cancer; Final form of: EMfectiveness of VMM for HIV prevention in Rakai, Uganda.

Male circumcision publications this week: Poor health-related quality of life among patients operated
on for penile cancer; Final form of, Effectiveness of VMMC for HIV prevention in Rakal, Uganda,

MNow published in final form:
https:{ipubmed. nebi nlm.nih.gen 33043978

Clin Infect Dis. 2021 Oct 5;73(7)e1946-c1953,
doi: 10L 1093 cid/'cran ]l 533,

Effectiveness of Voluntary Medical Male Circumeision for Human
Immunodeficiency Virus Prevention in Rakai, Uganda

Gideon Loevinsohn ', Godfrey Kigozi?, Joseph Kagaayi !, Maria J Wawer! 4, Fred

Reyvnolds1i3s, Lisa MNelsont, Lisa Mullse, Stella Alamo®, Gertrude Nakigozi ), Geoflrey
Kabuve®, Robert Ssekubugu!, Aaron A R Tobian 2%, Ronald H Gray 18, M Kathryn
Girabowskit??, Rakai Health Sciences Program
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Nakabuve, Lawrence Ssebanobe, Justine Nankinga, Adrian Kayira, Gorreth Nanfuka, Ruth
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Ssemanda, Robert Kairania, Emmanucl Kato, Alice Kisakve, James Batte, James

Ludigo, Abisagi Nampijja, Steven Watva, Kighoma Nehemin, Sr Margaret Anyvokot, Joshun
Mwinike, Georpe Kibumba, Paschal Ssebowa, George Mondo, Francis Wasswa, Agnes
Nantongo, Rebecca Kakembo, Josephine Galiwango, Geoffrey Ssemango, Andrew D Redd, John
Santelli, Caitlin E Kennedy, Jennifer Wagman, Tom Lutalo, Fred Makumbi, Nelson K
Sewankambo, Oliver Lacyendecker

"Department of Epideniology, Johns Hopkins University Bloomberg School of Public Health, Baltimore,
Maryland, USA,

“Johns Hopkins University Scheol of Medicine, Baltimore, Maryland, USA,

‘Rakai Health Sciences Program, Kalisizo, Uganda.

‘Department of Population, Family and Reproductive Health, Johns Hopkins University Bloomberg School of
Public Health, Baltimore, Marvland, LISA,

‘Division of Infectious Diseases, Depariment of Medicine, Johns Hopkins University School of Medicine,
Baltimore, Maryland, USA,

“Laboratory of Immunoregulation, Division of Intramural Research, MNational Instine for Allergy and
Infectious Discases, Mational Institutes of Health, Bethesda, Marvland, USA,

"School of Public Health, Makerere University, Kampala, Uganda.

"US Centers for Dhsease Control and Prevention Uganda, Kampala, Uganda.

"Department of Pathology, Johns Hopkins University School of Medicine, Baltimore, Marviand, USA.
PMID: 33043978 PMCID: PMOCE492113 DOT: 101093 cadiciaal 533




Ahbstract

Background: The efficacy of voluntary male medical circumcision (VMMC) for human
immuneodeficiency virus (HIV) prevention in men was demonstrated in 3 randomized
trials. This led to the adoption of VMMC as an integral component of the United States
President's Emergency Plan for AIDS Relief (PEPFAR) combination HIV prevention
program in sub-Saharan Africa. However, evidence on the individual-level effectiveness
of VMMC programs in real-world, programmatic settings is limited.

Methods: A cohort of initially uncircumcised, non-Muslim, HIV-uninfected men in the
Rakai Community Cohort Study in Uganda was followed between 2009 and 2016 during
VMMC scale-up. Self-reported VMMC status was collected and HIV tests performed at
surveys conducted every 18 months. Multivariable Poisson regression was used to
estimate the incidence rate ratio (IRR) of HIV acquisition in newly circumcised vs
uncircumcised men,

Results: A total of 3916 non-Muslim men were followed for 17 088 person-years (PY).
There were 1338 newly reparted VMMCs (2.8/100 PY). Over the study period, the
median age of men adopting VMMC declined from 28 years (interquartile range [IQR],
21-35 years) to 22 years (IQR, 18-29 years) (P for trend <.001). HIV incidence was
0.40/100 PY (20/4992.8 PY) among newly circumcised men and 0.98/100 PY (118/12
095.1 PY) among uncircumcised men with an adjusted IRR of 0.47 (95% confidence
interval, .28-.78). The effectiveness of VMMC was sustained with increasing time from
surgery and was similar across age groups and calendar time,

Conclusions: YMMC programs are highly effective in preventing HIV acquisition in men.
The observed effectiveness is consistent with efficacy in clinical tnals and supports
current recommendations that VMMC is a key component of programs to reduce HIV
incidence,

Keywards: Africa; PEPFAR; VMMC,; circumcision; combination HIV prevention.

Circumcision Academy of Australia: hilps:/'www circumcisionaystralia.info
Circumecision Academy of Australia: hilp:'www . circumcisionausiralia org

Circumcision Academy of America: hilp/lwaww circumcisicnamerica. org




CIRCUMCISION: An Evidence-Based Appraisal
MEDICAL, HEALTH &SEXUAL

https:/fcircinfio.net
{This website also has free brochures in English, French, German, Spanish, Dutch,
Hungarian &Chinesa)

Brian J. Morris, AM DSc PhD FAHA ISHF
Professor Emeritus

School of Medical Sciencas

Anderson Stuart Bullding (F13)

The University of Sydnay

Sydnay NSW 20048

ALrstraka

The corténts of thes email might include matenal that couid possibly reflect the axper views ol an academic a1 the University of
Sytirdny. Linless sialed clfbhwiss Uiy shoukd nol B mgarded as fegmssniing Liniveriity pobcy fircs on many issuss thal acacemic sl
& gapeet in it Unbenrsity doas not mainiain any specific policy

candar: FAMars, Peter (NIM/FIC) [E] «/0= EXCHANGELABS/OU =EXCHANGE ADMINISTRATIVE GROUP
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Reciplent: Timothy Mastro <TMastro@fhi3b.org>
Sent Dabte: 2021/10/12 16:42:30
Daliversd Date: 202110012 16:42:00



F . Kimars, Peter (NIH/FIC) [E] </0= EXCHANGELAESOU= EXCHANGE ADMINISTRATIVE GROUP
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Maletzadeh, Aranne (NIHJFIC) [C] {U-E:Wﬂﬁl'ﬂl Exchange Admintstrative Group
Toa (FYDIBOHFYISPDLT)fon=Recipients'on= 1] o it6d B2 44aeiiad0falobld | aec-malekradeha
=ariamne maleeadeibnihgos

Kupder, Linda {NIH/FIC) [E] /o=Exchangelabslou=Exchange Admiristrative Group
CC: (FYDIBOHFEISPILT)fon= Recipients on=cdcl 1868 2e084 1 Maffbi 1 03d80bal4-kupfer

<« kupfesi@mail.nih.gow =
Subject: RE: Your [nput: Global Health Knowledge Exchange proposal
Daba: 2020003729 17:09:00
Priority: Mormal
Type: Note

Hi Arianne and Linda,
Thanks for your work on this and congratulations with your progress.

| have reviewed and would recommend bringing back the focus on interventions that were developed in
LMIC and then adapted and implemented in the United States. Otherwise, it seems like it becomes very
diffuse, hard to define, and very challenging to do it justice. Most interventions are developed ina
limited number of countries and then implemented more broadly. This is everything = medicines,
vaccines, surgical technigues, use of checklists, devices, diagnostics, behavioral interventions, ete. They
start somewhere and then are implemented elsewhere. What will be novel and add value will be to
highlight those developed in LMIC and then adapted in the U5, or HIC generally. Alternatively, you could
have LMIC to HIC and HIC to LMIC {and LMIC to LMIC and HIC to HIC), but explicitly seek to have a large
category for LMIC to HIC.

Other comments:

1. = lwould keep a more descriptive [and restrictive) title like "reciprocal innovation,” It can be
descriptive without being pejorative. Again, "global knowledge exchange” sounds overly broad.

2. = Would highlight the importance of guidelines, either national (like IDSA, ACIP, or LUSPSTF) or
global (WHO), This is how many interventions get put into practice, To what extent are
interventions developed in LMIC part of the evidence base in guidelines for HIC or global? This
could be an anaklysis of reference lists of guidelines documents.

3. = Meed to carefully define where an innovation comes from. if MIH-funded U.5. researchers
study an PMTCT intervention in LMIC that subsequently gets used in the U.5,, is that reciprocal
innovation? Male circumcision for HIV prevention another example. Isoniazid for TB prevention
is another,

4, = Another way to focus this would be to limit it to NiH-funded research, This will make it mone
relevant to the other ICs and a more effective communication and advocacy tool for congress
and other ICs to invest in global collaboration, There will be plenty of material. Again, I'm
worries about biting off too much to say we are going to characterize all knowledge transfer
from any country to any other country funded by anvone, It may be more credible and
authoritative to say that MIH is focusing on NIH-funded research. We could be accused of a “Not
Invented Here™ {MIH} mentality, but | think it makes sense that we are reviewing our own
portfolios. If we don’t do this explicitly, Wellcome and India and Gates and everyone else could
complain that we didn't include their fabulouws innovation.



| hope these comments are helpful. You know best where you want to go with this,

Good luck!
PE

P.5. Arianne; hitps:/fthela org/sepments/intersectionality-kimberle-crenshaw)

From: Malekzadeh, Arianne (NIH/FIC) [C] <arianne. malekzadeh@nih,govs
Sent: Monday, March 29, 2021 1:04 PM

To: Kilmarx, Peter (NIH/FIC) [E] <peter. kilmari@nih.gov>

Ce: Kupfer, Linda (NIH/FIC) [E] <kupfed@mail.nih.govs

Subject: Your Input: Global Health Knowledge Exchange proposal

Hi Pater,
| hope yvou had a nice weekend,

Linda and | are moving forward with the global health knowledge exchange project (formerly Global-to-Local) and
are hoging 1o get your feedback on our proposal (attached), The one-pager incorporates feedback from our NIH
partners, and we just sent it (o our external work group for review, A few notes.,,

= = Title: In light of recent writings and presentations which have highlighted the importance of sdding an
equity lens to global health research, we have decided to use the term “global health knowledge exchange”
rather than “glebal-to-focal” for this project. We feal the term “knowledge exchange” better indicates the
importance of eguity in global health research,

= = Profect: During recent discussions with our intra-MIH working growp, it was agreed that developing a
journal supplement featuring case examples of global health knowledge exchange from one country to
another would be the most wseful product for the |Cs intarested in supportéing this type of research. Qur
specific goal would be to highlight the scientific methods and lessons learmed through case examples of
research in this area, The scientists who participate in the journal sugplement will be identified throwgh our
two warking groups (intra-NIH and extramural] as well as through a landscape analysis and Fiterature
reveew, We will host a workshop with the scientists participating n the supplement to distuss its goals and
content. Qur colleagues belleve this supplement will inform researchers and research funders alike about
how to conduct and why 10 support this type of work.

= = Arthvities: This actiity follows the webinar we hosted with our NIH colleagues last year on transferring
HIY and Stigrma Reduction Intereentions from | MEICs to the LIS where researchers discussod lessons learned
in this area of glahal health research. Given the widespread interest in the webinar from the scientific
community, our partners decided that peer-reviewed publications would be the most useful way to guide
this field forward.

We have asked our external work group to consider the following questions as they review the propasal:

o * Fiven the dinfogue around decolonization in global heolth research and the push for more eguity
in health research generally, is this an gogroprigle time fo focus on the scientifle merthods aroung
global health knowledge exchange? And if 50, how can we ensure equity comes through in our
project?

o * Do pou hove ony feedback on the one-pager?

o = Do pou know af examples that could be considered for the supplement 2 If 5o, please include the
contact information for the profectfs).



At your earliest convenience, can you please review the proposal and send us your thoughts/feedback? We are
alming to move forward with next steps within the next few weeks,

Mary thanks for your conssderation,
All best,
Arianng

Arianne Malekradeh, WA

Global Health Research and Palicy Analyst [C]

Divisbon of International Sclence Palicy, Planning and Evaluation
Center for Global Health Studies

Fogarty International Center

Mational Institutes of Health

164 Center Oriva

Bethesda, MD 208452

{301} B27-7855

arignng malgkiadeh@nib, gow

Sand Kilmarx, Peter (MIH/FIC) [E] «/0=EXCHANGELARS{OU=EXCHARGE ADMINISTRATIVE GROUP
" (FYDIBOHFZISPOLT)/CN=RECIPIENTS/CN = E4ECF449BDA044 BASFDSE5CEDAADS TBA- K ILMARKPH >

Malesczadeh, Arianne (NIH/FIC) [C] fo=Exchangelabs/ou= Exchange Administrative Group
(FYDIBOHFEIS# DL T on= Recipients/on= 11 Feedbbd 2 44ania43Tabobi4 Locc-malekradeha
Recipient; <3rrne.malekzadehiBnin gov>;
Kupifer, Linda (NIH/FIC) [E] fo=Exchangelabsfou=Exchange Admiristrative Group
[FYDIBOHFE 5P DLT ) on= Reciplents/on=dol 1868 0e084 1 Faffoif103d8dbals -kupler
< kupleri@mail nih gorws
Sent Date: 2021003735 17:09:13
Delivered Dabe: 30210305 170000



/ THE ROUX PRIZE

REASON FOR NOMINATION

Az Director of Zimbabwe's HIV and TB Department since 2000, Dr,
Mugurungi is widely recognized as the national leader of the
HIV/AIDS response. The national program results are his results.
According to the Global Burden of Disease database, HIV /AIDS was
the number one cause of death in Zimbabwe in 2000 at 833 deaths
per 100,000 population. By 2017, it had fallen to number three at
111 per 100,000, an 87% decline. From UNAIDS data, in 2000
Fogarty tmmaqm"r:h;{.mr ar there were an estimated 1.7 million people living with HIV

Mational Institute of Health infection (PLHIV), an adult prevalence of 25.1%; 110,000 new HIV
infections per year; and 120,000 AIDS-related deaths. By 2018, the
annual number of new HIY infections had declined o 38,000, a
65% decrease, and AlDS-related deaths declined to 22,000, an B2%
decrease, During that time, the incidence-prevalence ratio declined
from 0,07 to 0.03, which is the UNAIDS-defined threshold for
“epidemic control.” In 2000, programs for HIV testing and
treatment were in their infancy. Under Dr. Mugurungi's leadership,
by 2018, 90% of PLHIV (1.1 million) had been diagnosed, 98% of
them were on antiretroviral treatment (ART), and B5% of those on
ART had an undetectable (suppressed] viral load {2016 estimate).
This represents outstanding progress towards the UNAIDS "90-90-
40" goals for achieving 90% in each of these measurements by the
vear 2020, In 2017 alone, 160,000 PLHIV initiated HIV treatment
and an estimated 56,000 AIDS-related deaths were averted by the
natienal program.,

Early in the 2000s, before HIV treatment and biomedical
prevention interventions were widely available, Dr. Mugurungi led
a one of the few successful national programs for behavioral HIV
prevention. Longitudinal studies showed an annual HIV incidence
decline from 2.1% in 2000 to 0.63% in 2010, largely due to
reduced sexual risk behavior = lower numbers of casual partners
and high condom use in non-regular partnerships. Educational
messaging continues and condom use, both male and female,
remains high in Zimbabwe. With Dr. Mugurungi's hands-on
direction, by 2018 the national program for prevention of mother-
to-child transmission of NIH (PMTCT) reached 94% coverage of

& HME | W uRIvERSITY of WASHINGTON 1
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THE ROUX PRIZE

HIV-infected women received antiretroviral drugs, preventing 11,000 new infections among
newbhorns. The annual number of infant infections through MTCT fell from an estimated 26,000 in
2000 to 4,300 in 2017, an B4% decline. Dr. Mugurungi was at the forefront of implementing
evidence-based policies, for example, "Option-B+" to provide ART to all HIV-infected pregnant
women regardless of CD4 count to benefit the woman's health as well as preventing infant
infection. Dr. Mugurungi has alse led an evidence-based, data-driven national program of voluntary
medical male circumcision (WMMC), which is 60% effective in reducing female-to-male HIV
transmission. Under his leadership, by 2018, 1.4 million circumcisions had been carried ouwt
nationally, with more than 300,000 procedures in 2018, In summary, Dr. Mugurungi exemplifies
the ideal of using health evidence in innovative ways to improve population health, For these
accomplishments and impacts, he is truly deserving of the Roux Prize.

USE OF EVIDENCE FOR IMPACT

Az Director of the HIV and TB Department in Zimbabwe since 2000, Dr. Mugurungi has led the HIV
response in Zimbabwe, which has been very strongly grounded in epidemiologic and programmatic
data, and, despite limited resources and occasional national emergencies, very successful, Dr.
Mugurungi has been a principal investigator or senior scientist in research, program
implementation, and evaluations including HIV surveillance; HIV prevention, including voluntary
medical male circumeision (VMMC) and prevention of mother-to-child transmission (PMTCT); and
HIV care and treatment. He has taken a population-wide, public health approach, always with
evidence and data at the forefront. His department is responsible for HIV surveillance activities and
for producing national and regional HIV estimates. He has led the design and implementation of
routineg HIV surveillance systems and surveys and in interpreting and disseminating the results. As
one example, he led studies to transition from use of special pericdic antenatal surveys to use of
routing PMTCT program records, Dr. Mugurungi is a global leader in conducting research to
develop methods for VMMC that are less dependent on clinicians and are more acceptable to men.
This research has ranged from studies to identify barriers to uptake of VMMC to development of
biomedical toals and procedures for male circumcision. With his direct involvement, the national
VMMC program uses a specialized program planning tool, VMMC data were harmonized with
nationally representative household-level data and are monitored with weekly data from Ministry
dashboards and the national District Health Information System (DHISZ). Quality of program
implementation is assessed through biannual national quality reports. He has led the national
PMTCT program with extensive use of data and evaluation, including development and
implementation of a cell-phone based system to track infant HIV test specimens to centralized
laboratories with test results transmitted by SMS back to the clinic and with an SMS notification to
the mother, Dr. Mugurungt was a co-principal investigator on the pioneering DART trial

(" Development of Antiretroviral Therapy™) and co-led research on more feasible approaches to HIV

Adafiripmal materials oo B papes fa foliod
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/ THE ROUX PRIZE

testing, point-of-care equipment for CD4 measurement, and accelerated ART initiation, National
surveillance and data systems track HIV testing test results, initiation and retention in HIV
treatment, viral load, and HIV drug resistance at national and provincial and, for some elements,
district and clinic level by sex and age group. Dr. Mugurungi has evaluated the population-level
impact of national HIV control programs with studies have included in-depth, mixed-method
investigations and mathematical models to interpret trends in the HIV epidemic and to evaluate the
potential impact of alternative implementation strategies, Ongoing innovations in data use led by
Dr. Mugurungi include 1) expanding the national DHIS2 system, which captures all HIV program
data, to support scale-up of an electronic health record and include data from other disease
programs and 2) implementation of case-based surveillance of new HIV infections with behavioral
risk factors as well as bio-markers to design and implement innovative and efficient differentiated
models of care, which will be crucial to access increasingly hard-to-reach populations

Adafiripmal materials ovr M papess 8o folfode
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F . Kimars, Peter (NIH/FIC) [E] </0= EXCHANGELAESOU= EXCHANGE ADMINISTRATIVE GROUP
" (FYDIBOHFEISPDLT ) CN=RECIPIENTS AN = EAECR-4BD A BASFD SRS CADAA D B-KILMARNPH =

To: Hiadik, Woifgang (CDC/ DOPHS SO/ DGHT) <wihdbiodc. goys
subject: RE:[7 |
Date: 2020/10/18 09:30:00
Priority: Norma
Type: Hote

Hi Wolfgang,
It looks like the data are mixed on whether HIV-2 infection confers relative immunity to HIV-1.

Yes: https:ffscience scioncemag.org/econtent/268/5217/161 2. lang

Mo

https:/fournals ww.comfaldsontine fulltext 1997/ 0E000 does _hiv_2 infection_provide cross protect|
on. 15 aspx

| ETER)

Best,
PK

From: Hladik, Wolfgang (COC/DDPHSIS/CGH/DGHT) cwfh3@cde gov>
Sent: Saturday, October 17, 2020 11:42 AM

To: Kilmarx, Peter (NIH/FIC) [E] <peter kilmars@nih.goy>

Subject: RE{""

Peter = thanks for these excellent thoughts, Your thoughts on VMMC reminds me of a comment by

Shirish Balachandra (current country director in Cdlj§™

BN




| CEED

Best
Wolfgang Hladik

From: Kilmarx, Peter (NIH/FIC) [E] <peter.kilmars@nib. gove

Sent: Saturday, October 17, 2020 10:05 A

To: Hladik, Wolfgang (COC/DDPHIISCGH/DGHT) «wih 3@ cde, pove
Subject: REJ™" |

Thanks Wolfgang and congratulations on this outstanding paper. | appreciate being included and your
responses to my comments, Pity my hypotheses did not pan out!

TR

Good luck with clearance.

P

From: Hladik, Wolfgang (COC/DDPHSIS/CGHDGHT) <wfhi @ode govs
Sent: Thursday, October 15, 2020 10:14 PM

To: Kilmarx, Peter [NIH/FIC) [E] speter kilmarx@nih govs

Subject: RE{™"

Hi Peter, thanks again for your comments on this paper. 'm only now getting close in securing all author
concurrences and country clearances. Attached is the version we'll submit to CDC for clearance. Sending
it to you as | re-read that you'd appreciate seeing a new version. No need to spend time on it again but
should you have any more comments, they are of course still welcome. The paper has changed quite a
bit since you last saw it,

BNk




Thanks!

Walfgang Hladik

From: Kilmars, Peter (NIH/FIC) [E] <peterkilmars@nih gove
Sent: Friday, August 7, 2020 3:47 PM
To: Hiadik, Wolfgang (CDC/DDPHSI5/CGH/DGHT) «wfhi@cde gove

Subject: RE

T

|'&:.r-.'|

Thanks,
PE

From: Hladik, Wolfgang (COC/DDPHSIS/CGH/DGHT) «wfhi@cde gove
Sent: Friday, August 7, 2020 3:21 PM
To: Kilmarx, Peter [NIH/FIC) [E] <peter kilmarx@nih.gov>

Subject: RE:

H &)

Peter — thanks for your concurrence and | look forward to reading your online comments in detail, |

want ta make sure | understand your 15" comment below: with F"

IF' E]

B R

add to the discussion,

Walfgang Hladik

2I‘II:|

Thanks also for yvour comment — this seems pertinent and worthwhile to

From: Kilmarx, Peter [MIH/FIC) [E] zpeterkilmark@nih gov>
Sent: Friday, August 7, 2020 3:09 PM
To: Hladik, Wolfgang (CDC/DDPHSIS/CGH/DGHT) <wfhi@cdc. gov>

Subject: RE

FEE]

Hi again Wolfgang, Thanks for including me in woenderfully data-rich paper! It was fascinating to read.

| made a bunch of comments, Perhaps the two most substantive:

BR 5

In any case:

I, Peter Kilmarx, concur with submission of the manuscript entiﬂe:l] "y

r'bl-:-lq

[to C0C for clearance,




I'm happy to look at subsequent versions if possible,

PK

From: Hladik, Wolfgang (COC/DDPHSIS/CGH/DGHT) <wfh3 @cdc gove
Sent: Sunday, July 26, 2020 9:52 PM

To: Kilmarx, Peter [NIH/FIC) [E] <peter kilmarx@nih_govs
Subjectd*

Dear Peter, hope all is well, After long last, we completed thel ™ |

Lh R ]

We hope you will accept co-authorship and review the manuscript. Because of the many authors, |
uploaded the draft paper to my Google Drive / Google Docs for collaborative review. Below link leads to
the paper. You should not need a Google acoount but let me know if you have any problems. Use the
"Suggesting” mode to make any edits visible (Editing drop down mienu - look for the pencil like symbol
near the upper right corner).

We look forward to your comments within two weeks (Fri, Aug 7] if possible. If you feel comfortable
with the text please email me your concurrence stating e.g., "I, name, concur with submission of the

manuscript entitled [‘3'-"' |te COC for
clearance®.

Thanks!

L]

Wolfgang Hladik, MD, PhD wh3@cdc.gow | Office 404 639 8551 | Mob N |

yich Chiel | Epidemiclogy and Sureeill Divizlmn al Global IV and TR | Centeds [or Disease Cantrol and

Brevantior

Sender: 'Hmars, Peter (NIH/FIC) [E] </0=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
* (FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=E4ECF449BD P44 BASFDS85CEDAAD4 7B4-KILMARKPH >

Recipient: Hiadik, Wolfgang (CDC/DDPHSIS/CGH/DGHT) <wihd@cde.gove
Sent Dabe: I020/10/18 0%35:37
Dalivered Dabe: 2020010418 05:30:00



3 . Kimars, Peter (NIH/FIC) [E] </0= EXCHANGELAESOU= EXCHANGE ADMINISTRATIVE GROUP
" (FYDIBOHFEISPOLTY/CN=RECIPIENTS/CN = EAECFA-40BD T4 BASFD SA SCRDAA D TBH- KILMARNFH >

To: Hiadik, Wolfgang (COC/DOPHSISCGH/DGHT) <wihdiodc. pove
Subject: FIEf-t':'H" I
Dabe: 2020006807 15:32:00
Priority: Normal
Type: MNote

Good, thanks)

From;: Hladik, Wolfgang (CDC/DDPHSIS/CGH/DGHT) =wfh3@cdc.gov>
Sent: Friday, August 7, 2020 3:24 PM

To: Kilmarx_Petar [NIH/FI L i nih_gowvs
Subject: RE[ "

| see a number comments from you 5o would hope they all were saved. P5; Yes, Table 1 was originally in
landscape, wide enough to include all countries. Google Doc converted it into portrait = we'll undo that

again,

Wolfgang Hladik

From: Kilmarx, Peter (NIH/FIC) [E] <peter kilmarx@nih.gov>

Sent: Friday, August 7, 2020 3:18 PM

To: Hladik, Wollgang (CDC/DDPHSIS/CGH/DGHT) <wih3@cde gove
Subject: RE[*""

I'mi not sure if my ~20 comments are saved. When | try to log out, it says "Changes you made may not
have been saved.”

| tried sharing with you a couple times and hope that worked.

From: Kilmarx, Peter (NIH/FIC} [E]

Sent: Friday, August 7, 2020 3:09 PM
To: Hladik, Wolfgang [CDC/DDPHSIS/CGH/DGHT) swfh 2@ cde. gove
Subject: RE{"

Hi again Wolfgang. Thanks for including me in wonderfully data-rich paper! It was fascinating to read.

| made a bunch of comments, Perhaps the two most substantive:

Lk




In any case:

b=}

I, Peter Kilmary, concur with submission of the manuscript entitled
B4} C0OC for clearance.

I'm happy to look at subsequent versions if possible,

PK

From: Hladik, Wolfgang (CDC/DDPHSIS/CGH/DGHT) <wfhi @cdc.gove
Sent: Sunday, July 26, 2020 9:52 PM

To: Kilmarx, Peter (NIH/FIC) [E] <peter kilmarsi@nih_govs
Subject:fro

Dear Peter, hope all is well, After long last, we completed thel™"

r:ﬂa

We hope you will accept co-authorship and review the manuscript. Because of the many authors, |
uploaded the draft paper to my Google Drive [ Google Docs for collaborative review. Below link leads to
the paper. You should not need a Google account but let me know if you have any problems. Use the
"Suggesting” mode to make any edits visible (Editing drop down menu - look for the pencil like symbel
near the upper right corner).

We look forward to your comments within two weeks [Fri, Aug 7] if possible. If vou feel comfortable
with the text please email me your concurrence stating e.g., "I, name, concur with submission of the
manuscript Entl'tll!f.*s:m rn COC for

clearance”.

Thanks!

LT

& by agresmem

Wolfgang Hladik, MD, PhD wihi@ode gov | Office: 404 635 8591 | Mol
Branch Chie! | Epidemiclogy and Surdelllance Brarch | Division of Glabal HIV and TR | Centers for Diséase Control and

‘revpnbion

Sender; Amanx, Peter (NIH/FIC) [E] </0= EXCHANGELABS/OU = EXCHANGE ADMINISTRATIVE GROUP
{FYDIBOHF23SPOLT)/CN=RECIPIENTS/CN =E4ECF4-40BD 7044 BASFDSE5CRDAA D4 TEA- KILMARNPH >

Recipient: Hiadik, Wolfgang {CDC/DOPHSESCHMH/DGHT) <wihdiodc. govs
Sent Date: 2020/08007 15:36:10
Delivered Date: J020/068/07 15:32:00



3 . Kimars, Peter (NIH/FIC) [E] </0= EXCHANGELAESOU= EXCHANGE ADMINISTRATIVE GROUP
" (FYDIBOHFEISPOLTY/CN=RECIPIENTS/CN = EAECFA-40BD T4 BASFD SR SCRDAA D TBH- KILMARNFH »

To: Emmanuel Njeuhmeli f““"’“’ Y agpeemest
Subject: RE: Modeling impact and st effectiveness of oral pre-exposure propiylaxis in 13 low-fesource
COunbres
Dabe: 202000302 10:33:00
Priority: Normal
Type: Note

Thanks Emmanuel.

5]

Best,
PE

From: Emmanuel Njeuhmeli[Fs = s |

Sent: Monday, March 2, 2020 10:23 AM

To: Kilmarx, Peter (NIH/FIC) [E] <peter. kilmars@nih.gov>

Subject: Re: Modelling impact and cost-effectiveness of oral pre-exposure prophylaxis in 13
low-resource countries

Hi Peter,
Thanks for the comments, [ provide a few clarifications below also.

Best regards,
Emmanuel

On Sun, Mar 1, 2020 at 9:06 AM Kilmarx, Peter [MIH/FIC) [E] <peter.kilmarx@nih.govewrote:
Congratulations Emmanuel,

Two comments;

TTET




Best wishies,
PE

From; Emmanuel Mjeuhmeli F"*""’““ M- |

Sent: Saturday, February 29, 2000 5:40 A

To: Emmanuel Njeuhmeli fE0onlE e 1

Subject: Modelling impact and cost-effectiveness of oral pre-exposure prophylaxis in 13 low-resource
countries

Dear colleagues.

I am sharing with you my last publication. With colleagues, we modeled the impact and

cost-effectiveness of oral Pre Exposure prophylaxis (PrEP) in 13 countries in Eastern
and Southern Africa.

Below is the abstract of the manuscript.

Abstract

Introduction

Oral pre-exposure prophiviaxis (PrEP) provision s a priority intervention for figh HIV
prevalence settings and populations at substantial risk of HIV acquisition. This
mathematical modelling analysis estimated the impact, cost, and cost-effectiveness of
sealing up oral PrEP in 13 countries.

Methods

We projected the impact and cost-effectiveness of oral PrEP between 2018 and 2030
using a combination of the Incidence Faltterns Model and the Goals model. We created
four PrEP roflout scenarios involving three priority populations—female sex workers
(FSWs), serodiscordant couples (SDCs) and adolescent girls and young women

(AG YW )—both with and without geographic prioritization. We applied the model to 13
countries {Eswatini, Ethvopia, Haiti, Kenya, Lesotho, Mozambigue. Namibia, Nigeria,
Tanzania, Uiganda, Zambia, and Zimbabwe). The base case assumed acivevement of
e Jaint United Nations Programme on HIVZAIDS 90-80-90 antiretroviral therapy
fargets, 90% male circumcision coverage by 2020 and 90% efficacy and adherence
levels for oral PrEP.

Results

In the scenarios we examined, oral PrEP averted 3% to 8% of HIV infections across the
13 countries befween 2018 and 2030. For all but three couniries, more than 50% of the
HIV infections averted by oral PrEP in the scenarios we examined could be oblained by
roflout to FSWs and SDCs alone. For several countries, expanding oral PrEP to include
medium-risk AGYW in all regions greally increased the impact. The efficiency and



impact benefits of geographic prioritization of roffout to AGYW varied across countries.
Variations in cost-effectiveness across countries reflected differences in HIV incidence
and expected variations in unit cost. For most countries, rolling out oral PrEP to FSUS,
SDCs, and geographically prioritized AGYW was not projected to have a substantial
impact on the supply chain for antirefroviral drugs.

Conclusions

These modelling results can inform priortization, target-selting and other decisions
related to oral PrEP scale-up within combination prevention programmes. We caution
against extensive use given limitations in cost dalta and implementation approaches.
This analysis highlights some of the immaediate challenges facing countries—for
example, trade-offs between overall impact and cost-effectiveness—and emphasizes the
need to improve data availability and risk assessment fools to help countries make
informed decisions.

Best regards,
Emmanuel

Emmanuel Njeuhmeli, MD, MPH, MBA

i 7 b apresoei

M:Fumm PP

Best regards,
Ermmanuel

Emmanuel Njeuhmeli, MD, MPH, MBA
m_ Fﬁ.ma.‘. b agresmem I
Cell phone [raam T e |

Cander Kilmam, Petes (MIH/FIC) [E] </0=EXCHANGELABS/ U= EXCHANGE ADMINISTRATIVE GROUP
" (FYDIBOHFEISPOLT) CN=RECIPIENTS/ N = E4ECFI4I D04 BASFDEASCROAA D TBA- KL MARNRH >

Reciplent: Emmaruel Njeuhmel] f2=02 by agresmen
Sent Date: 2020/03/02 10:33:35
Deliverad Date: 2020/03/02 10:33:00




Nomination of Dr. Owen Mugurungi for the Roux Prize

January 15, 2020

Marre: Dr. Owen Mugurungi
Title: Director HIV and TB Department

Organization:  Ministry of Health and Child Care

Country: Zimbabowe
Erriail: Ty apeement
Phione:

Describe the nominee's accomplishments and use of health evidence.

As Director of Zimbabwe's HIV and TB Department since 2000, Dr, Mugurungi is widely recognized as
the national leader of the HIV/AIDS response. The national program results are his results. According to
the Global Burden of Disease database, HIV/AIDS was the number one cause of death in Zimbabwe in
2000 at 833 deaths per 100,000 population. By 2017, it had fallen to numbser three at 111/100,000, an
BT decline. From UMNAIDS data, in 2000 there were an estimated 1.7 million people living with HIV
infection [PLHIV], an adult prevalence of 25.1%; 110,000 new HIV infections per year; and 120,000 AIDS-
related deaths. By 2018, the annual number of new HIV infections had declined to 38,000, a 5%
decrease, and AlDS-related deaths declined to 22,000, an B2% decrease. During that time, the incidence-
prevalence ratio declined from 0.07 to 0.03, which is the UNAIDS-defined threshold for “epidemic
contral.”

Im 2000, programs for HIV testing and treatment were in their infancy. Under Dr, Mugurungi's
leadership, by 2018, 90% of PLHIV {1.1 million} had been diagnosed, 98% of them were on antiretroviral
treatment (ART), and 85% of those on ART had an undetectable (suppressed) viral load (2016 estimate).
This represents outstanding progress towards the UNAIDS “30-90-30" goals for achieving 30% in each of
these measurements by the year 2020, Im 2017 alone, 160,000 PLHY initiated HIV treatment and an
estimated 56,000 AID5-related deaths were averted by the national program.

Early in the 2000s, before HIV treatment and biomedical prevention interventions were widely available,
Dr. Mugurungi led a one of the few successful national programs for behavioral HIV prevention.
Longitudinal studies showed an annual HIY incidence decline from 2,1% in 2000 to 0.63% in 2010,
largely due to reduced sexual risk behavior — lower numbers of casual partners and high condom use in
non-regular partnerships. Educational messaging continues and condom use, both male and female,
rermains high in Zimbabwe.

With Dr. Mugurungi's hands-on direction, by 2018 the national program for prevention of mother-to-
child transmission of NIH [PMTCT) reached 34% coverage of HIV-infected women received antiretroviral
drugs, preventing 11,000 new infections among newborns. The annual number of infant infections



through MTCT fell from am estimated 26,000 in 2000 to 4,300 in 2017, an 84% decline, Or, Mugurungi
was at the forefront of implementing evidence-based policies, for example, “Option-B+” to provide ART
to all HiV-infected pregnant women regardless of CD4 count to Benefit the woman's health as well as
preventing infant infection.

Dr. Mugurungi has also led an evidence-based, data-driven national program of voluntary medical male
circumcision (VMMC), which is 80% effective in reducing female-to-male HIV transmission. Under his
leadership, by 2018, 1.4 million circumcisions had been carried out nationally, with more than 300,000
procedures in 2018,

In summary, Dr. Mugurungi exemplifies the ideal of using health evidence in innovative ways to improve
population health. For these accomplishments and impacts, he is truly deserving of the Roux Prize.

How has the nominee used evidence to impact health?

As Director of the HIV and TB Department in Zimbabwe since 2000, Dr. Mugurungi has led the HIV
response in Zimbabwe, which has been very strongly grounded in epidemiologic and programmatic
data, and, despite limited resources and occasional national emergencies, very successful. Dr.
PMugurungi has been a principal investigator or senior scientist in research, program implermentation,
and evaluations including HIV surveillance; HIV prevention, including voluntary medical male
circumcision (VMMC) and prevention of mother-ta-child transmission (PMTCT); and HIV care and
treatment. He has taken a population-wide, public health approach, always with evidence and data at
the forefront.

His department is responsible for HIV surveillance activities and for producing national and regional HIV
estimates. He has led the design and implemention of routine HIV survelllance systems and surveys and
in interpreting and disseminating the results. As one example, he led studies to transition from use of
special periodic antenatal surveys to use of routine PMTCT program records,

Dr. Mugurungi is a global leader in conducting research to develop methods for VMBC that are less
dependent on clinicians and are more acceptable to men, This research has ranged from studies to
identify barriers to uptake of VWML to development of biomedical tools and procedures for male
circumcision, With his direct involvement, the national VMMC program uses a specialized program
planning tool. VMMC data were harmonized with nationally representative househaold-level data and
are monitored with weekly data from Ministry dashbeards and the national District Health Information
System (DHIS2). Quality of program implementation is assessed through biannual national quality
reports.

He has led the national PMTCT program with extensive use of data and evaluation, including
development and implementation of a cell-phone based system to track infant HIV test specimens to
centralized laboratories with test results transmitted by SM3S back to the clinic and with an 5635
notification to the mother.

Dr. Mugurungi was a co-principal investigator on the pioneering DART trial ["Development of
AntiRetroviral Therapy”} and co-led research on more feasible approaches to HIV testing, point-of-care
equipment for CD4 measuremient, and accelerated ART initiation. Mational surveillance and data



systems track HIV testing, test results, initiation and retention in HIV treatment, viral load, and HIV drug
resistance at national and provincial and, for some elements, district and clinic level by sex and age

group.

Dr. Mugurungi has evaluated the population-level impact of national HIV control programs with studies
have included in-depth, mixed-method investigations and mathematical models to interpret trends in
the HIV epidemic and to evaluate the potential impact of alternative implementation strategies.

Ongoing innovations in data use led by Dr, Mugurungi include 1) expanding the national DHIS2 system,
which captures all HIV program data, to support scale-up of an electronic health record and include data
from other disease programs and 2) implementation of case-based surveillance of new HIV infections
with behavioral risk Factors as well as bio-markers to design and implement innovative and efficient
differentiated medels of care, which will be crucial to access increasingly hard-to-reach populations,

Attachments (limit of five):

1. Dr. Mugurungi's CV.

2. EXTENDED ZIMBABWE NATIOMAL HIV AND AIDS STRATEGIC PLAN (ZNASF) 2015 - 2020
http://procurement-notices.undp.orgfview file.cfm?doc id=114051

3. Publication: Justman JE, Mugurungi O, El-5adr WM. HIV Population Surveys - Bringing Precision
to the Global Response. N Engl | Med. 2018 May 17;378(20):1859-1361.

4, Publication: Gregson 5, Gonese E, Hallett TB, Taruberekera N, Hargrove JW, Lopman B, Corbett
EL, Dorrington R, Dube 5, Dehne K, Mugurungi 0. HIV decline in Zimbabwe due to reductions in
risky sex? Evidence from a comprehensive epidemiological review, Int J Epidemiol. 2010
Oct;39(5):1311-23.

5. Publication: Cuadros DF, Li J, Mukandavire 2, Musuka GN, Branscum AJ, Sartorius B, Mugurungi
0, Tanser F. Towards UNAIDS Fast-Track goals: targeting priority geographic areas for HIV
prevention and care in Zimbabwe, AIDS, 2019 Feb 1;33{2}:205-314.
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Catherine Hankirs /o= Exchangelabs/ou=Exchange Administrative Group
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. hankins @aighd.org >
Subject: PW: 2020 INTEREST Sdentific Programime brainstanm - VMMC
Daabes 2015712719 14:11:00
Priority: Normal

Type: Mote

Hi Cate,
| asked Emmanuel Njeuhmeli, Carlos Toledo (VMMC lead at COC), and Amy Herman-Roloff (CDC
Director, South Africa) for suggestions on VMMC speakers.

1. = Emmanuel may be coming to Windhoek and could speak again, especially if we have more
than one speaker.
2. *I'm told either of these two would be great, Dr, June is more scientific. Tigi is a better speaker
and more applied.
a. * Elijah Odovo-June [CDC-Kenya office)
b. = Tigistu “Tigi” Adamu Ashengo (formerly JHPIEGO, now working in Ethiopia)

MNote: The attached poster from the PHIAS shows that traditional circumcision and VMMC in older men
were NOT protective. | was told: “Regarding non-medical MC, it's probably because it's many different
things. In some places it's basically a slit, in others a semi circumcision, and in others a full
circumcision. It really varies country to country and evien within one country, For older men, we think
there just wasn’t enough power in the analysis as the findings were not significant. Incidence is just a
very rarg event to capture in these cross sectional surveys, And we know that MC coverage in men =35
is fairly low in most countries.” Still some interesting science! BTW - I've been “debating” with some
intactivists on Twitter,

Please let me know if you want to proceed and whether to think about one, two, or three speakers.

Thanks,
P

SRR e, = e B ket

Sent: Wednesday, December 4, 2019 8:32 PM

Cc: Marloes Mijboer <m nijboer@aighd.org=>

Subject: Save the time: Friday December 13 from 1300-1400 Amsterdam time 2020 INTEREST Scientific
Programme brainstorm

Hi everyone,
Thank you for vour quick replies and for the excellent ideas that have been coming in for the scientific
programme and potential peer reviewers. Please mark this time in your calendars now: Friday

December 13 from 1300-1400 Amsterdam time,



We will likely have the call by Zoom - Marloes will send the details.

If you haven't sent in ideas yet, please send in some priority subjects this week to add to the compilation
that we will send out before the call. If you are unable to join the call, it would be good to get your ideas
to share with others on the call, even if you can’t join.

All the best,
Cate

Date: Sunday, December 1, 2019 at 11:07 PM
Cc: Marloes Nijboer <m.nijboer@aighd.org>
Subject: 2020 INTEREST Scientific Programme brainstorm

Hi everyone,

Hope that this finds you all well on World AIDS Day! Thank you for expressing your interest in
continuing as an active member of the International Conference Committee {(ICC) for INTEREST
20201 Your suggestions for new peer reviewers have been welcome — please do keep sending
more along with contact info.

It is time for us to brainstorm on potential topics for the scientific programme for INTEREST
2020. We have received some ideas so far (thank you!) and we have had some initial calls with
sponsors about their topics.

Please answer the doodle poll and select all times (Dec 6-13) that are currently available for

yvou, The poll will close this Wednesday night December 4" ¢o that yvou can free up the other
times.,

Please send your ideas for burning issues that you think INTEREST 2020 should cover and we
will compile them for our discussion,

Looking forward to our first call!
All the best,
Cate

From: Catherine Hankins <c.hankins@aighd.org>
Date: Wednesday, October 23, 2019 at 6:59 PM
Subject: Looking forward to INTEREST 2020

Dear Members of the INTEREST 2019 International Conference Committee [ICC),



How are you? | hope this finds you well as we edge toward November. We are beginning work
now on INTEREST 2020 which will be held May 5-8'" 2020 in Windhoek, Namibia. This location

edged out the three top choices that we considered at the ICC/EG/Sponsor lunch meeting in
fay during the 2019 INTEREST conference in Accra, Ghana.

In what we hope will become a tradition, following the attention that has been building before
and after the February 9 Lancet theme issue on advancing women in science, medicine, and
global health (https://www.thelancet.com/journals/lancet/issue/vol393n0l10171/PIIS0140-
6736(19)X0006-9), we have two Local Co-Chairs for INTEREST 2020. We warmly welcome Anne-
Marie Nitscke, who is Director of Special Programmes (HIV, TB, Leprosy, Malaria, and Research
Development) at the Ministry of Health and Social Services, and Ismael Katjitae, an internist
whao is Chair of the Ministry's HIV Technical Advisory Committee.

They will work with Professor Elly Katabira, who has agreed to stay on as a Co-Chair for another
vear, and myself as Scientific Chair. An invitation to the First Lady of Namibia, UNAIDS Special
Advocate for young women and adolescent girls, to open the conference has been accepted.
https:/fwww. unaids.org/en/aboutunaids/unaidsambassadors/MonicaGeingos

After the 2018 INTEREST conference in Kigall, we formed the active International Conference
Committee and the Emeritus Group composed of those who wanted to remain linked to
INTEREST in a less active but nonetheless supportive role. Emeritus Group members are natural
ambassadors for INTEREST, keeping an eye open for synergies and funding opportunities while
continuing to promote INTEREST's early-career capacity building objectives in Africa. Some
Emeritus Group members reviewed scientific abstracts, which was very much appreciated given
the huge volume of abstracts submitted for INTEREST 2019. We accepted 435 abstracts from
among the 613 that we received.

So today, there are two requests for you to consider:

1. = Will you stay on the active ICC or join the Emeritus Group? Being an active ICC
member means reviewing 60-100 abstracts on average, participating in email exchanges
and conference calls about the scientific programme, taking on responsibility for
organising one or more specific elements of the programme, and seeking out funding to
participate actively in the actual meeting. INTEREST can help you with some costs but if
you attend INTEREST 2019 you will likely need to co-fund your participation to a certain
level.

2. = Whether you remain an ICC member or not, we need help to identify early and mid-
career researchers to begin to engage with the INTEREST process. This yvear | would
propose that we start first by asking all 4 Joep Lange award recipients (2016-2019) to
review abstracts for us in their chosen fields. In addition, could you please consider
nominating someone as a reviewer? It could also be someone you would like to be
considered already for the ICC should you be moving to the Emeritus Group or someone



we should keep on our radar for the future. In any case, we need more scientific peer
reviewers!

Please get back to me should you have any questions or concerns. Please indicate the role that
mast suits you at this time, along with any comments that can help us in the final composition
of the Emeritus Group and the active committee.

ICC Active committes

Yes:
Ma:

Comments:

Emeritus Group:
Yes:
Mo:

Comments:

Suggestions for additional reviewers:

It would be appreciated if you could reply in the next week or so before we reach November.

Thank you to each and every one of you for making INTEREST what is has become today!
All the best,
Cate

Canhapring Hanking MD FsD FROPCCM

Soentifc Chair, INTEREST 2020, May 5-8, Wirsdhoek, Mamibia

Deputy Director, Science; Amsterdam nsttute for Global Heafth and Develapment; Department of Global Heakth, Acadermic hedical Center,
Unbnir ity of Amilerdam

Prafessor of Public and Population Health, Department of Epademiology, Biostatistics, and Occupational Health, Faculty of Medicine, MoGil
Unirversity, Montreal

Honorary Professor, Departmeent of nfectioes Disease Epidemiciogy, Faculty of Epddemiology and Populaticn Mealth, Lordon School of Mygiene
arsd Tropical Medicineg

g hankins @aighd org: cathirireg hanki miggill .ca: gagharing hanking @Ishim ac uk

&1 450 7% DO3Y: #3101 20 210 3550
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HIV Incidence by Male Circumcision Status in Population-Based HIV Impact
Assessment [PHIA} Surveys from Elght Sub- Saharan Afrlr.:an Countries, 2015-2017

BackgroundMale circumicision [MC) offers men lifelong
partial protection from heterosexually-acquired HIV
infection. The Population-based HIV Impact
Assessments (PHIAs) are national surveys estimating
national HIV incidence in the setting of HIV programs.
We assessed HIV incidence by MC status in eight
countries implementing voeluntary medical male
circumcision [(VMMC] with completed

PHIAs. MethodsData pooled from PHIAS In Eswatini,
Lesotho, Malawl, Mamibia, Tanzania, Uganda, Zambia
and Zimbabwe from 2015-2017. HIV incidence
measured using a recent infection testing algorithm
(Limiting-Antigen Awvidity assay [normalized optical
density < 1.5s), viral load [VL] =1000 copies/mL and
detection of antiretroviral treatment [ART]). Analyred
incidence by self-reported MC status, using MC
provider type to distinguish between medical and non-
medical MC because the latter may not provide
comparable protection if foreskin remowal is not
complete . Controlled for country, marital status, urban
setting, sexual risk behaviors, and mean VL among
women at the sub-national unit-level (to account for
effects of ART scale-up on transmission), and adjusted
for survey welghts.Analyses age-stratified (15-34 and
35-55 years) because age was assoclated with MC

BAwiualiped HIV

riatusAnnuatiz addncidenca rates and B3%confidense ..
dAntervals ofdirourmcised nven (revd ioa Famdmone medf call = 4017

ResultsAnnualived HIV incidences were 0.03% (0.00-
0.08%), 0.33% (0.04-0.61%), and 0.27% [0.08-0.47%)
among men 15-34 years reporting medical MC, non-
miedical MC, and being uncircumcised, respectively
[Table). Among men 35-59 years, HIV incidences were
1.11% (0.26-1.96%), 0.34% [0.00-0.68%), and 0.45% (0.12-
0.79%] in the same groupings as above, The incidence
difference between medically circumcised and
uncircumcised men was statistically significant in men 15-
34 years (p<0.01) but not 35-59 years (pal.14]). HIV
incidence differences were not statistically significant
between non-medically circumcised and uncircumcised
mien in both age groups (p=0.98 and 0.68). LimitationsFew
recent infections in the PHIAS resulted in wide confidence
intervals. Self-reported MC status may not be

accurate. Cross-sectional, observational data cannot data
cannot establish causality. Summary & ConclusionsAs
compared to being uncircumcised, medical MC was
assoclated with lower HIV incidence in men aged 15-34
years in natienally-representative surveys in sub-Saharan
Africa. Non-medical MC was not assoclated with reduced
incidence. These findings are consistent with the expected
ongaing VMMC program Impact and highlight the
importance of YMMC as part of the HIV response in sub-
Saharan Africa.

and 35-50 ywars by maks cifcumceion PRl B Populalicos-Bated HIV impact
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Toe Timothy Mastro < TMastro@thils.onge

Subject RE: Male circ pubs this week: VMME effective in SAFr; Circ profocts agasnet STIs; Lichen sclerpsis; UTI
WUR; WMMC; Local anesthesia

Date: 2019712711 13:35:00
Priority: Momal
Type: Nole

From:

First authior of Tanser et al,

From: Timothy Mastro <ThMastro@fhi360.org>

Sent: Wednesday, December 11, 2019 1:34 PM

To: Kilmarx, Peter [NIH/FIC) [E] <peter kilmars@nib gov>

Subject: RE: Male circ pubs this week: VMMC effective in SAfr; Circ protects against 5Tls; Lichen
sclerosis; UTE VUR; WMME; Local anesthesia

Peter Hotez gave a terrific talk at ASTMH last month. Brilliant.

Who is Vandormael!?

From: Kilmarx, Peter [NIHSFIC) [E] <peter kilmars@nih gove

Sent: Wednesday, December 11, 2019 1:27 PM

To: Timothy Mastro <Thastro@fhi3e0 org=

Subject: RE: Male circ pubs this week: VMMC effective in 5Afr; Circ protects against 5TIs; Lichen
sclerosis; UTE; VUR; VMMC; Local anesthesia

Thanks Tim. I'm inspired by Peter Hotez, | think it's a pretty small readership, but don't want to let the
disinformation go unanswered.

Vandormael et al, tweet leaw! bitps/veitber.com/PeterKilrmang/status/ 1 2044704 20260402688 15 =20

From: Timothy Mastro <TMastro@fhi3é0.org=

Sent: Wednesday, December 11, 201% 1:21 PM

To: Kilmarx, Peter (MIH/FIC) [E] <peter kilmars@nih govs

Subject: FW: Male circ pubs this week: VMM effective in SAfr; Circ protects against STis; Lichen
sclerosis; UTH; VUR; WVMMC; Local anesthesia

Thanks Peter for fighting the good fight with Intaction.org. Sorry for you that @PeterKilmarx is
now all over the Twitter-verse,
Hope you don't get more sucked into this exchange.

Good to see Brian Morris distribute the good Frank Tanser paper below.
Tim



From: Brian Maorris <brian.morris@sydney.edu.au>

sent: Tuesday, December 10, 2019 2:04 PM

Ta: Brian Morris <brian.morrisi sydney edu. au

Subject: Male circ pubs this week: VMM effective in 3Afr; Circ protects against $Tis; Lichen sclerosis;
UTI; VUR; VMMC; Local anesthesia

htips:/‘www, nebinlm.nih.gov/pubmed 31792217
Mat Commun, 2009 Dee 2;1001):5482. doi; 10.1038/=41467-019-13473-y.

Declines in HIV incidence among men and women in a

South African population-based cohort.
Vandormael A'24, Akullian A®%, Siedner M™#°, de Oliveira T84, Bamighausen 172, Tanser

FI 14,11 1!._
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Abstract

Cwver the past decade, there has been a massive scale-up of primary and secondary prevention
senvices o reduce the population-wide incidence of HIV. However, the impact of these services on
HIV incidence has not been demonsirated using a prospeciively followed, population-based cohort
from Sowth Africa-the country with the world's highest rate of new infections. To quantify HIV
incidence trends in a hyperendemic population, we tested a cohort of 22,239 uninfecled participanis
over 92 877 person-vears of cbeervation. We report a 43% decline in the overall incidence rate
between 2012 and 2017, from 4.0 to 2.3 seroconversion events per 100 person-years. Men
axperienced an eadier and larger incidence decling than women (59% vs. 375% reduction), which is
consistent with male circumcigion scale-up and higher levels of fermale anliretroviral therapy
coverage. Additional efforts are needed to gat more men onto consistent, suppressive treatment so
that new HIV infections can be reduced amang women.

PMID: 31792217

PMCID: PMCEEESEE




Int J STD AIDS. 2019 Dec;30{14):1408-1416. doi: 10.1177/09564624 19874593,
Male circumcision and the risk of gonorrhoea, syphilis,

HIV and human papillomavirus among men in Tanzania.
Qlesen TB'. Munk C', Mwaiselage J*, Kahesa C?, Rasch V*, Frederiksan K*, Ifiner T5, Kjaer
Sk

1 Unit of Wirus, Lifestyle and Genes, Danish Cancer Society Research Center, Copenhagen, Denmark.
£ Division of Cancer Prevention, Ocean Road Cancer institute, Dar es Salaam, United Republic of
Tanzania.

3 Deparment of Obsietrics and Gynaecology, Odense University Hospital, Odense, Denmark,

4 Unit of Statistics and Pharmacoepidemiology, Danish Cancer Society Research Center, Copenhagen,
Denmark.

& Department of Medical Virology, Universitaetsklinikum, Tuebingen, Germany.

& Depariment of Gynaecology, Rigshospitalet, University of Copenhagen, Copenhagen, Denmark,

Abstract

To examine the association between male circumcision and the risk of gonorrhoea,
syphilis, HIV and high-risk (hr) human papillomavirus (HPV). We used data from a
cross-sectional study conducted among 1902 men in Tanzania. Circumcision status
was assessed at a clinical examination and history of gonorrhoea and syphilis was
oblained from questionnaire data. Penile samples were tested for HPY using Hybrid
Capture 2 and genotyped by the INNO-LiIPA HPV Genolyping Extra test. Blood samples
were tested for HIV. Using logistic regression the association between male
circumcision and gonorrhoea, syphilis, HIV and hr HPV was assessed estimating odds
ratios (ORs) and 95% confidence intervals (Cls). All analyses were adjusted for age and
lifetime number of sexual partners. In the multivariable analysis, the odds of gonorrhoea
were lower in circumcised men compared with uncircumcised men (OR=0.52; 95% CI:
0.37-0.74). Likewise, the odds of HIV were considerably lower in circumcised men
(OR =0.42; 95% CI: 0.26-0.67). Furthermore, lower odds of hr HPV were seen in
circumcised men compared with uncircumcised men, although not statistically
significant (OR = 0.81; 95% CI: 0.56-1.17). Finally, the odds of HPV16 (OR =0.48; 95%
Cl: 0.23-0.98) and multiple (22} hr HPV types (OR =0.71; 95% CI: 0.44-1.12) were
lower in circumcised men than in uncircumcised men. Circumcised men have a
significantly lower risk of gonorrhoea, HIV and HPV16, compared with uncircumcised
men.

KEYWORDS:

HIV; Male circumcision; Tanzania; gonorrhoea; human papillomavirus; syphilis
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https:/fwww nchinlm.nih gov/pubmed/3 1 207846
Waorld J Urol. 2019 Dec 5. doi: 10.1007/500345-019-03030-z. [Epub ahead of print]

Current treatment of lichen sclerosus and stricture.

Chung AS.J'<3 Suarez QA%
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Abstract

INTRODUCTION:

Lichen sclerosus (LS) is a common cause of urethral striclure disease. The purpose of this article is
to review the literature over the past 5 years, to describe current treatment of lichen sclerosus as it
relates to urethral stricture in mean.

MATERIALS AND METHODS:

Literature reviews were performed using PUBMED, with search terms "lichen scleros®™ and "urethral
stenosis”, as well as "lichen scleros™" and "urethral stricture”. Relevant aricles published within the
past 5 years were selected for review. & summary of current treatment of lichen sclerosus was
prepared and synthesized.

RESULTS:

For LS affecting genital skin, topical stercids are a mainstay of therapy but in advanced cases,
surgery may be required such as circumcision. YWhen LS causes urethral stricture, urethral dilataticn
is unlikely to be successful long term, and surgery is often required, such as meatoplasty, single- or
two-stage urethroplasty, or peringal urethrostomy. Oral mucesal grafting is the graft of choice, and
usage of genital skin for flaps or grafts is best avoided due lo predilection for recurrence. Biopsy and
leng-term surveillance of LS are recommended, due to its potential association with squamous call
carcinoma development.

CONCLUSION:

Although debate slill exists regarding the pathogenesis of LS, it is agreed thal LS can pose a
treatment challenge to physicians and surgeons. Treatment oplions for LS range from
pharmacological to surgical, depending on severity and location of disease, patient factors, and
response of previous treatments.

KEYWORDS:
Dilatation; Lichen sclerosis et atrophicus; Mouth mucosa; Urethra; Urethral cancer;

Urethral diseases; Urethral stricture
PMED: 31B0TEdE
DOH: 10,1007 /s00345-019-03030-2
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Pediatr Emerg Care. 2019 Dec 3. doi; 10.1097/PEC.0000000000001912. [Epub ahead of prini]



Assessing the Utility of Urine Testing in Febrile Infants 2
to 12 Months of Age With Bronchiolitis.

Elkhunayich MA', Wang V)2, Pham P', Arpilleda JC*, Clingenpeel JM!, Mansour K, Riech
TE, Yen K2, Liu DR
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Abstract

BACKGROUND:
The ufility of testing for urinary tract infection (UTI) in febrile infants with bronchiolitis is
indeterminate.

OBJECTIVE:

The objective of this study was 1o investigate if the incidence of UTIs in febrile infants 2 1o 12 months
of age with bronchiolitis is higher than the presumed incidence of asymptomatic bacteriuria and
datarmine risk factors associated with UTIs in this population.

METHODS:

This prospective multicenter cross-sectional study was conducted in the emergency depariments of
6 children's hospitals between November 2011 and June 2015, We obtained a convenience sample
of febrile infants with bronchiclitis 2 to 12 months of age who wene tested for UTL. Patient
characteristics analyzed included age. maximum lemperature, duration of fever, ethnicity, sex,

and circumcision status.

RESULTS:

A tolal of 442 patients (including 86 from a previously published pilot study) were enrolled, Mean age
was 5.5 months, 65.2% were Latine, 50.9% were male, and 27.6% of male infants were circumcised.
Urinary fract infections were found in 33 patients [7.69%, binomial; 95% confidence interval [CI],
5.19%-10.33%). Urinary tract infections were not related to age, height of temperature, duration of
fever, or ethnicity. Uncircumcised males were significantly more likely to have UTls than circumcised
mabes [7.64% vs 0%, P = 0.03). Odds ratios (ORs) were lower for circumcized males bul not
uncircumcized males when compared with females (OR, 0.12; Cl, 0.0-0.71; P = 0.01 vs OR, 0.77;
Cl, 0.33-1.74; P = 0.64).

CONCLUSIONS:
Febrile infanis 2 to 12 months of age with bronchiclitis have a clinically significant incidence of UTI,

suggesting that UTI evaluation should be considered in these patients.
PMID: 31804430
DO 101007 PEC 000000000000 1912
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Aktuelle Lirol, 2009 Dec 5, doi: 10.1055/a-1044-53 10, [Epub ahead of print]



|Surgical treatment of vesicoureteral reflux in the first year of
life?]

[Article in German; Abstract available in German from the publisher]
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Abstract

in English, German

Surgical intervention in children with VUR is rarely indicated in the first yvear of life. Early
surgical intervention is primarily required for male infants with a high-grade reflux, renal
impairment due to reflux nephropathy, infravesical obstruction and breakthrough infections
like pyelonephritis or urosepsis. Besides the recommended circumcision, this is usually
limited to endoscopic infravesical disobstruction of posterior urethral valves, prolapsing
ureteroceles or secondary bladder neck obstructions. Concomitant endoscopic reflux therapy
with bulking agents such as hyaluronic acid/dextranomer should be regarded as a
downstaging of the VUR,; the decision should be made on an individual basis. Urinary
diversion, €. g. vesicostomy or urcterocutancostomy, is only required in exceptional cases.
i Georg Thieme Verlag KG Stunigan - New York,
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Abstract

BACKGROUND:

Voluntary medical male circumcisions (MCs) are safe: the majority of men heal without complication.
Howewer, guidelines require multiple follow-up visits. In Zimbabwe, where there is high mobile phone
ownership, severe health care worker shortages, and rapid MC scale up intersect, we tested a 2-way
texting (2wT) intervention to reduce provider workload while safeguarding patient safety.



SETTING:
Twa high-volume facilities providing MC near Harare, Zimbabwe,

METHODS:

A prospective, unblinded, noninferiority, randomized control trial of 722 adult MC clients with cell
phones randomized 1:1. 2wT clients (n = 362) responded 1o a daily text with in-person follow-up only
if desired or an adverse event (AE) was suspected. The control group (n = 359) received routine in-
person visits. All men ware asked 1o return on postoperative day 14 for review. AEs at sday 14 visit
and the number of in-person visits were comparad between the groups.

RESULTS:

Cumulative AEs were identified in 0.84% [95% confidence interval (Cl): 0.28 to 2.43] among routine
care men as comparned with 1.88% (95% CI: 0,86 o 4.03) of 2wT participants. Moninferiority cannot
be rubed out (95% Cl: == to +2.72), howewver, AE rates did not differ between the groups (P = 0.32).
20T men attended an average of 0.30 visits as compared with 1.69 visits among routine care men, a
significant reduction (P =0.001).

CONCLUSIONS:

Although noninferiority cannet be demonsirated, increased AEs in the 2wT arm likely reflect
improved AE ascerainment. 2wT serves as a proxy for active surveillance, improving the gquality of
MC patient care. 2wT also reduced provider workload. 2wT provides an oplion for men to heal safely
at home, returning to care when desired or if complications arise. 2wT should be further tested to

enable widespread scale-up.
PMID: 31809358
DO 10,1007 /1041, 0000000000002 1948
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Geospatial assessment of the voluntary medical male
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Abstract

INTRODUCTION:

Tanzania is one of the 14 priority countries in sub-Saharan Africa scaling up voluntary medical male
circumcision(VMMC) for HIV prevention. In this study, we assessed the progress of VMMC by
evaluating changes in the spatial structure of male circumcision (MC) prevalence and idenlifying age
groups with low MC uptake,

METHODS:

We usa data from two waves of the Demographic and Health Survey (DHS) conducted in Tanzania
in 2011-2012 and 2015-2016. MC incidence rate was astimated using a method developed to
calculate incidence rates from bwo Succassive cross-sectional surveys. Continuous surface maps of



MG prevalence were generated for both DHS waves and compared with identified areas with high
MG prevalence changes and high density of uncircumcised males,

RESULTS:

National MC prevalence in Tanzania increased from 73.5% in 2011-2012 to B0.0% in 2015-2016.
The estimated national MC incidence rate was 4.6 circumcisions per 100 person-years (py). The
lowest circumcision rate was observed in males aged 20-24 years, with 0,67 circumcisions per 100
py. An estimated 1 567 253 males aged 15-49 years residing in low-MC prevalence areas were
uncircumcised in 2015-2016.

COMNCLUSION:

Tanzania has shown substantial progress in the implementation of VMMC. However, extensive
spatial variation of MC prevalence still exists in the country, with some areas having an MC
prevalence <B0%. Here, we idenfified locations where VMM needs o be intensified to reach the
=1.5million uncircumcised males age 15-49 living in these low-MC areas, particularly for men aged
20-34,

B Author(s) (or their employer(s)) 2019, Re-use permilted under CC BY-NC. No commercial re-use. See righls
and parmissions. Published by B&L.
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Abstract

OBJECTIVES:

Ethiopia’s HIV prevalence has decreased by T5% in the past 20 years with the implemeniation of
antiretroviral therapy, but HIV fransmission continues in high-risk clusters., Identifying the spatial and
temporal frends, and epidemiologic comrelates, of these clusters can lead to targeted interventions.

METHODS:

We used biomarker and survey data from the 2005, 2011, and 2016 Ethiopia Demographic and
Health Surveys (DHS). The spatial-temporal distribution of HIV was estimated using the Kulldorff
spatial scan statistic, a likelihood-based method for determining clustering. Significant clusters
{p=0.05) were idenfified and compared based on HIV rsk factors to non-cluster areas,



RESULTS:

In 2005, 2011, and 2016, respectively, 219, 568, and 408 individuals tested positive for HIV. Four
HIV clusters were identified, representing 17% of the tetal population and 43% of all HIV cases, The
clusters were centered about Addis Ababa (1), Afar (2), Dire Dawa (3), and Gambella (4). Cluster 1
had higher rates of unsafe injections (4.9% vs. 2.2%, p<0.001) and transactional sex (6.0% vs.
1.6%, p=0.001) than non-cluster regions, but more male circumcision (98.5% vs. 91.3%, p<0.001).
Cluster 2 had higher levels of ransactional sex (4.9% vs. 1.6%, p<0.01), but lower levels of unsafe
injections (0.8% vs. 2.2%, p<0.01). Cluster 3 had fewer individuals with >1 sexual pariner (0% vs.
1.7%, p=0.001) and more male circumcision (100% vs. 91.3%, p<0.001). Cluster 4 had less male
circumcision (59.1% vs. 91.3%, p<0.01).

CONCLUSIONS:

In Ethiopia, geographic HIV clusters are driven by different risk factors, Decreasing the HIV burden
requires targeted interventions.

2 2019 John Wiley &50ns Lid.
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Penile resurfacing using a reverse bilateral anterior
scrotal artery flap: A case report of penile skin defects
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Abstract

RATIONALE:

Circumcision is one of the most frequently used surgical procedures worldwide, Extensive penile
skin defects, which can occur as a rare but severe complication of circumcision, are serious and
frustrating problems for patients who experience them. Procedures for comrecting these problems
can pose a challenge to plastic surgeons in the clinic.

PATIENT CONCERMS:
A 3-year-old man was admitted to our care with an extensive defect of the penile skin caused by
a circumacision performed 20 days previously.

PRIMARY DIAGNOSES:
Infection, necrosis, and defects of the penile skin.

INTERVENTIOMNS:
A reverse bilateral anterior scrotal flap was used to cormect complete penile skin loss following
debridement of the infected and necrolic tissue.



OUTCOMES:
The patient experenced no complications during the 10-year follow-up pericd, The patient reporied
normal erectile funclion and the ability to perform intercourse,

LESSONS:
The reverse bilateral anterior scrotal artery flap is suitable for repairing skin defects of the penis and

allows for satisfactory cosmetic and functional improvement following defects of the penile skin.
PMID: 31804321
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Free full text

NOTE: Inadequate time between time of application of EMLA and the circumeision procedure
explains why EMLA is ineffective when used by some operators. For more, see the paragraph
after this article.

https:/www. nebhinlm,nihgov/pubmed/3 1 T93482
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Comparison of the efficacy of eutectic mixture of local

anesthetics (EMLA) and dorsal penile nerve block (DPNB)

in neonatal circumcision.
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Abstract

BACKGROUND:

Neonates feel pain. There is a concern among pracliicners that pain of injecting analgesics to
neonates prior to circumcision could as well be the same as the pain of the procedure. This has
made many reluctant to offer effective analgesia for circumcision. If eutectic mixture of local
anesthetics (EMLA) provides analgesia comparable o dorsal penile nerve block (DPNB), it will
obviate needle prick and encourage analgesia use in neonatal circumcision.

AlM:
To determine how the analgesic efficacy of EMLA compares with that of DPMNE in neonatal plastibell
Circumcision.

METHODS:

A prospective study of 110 male neonates for plastibell circumcision randomized into two groups: A
and B, of 55 each, received EMLA or DPNB as analgesia prior to circumcision, respectively. The
pulse rates and Sp02 were recorded with pulse oximeter pre-procedural and at four stages of the
procedure (adhesiolysis, dorsal siit, tying, and excision) for each necnate. Also the modification of
neonatal infant pain scale (NIF3) was recorded during the procedure.

RESULTS:



There were differential changes in Sp02 (lower absclute mean values) and pulse rate (higher
absolute mean values) for neocnates who received EMLA when compared with DPNB before the
procedure. These differences were significant with SpO2 at adhesiolysis (91.0% and 95.0%), dorsal
slitting (20.9% and 894.7%), and excision stages (83.4% and 85.3), respectively (P <0.05). They wera
also significant with the pulse rates at adhesiolysis (167.9 and 158.6), dorsal slitting (174.3 and
161.7), and tying stages (182.2 and 169.0), respectively (P values = 0.013, 0.015, and 0.044,
respectively). This shows DPNB is better than EMLA. However, the difference was not significant at
the tying stage with Sp02 and at excision stage with PR (P =0.05).

CONCLUSION:

EMLA produces analgesic effect. However, it does not provide effective analgesia for plastibell
circumcision in neonates. DPMB provides a better analgesia than EMLA for neonatal plastibell
CIFCLIMGI SO,
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NOTE re this article: Many practiticners do not allow sufficient time for EMLA to work. A
simple, effective procedure has been described by Dr Terry Russell, Brisbane, Australia
[Russell CT, Chaseling J. Topical anaesthesia in negnatal circumcision: a study of 208
consecutive cases, Aust Fam Physician 1996; 25 (suppl 1): 30-34]. The technigue involves
applying EMLA cream thickly to the distal penis 2 hours prior to the procedure. The penis is
wrapped in cling-wrap to keep the cream in contact with the penis, but with the end left
open to allow for urination. The Plastibell device is then used. The baby does not ory. In
those aged less than 7 months, 99% fed immediately afterwards, 96% settied rapidly, 97%
had no disturbance of sleep pattern, 93% had little or no apparent pain, and 96% had no
pain or difficulty when urinating. None required stronger post-operative analgesia than
paracetemaol. In fact, Russell claims that virtually no pain is experienced following the
surgery, unlike other methods. He attributes this to the 2 hour duration of the EMLA cream
prior to surgery, which means 5 hours of analgesia post-operatively, by which time the
nerves where the ligature was tied have ceased to function, and says that most doctors do
not leave the EMLA cream on long encugh before commencing the procedure (Terry Russell,
personal communication .

EMLA is an old preparation. In more recent yvears Russell replaced EMLA with LMX4
lidocaine-based cream. It works faster and more effectively.

Nov 17, 2019

UUAID to fork out half a billion on VMMC

U.S. Ambassador Lisa Johnson launched the new PEPFAR -funded voluntary medical male

circumcision {VMMC) programme “Safe VMMC™ in Namibia a programme that will cost the
US AID agency a whopping N$497 140 000 over a five-year period,
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Raciplent: Timothy Mastng <TMastro@fhidsd.ong=
Sant Dabe: 20159712711 13:35:54
Delivered Dabe: 2019712711 13:35:00



. Kimarx, Peter (NIH/FIC) [E] </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
From: | oy DIBOHF2ISPOLT)/CN=RECIPIENTS/CN =EAECFA40BD -4 BASFDSESCEDAADTBA-KILMARXPH

Eflis, Anna (MIH/FIC) [E] fo=Exchangelabs/ou= Administrative Group
To: (FYDIBOHFZISPOLT)/on=Recipients/on= FacT4F] 5a53ETRON 1 0e08] S-ellsap
«pllisap@mail.ni. gave

Puderbaugh, Ann (NIH/FIC) [E] fo=Exchangelabsjou=Exchange Adminstrative Group
CC: (FYDIBOHFEISPILT ) on= Recipients on=30363 068 4a Bdadtic 1 0e 44 o951 460-puterba

< puderba@mall.nih, gov>
Subject: RE: Discussions on Twatter following ACE mbg
Daba: 2019711713 13:82:00
Priocity: Normal
Type: Note

Thanks Anna for rebweeting,

| am occasionally tagged in anti-circumcision tweets based on my prior work at COC. | used to ignore
them. Inspired by Peter Hotez, | have been responding to some with factual information to correct gross
information from anti-circumcision activists. | have not brought FIC into it, It's a strange group that have
been tagged. Definitely no need for FIC to respond,

From:; Ellis, Anna (NIH/FIC) [E] <ellisap@mail.nih.gov>

Sent: Wednesday, November 13, 2019 1:06 P

To: Kilmarx, Peter (NIH/FIC) [E] <peter kilmarx@nih.gov>
Ce: Puderbaugh, Ann [NIH/FIC) [E] <puderba@mail.nih.gove
Subject: FYI: Discussions on Twitter following ACR mtg

Peter

L

Ann gave me a heads up about the Nov 12 panel yvou participated in at ACR. | retweeted the promo from
MIAMS the morning of, Laura Lewandowski tweeted photos of you &Dr. Carter speaking.

https:/ftwittar com/NIH NIAMS fctatus/1194242 1830059443328
https./ftwitter. com/LauralewMad 11 /status/1194251495602085889

Today our official handle - as well as yours and a few others from MNIH = was included in a guote of a
reply to a thread that disagreed with comments you made on male circumcision:

Quoted tweet: hitps:/iwitter.com/peacenikystatus/119448884 1618411520
Original thread: https:/ftwitter.com/briandavidearp/status/1194451 118763758 208

https:/ftwitter.com/briandavidearp

https://clarkrelationshiplab.yale. edu/people/brian-earp

https:/ fwww . practicalethics.ow.ac.uk/people/mr-brian-earp

https:/ fwwnw thehastingscenter.org/'who-we-are fservice-ta-bioethics/collaborations/

Ann and | discussed and we don’t plan to respond aor engage.



Anna

Anna Pruett Ellis

Web Manager

Fogarty International Center

Mational Institutes of Health

31 Center Drive, Room B2C/29, M5C 2220
Bethesda MD 20892-2220

301-496-3682

anna.e|lis@nih.gowv
http:/ fwownn. Tic.nih,

Connect with the Fogarty Intemnational Center ak NIH:
9 Emgilicon Fogarty email subscriptions | < Twitter icon @Fogarty NIM | = Fagebook icon Fogarty on

Facebook

From: Puderbaugh, Ann [NIH/FIC) [E] <puderba@mail, nih.gove
Sent: Monday, October 21, 2019 10:35 AM

To: Ellis, Anna (NIH/FIC) [E] <ellisapi@ mail. nih. govs
Subject: Mov 12: FW: ACR Global Rheurmn Research Session: Conference Call

Peter is joining these two on a MIAMS panel on Nov 12, in case there’s social media going on:

https:/fwww fic nih.gov/Mews/GlobalHealthMatters/november-december-2016/Pages/laura-
lewandowski-pediatric-lupus-south-africa.aspx

https:/ Mwwow fic.nih.gov/ News/GlobalHealthMatters/march-april- 2013/ Pages/ osteoporosis.
breast-cancer-china-evelyn-hsieh_aspx

From: Kilmarx, Peter (NIH/FIC} [E] <peterkilmarz@nih. gove

Sent: Sunday, October 20, 2019 B:33 AM

To: Weymouth, Kristen (MIHFFIC) [E] sweymouthki@mail.nih.govs: Puderbaugh, Ann (NIHSFIC)
[E] =puderba@mail.nih.gove; Katz, Flora [NIH/FIC) [E] <katzi@mail.nih.govs

Cc: Glass, Roger [MIH/FIC) [E] <glasse@mail.nih.gove

Subject: FW: ACR Global Rheum Research Session: Conference Call

Hi all,

I'm giving opening remarks (7 minutes) and participating a panel discussion with NIAMS Acting
Director Bob Carter at the American College of Rheumatology annual meeting on Nov 12.
(Details attached.)



Please help with any relevant info on global rheumatology research, NIH/FIC grantees, etc.
[Note that Evelyn Hsieh and Laura Lewandowski are co-panelists.)

Flora — can Jane provide an analysis of NIAMS-FIC collaboration by Movember 67 It looks like
they are signed on to fellows &scholars and HIV-NCD. Let's please talk about anything | should
urge them to join — NCD R21/D43, K43, elc.

Thanks,
PK

From: Kilmarx, Peter (NIH/FIC) [E]

Sent: Sunday, October 20, 2019 B:15 AM

To: Hsieh Donroe, Evelyn <gvelyn hsleh@yale, edu>; Carter, Robert [MIH/NIAMS] [E]
<carterrob@mail.nih.gove; Lewandowski, Laura [MIH/NIAMS] [E] <laura.lewandowski@nih.gove;

Bucala, Richard <richard bucala@vale edu>; Graciela 3 Alarcon <galarcon®uab edux;
chris.scott@uct.ac.za; i Ngozi Afulezi <nafulezi@rheumatology.orgs;
& Bl V) ipoomca Bernardo Pons Estel Jrosr 1 e

Subject; RE: ACR Global Rheum Research Session: Conterence Ca

Hi and thanks Evelyn for the invite and background information. Unfortunately, I'm not available
at the time of the call tomorrow, but my task on Nov 12 seems straightforward.

| can speak with or without slides and will aim for about 7 minutes (15/2). Will cover Fogarty
perspective on opportunities in global rheumatology research and funding opportunities for
research and research training. Suggestions welcome|

I'll be in Atlanta Nov 9-12 and happy to meet, e.g., breakfast, coffee, lunch, ete., individually or
as a group with anyone interested in global research. (I'll probably be going to meetings at CDC

the afternoon of the 12')

Thanks,
PE

Peter H, Kilmarx, MD, FACP, FIDSA
Rear Admaral, U.S. Public Health Service
Ceputy Direcior, Fogarty Intermational Cenler

tes of Health
ol #1-201-408- 1415

Fic =l FB icon - _Twiltier icon
tmpact - integrity - Innovation

-—-0Iriginal Appointment-——
From: Hsieh Donroe, Evelyn <gvelyn.hsieh@yale edus




Sent: Saturday, October 19, 2019 3:04 AM
To: Kilmarx, Peter (NIH/FIC) [E]; Carter, Robert {MIH/MIAMS) [E]; Lewandowski, Laura
[MIH/NIAMS) [E]: Bucala, Richard; Graciela § Alarcon; chris scotti@uct ac za;

[Fedacied wv agreement | Ngozi Afulegi [t ameme Bernardo Pons Estel
Subject: ACR Global Rheumn Research Session: Conference Call
When: Monday, October 21, 2019 11:00 AM-12:00 PM (UTC-05:00) Eastern Time (US &Canada).
Where:

Hello Everyone,

Look forward to the call on Monday Oct 21st, 11am-12noon (E5T). Please find attached
the agenda for the call, the final program for the session, and the speaker talking points
outline (each item is bookmarked for convenience),

We look forward to everyone's input! | will send out a Zoom link Sunday evening for the
call.

Best,
Evelyn

Sends Kimars, Peter (MIH/FIC) [E] = 0= EXCHANGELABRS/ DU = EXCHANGE ADMINISTRATIVE GROUIP
[FYCIBOHFZ 35PDL T CN=RECIPIENT SN = E4ECF49BD T+ BASFDSASCRDAA D TB4- K ILMARXPH =
Ellis, Anna (NIM/FIC) [E] fo=Exchangelabs/ou=Exchange Administrative Group

[FYDIBOHFZ 3SPOLT )/ on=Recipients/on=B5aB5 dh3ac 747 1 58538 7b0d 2 1 0e08 1 8-alisap
<elisap@mail.réh.gav;

Puderbaugh, Anm (NIH/FIC) [E] fo=Exchangelabsiou=Exchange Adminstrative Group
[FYDIBOHF23SFOLT )/ on=Recipients/on=2036306340e B-adBc I 2344 /o051 460- puderba

< piadiertamail, reh, goars

Sent Date; 20159711713 13:02:14

Delivered Dabe: 201918713 13:12:00

Reciplant:



From: [dmarx, Peter (NIH/FIC) [E] </O= EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFXISPOLT)/CN=RECIPIENTS/CN=EAECF449BD 044 BASFDSASCEDAADTBA-KILMARNPH >

Hierman=Roloff, Amy (CDCDOPHSISIOGHDEHT) fo=Exchangelabs/ous=Exchange Adménistrative Group
{FYDIBOHF2 ISPOLT)fon=Reciplents'on= bS4r2 06600 o415 Thb1 JeSadled3aced-biy2 <bjy2 @odc.govs;
To: SMith, Steven (HHS/05/0GA) fo=Exchangelabs/ou=Exchange Administrative Group
[FYDIBOHFZISPDLT ) fon= Recipients/on=980653 1feciS4 5b 26061 18301057 a2-Sheven. Smit
< Shuven. Smithihhs govs ;
Ty SgIeTImeTE
Subject: Fi South Africa - VMMY - Job Openings (FHI 360)
Date: 2015005910 17:48:00
Priority; Nommal

Type: Mote

Hi Amy and Steve,
Some FHIZGO positions may be of interest to your networks . . .

Cheers,
PK

From: Timothy Mastro <TMastro@fhi3e0.org>

Sent: Tuesday, September 10, 2019 5:34 PM

To: Kilmarx, Peter (NIH/FIC) [E] <peter. kilmarzs@nih.gov>

Subject: FW: [keypopulations] EpiC South Africa - VMMY - Job Openings (FHI 360)

FYl

From: kevpopulations@mail-list.com <keypopulations@mail-list.com:

5ent: Tuesday, September 10, 2019 3:53 PM

To: keypopulations-ml@mail-list.cam

Subject: [keypopulations] EpiC South Africa - VMMV - Job Openings (FHI 360}

{ S Message Wis aise send i Fhdrfarala fhiTel ore o
thidotlinkagescountnymanagersiaithiion org, thid6Winkageshgafhiiol org

Dear all,

FHI 3&0 is seeking applications for four key positions for the Meeting Targets and Maintaining Epidemic
Control (EpiC) project in South Africa. Meeting Targets and Maintaining Epidemic Control (EpiC) is a five-
vear global project funded by the U5, President’s Emergency Plan for AIDS Relief (PEPFAR) and the LS.
Agency for International Development [USAID), is dedicated to achieving and maintaining HIV epidemic
contral. The project provides strategic technical assistance (TA) and direct service delivery (DSD) to
break through barriers to 95-95-95 and promote self-reliant management of national HIV programs by
improving HIV case-finding, prevention, and treatment programming. In South Africa, EpiC will be
implementing a voluntary medical male circumcision (VMMC) service delivery project which aims to
reduce HIV infections through targeted provision of VMM in pursuit of reaching 95-95-95 goals. To



achieve this goal, the program will increase demand for and provide high quality, high volume cost-
efficient VMMC services in South Africa, coordinate with USAID s Global Health Supply Chain
implementing partner and support the transition of direct VMMC service delivery to the Government of
South Africa.

The following positions are now posted on the FHI 380 website:

Project Director

Director of Financial Management &0perations
hitps:/Thiswd L myworkdayjobs.comfen-US/FHI_ 360 External Career Portal/job/Pretoria-South-
Africa/Director-of-Financial-Management—0Operations Requisition-2019201640

< Senior Technical Advisor
hittps://fhi. m rkd

Africa/Senior-Technical-Advisor Requisition-2019201639

Senior Advisor for Strategic Information
https:/fhiawd L myworkdayjobs.comfen-US/FHI 360 External Career Portal/job/Pretoria-South-

Africa/Senior-Strategic-Information-Advisor_Requisition-2019201638

Please circulate to your netwaorks.

Many thanks,
Parsa

Parsa Sanjana, MPH | Daputy Director, Program Management
Linkages Across the Continuum of HIV Services for Key Populations Affected by HIV [LINKEAGES)
1825 Connecticut Avenue MW, Washington, DC 20009-5721

0: 202 BR4 RERT | psanjana@ih360.org | www Thizb0.ong
Skype: parsasanjana

E3

Description: Description: Description: Description: Description: fhi 360 emall. jpg

Past yonor message fo the list by sending if to keypopulationsiimeail-fist. com.

T comtaet the st owner, Semd volr messaee o

keypopulations-list-ownert@mail-list.com.

mail-list.oom 1302 Waugh Dy, 8438 Houston, Texas 77009 USA

To unsubscribe, switch to/from digest, get on/off vacation, or change your email address, click



here
http:ffeal.mail-list.eomfu ln=keypopulations&nm=tmastro%d 0fhi360.0rg

Sander: 'Sman:, Peter (NIH/FIC) [E] = 0= EXCHANGELABS{ OU=EXCHANGE ADMINISTRATIVE GROUP
T (FTIBOHFZISPOLT]CN=RECIPTENT SN = E4ECR B D04 BASFD S SCADAADE TBA-KILMAR XPH >

Herman-Roloff, Army (COCDDPHSIS/CGHDGHT) fo= Exchangelabs/ou=Exchange Admenistrative Group
(FYDIBOHFZISPOLT) fon=Recipients/on=b&M2 SE90 22415 7bb1 2e5a9del Jaced-biy2 <biy? @odc.govs;
inient Samith, Stewen (HHS/OS/0GA) fo=Exchangelabs/ou=Exchange Administrative Group

Sent Dabe: 2015900/10 17:48:45
Delivered Date: 201905910 17:48:00



From: [dmarx, Peter (NIH/FIC) [E] </O= EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFXISPOLT)/CN=RECIPIENTS/CN=E4ECF449BD 044 BASFDSASCEDAADTBA-KILMARNPH >

Toe Timothy Mastro < TMastro@thils.onge
Subject: RE: [keypopulations] EpiC South Africa - VMMV - Job Opsnings (FHI 360)
Dabe: 2015009710 174700
Prigrity: Normal
Type: Note

Hi Tim,
Important positions. If we don't achieve contral in RSA, we haven't achieved control. I'll share with folks.

I'rm off to U Buffalo tomarrow to talk about global health, sample the wings, and see the falis.

PK

From: Timothy Mastro <TMastro@fhidel.org>

Sent: Tuesday, September 10, 2019 5:34 PM

To: Kilmarx, Peter [NIH/FIC) [E] <peter. kilmarx@nih.gov=

Subject: FW: [keypopulations] EpiC South Africa - VMMV - Job Openings [FHI 360)

FYl

From: keypopulations{@mail-list.com <keypopulations& mail-list.com>

Sent: Tuesday, September 10, 2019 3:53 PM

To: keypopulations-mb@mail-list.com

Subject: [keypopulations] EpiC South Africa - VMMV - lob Openings (FHI 360}

Thix message was also sent by PSanjona@fhids0.oreg 1o
Thidaiinkaeescountrymanaeersiafhi 360 org. hidallinkaveshqahi 360 org

Ciear all,

FHI 3&0 is seeking applications for four key positions for the Meeting Targets and Maintaining Epidemic
Control [EpiC) project in South Africa. Meeting Targets and Maintaining Epidemic Control [EpiC) is a five-
yvear global project funded by the LS, President’s Emergency Plan for AIDS Relief (PEPFAR) and the U5,
Agency for International Development (USAID), is dedicated to achieving and maintaining HIV epidemic
contral, The project provides strategic technical assistance (TA) and direct service delivery (D5D) to
break through barriers to 95-95-95 and promaote self-reliant management of national HIV programs by
improving HIV case-finding, prevention, and treatment programming. In South Africa, EpiC will be
implementing a voluntary medical male circumcision (VWMMC) service delivery project which aims to
reduce HIV infections through targeted provision of VMBMC in pursuit of reaching 95-95-95 goals. To
achieve this goal, the program will increase demand for and provide high quality, high volume cost-
efficient VMMC services in South Africa, coordinate with USAID s Global Health Supply Chain



implementing partner and support the transition of direct VMM service delivery to the Government of
South Africa.

The following positions are now posted on the FHI 360 website:
Prnim Director

E.}'ﬁhl widl, mmnrkdawu‘hs com/en-US FHI 360 F_ut mal Career Portal/job/Pretoria-South-
Afri

* Director of Financial Management &0perations
hitps:/fhiwd 1 myworkdayjobs.com/fen-US/FHI_ 360 External Career Portal/job/Pretosia-South-
Africa/Director-of-Financial-Management-—-Operations  Reguisition-2019201640

Seninr Ted'u-uir.al Advisor

AIH:&.."SEﬂma‘-TEthnltEll Ad'ﬂsnr Heqmsltlun IDIEIEEIIEES

© Senior Advisor for Strategic Information
https:/ffhiwd L. mywaorkdayjobs.comfen-US/FHI 360 Extermal Career Portalfjob/Pretoria-South-
Africa/Senior-Strategic-Information-Advisor Requisition-2019201638

Piease circulate to your networks.,

Mamy thanks,
Parsa

Parsa Sanjana, MPH | Deputy Director, Program Management
Linkages Across the Continuum of HIV Sanvices fior Key Populations Affected by HIV (LINKAGES)
1825 Connecticut Avenue MW, Washington, DC 20009-5721

O: 202 BE4 BEET | psanpna@ihiie0.org | wew fhilb0org
Skype: parsasanjana

E3

Description: Description: Description: Description: Description: fhi 360 email jpg

Post vour message to the (ist by sending i to kevpopulationsimail-fisi com.

To comntact the st owner, semd vour message o
keypopulations-list-ownerf@mail-list com.

mail-fist.com 1302 Waugh Dr. #438 Houston, Texas 77019 USA

To unsubscribe, switch to/from digest, get onfoff vacation, or change your email address, click
here,




Kiimarni, Peter (MIH/FIC) [E] </0= EXCHANGELABSOL = EXCHANGE ADMINISTRATIVE GROUP
[FYDBOHFEISPOLT) CH=RECIPIENTS N =E4ECF4+#3B0 M4 BASFDSESCEDAA DT BA-KILMARNPH =

Reciplent: Timothy Mastro < TMastro@fhidsl,.ong
Sent Date: 201900510 17:47:13
Delivered Date: 20150910 17:47:00

Sender:



F . Kimars, Peter (NIH/FIC) [E] </0= EXCHANGELAESOU= EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFEISPOLT ) CH=RECIPIENT S M = E4ECR-0 B0 A0 RASFD SAS CRDAA D Y B4- KILMARNFH =

Muriddin, Fafar (NIHAFEC) [C] fo=Exchangelabs/ou=Exchange Administrative Group
To: (FYDIBOHFZISPOLT) on=Recipients/on= 1063267669243 2chd PG Y865 364 1 dBb-nuriddinfb
=fajar. ruriddin@nihogo:=

Subject: RE: PLOS OME: Agreement to Revies PONE-D-19-03571R1 - [EMID:alfeGB1MbET41628]
Dabe: 2015008719 18:17:00

Priority: Nomal
Type: Hote

Please print attached.

PK

From; em.pone, 0,655 28, b48falfs@editorialmanager.com

<em.pone.0.655e28 bidsfalfs@editorialmanager.com>0n Behalf Of PLOS ONE

Sent: Monday, August 19, 2019 6:10 PM

To: Kilmarx, Peter (NIH/FIC) [E] <peter kilmars@nih.gov>

Subject: PLOS ONE; Agreement to Review PONE-D-19-03571R1 - [EMID:afe681fbb874162b]

Manuscript Number: PONE-D-19-03371R1
Manuscript Title: Voluntary Medical Male Circumcision for HIV prevention among adolescents
in Kenya: unintended consequences of pursuing service-delivery largets

Dear Dr. Kilmarx,
Thank you for agreeing to review manuscnpt PONE-D-19-03571R 1, entitled "Voluntary
Medical Male Circumeision for HIV prevention among adolescents in Kenya: unintended

consequences of pursuing service-delivery targets”.

To download the paper now, please click this link: View Submission

Your review due date is Aug 29 20019 11:59PM EST.

PLOS ONE employs a structured reviewer form to help reviewers focus on our publication
criteria. If you have not used this form previously, we encourage you to leam more here. Please
contact us al plosonefaplos.org with any questions. You can also visit the PLOS Reviewer
Center for peer review gudes, tips, and other resources,

You may submit your comments online at Submit Recommendation. It is very important to
submit your review through the clectronic system rather than by email. If vou do not have vour
username and password, they can be retrieved by clicking the Send Username/Password button

in Editonal Manager.



We would also like to remind yvou about the PLOS ONE editorial criteria, which focus on the
technical aspects of a study rather than more subjective evaluations of issues like "impact’ or
"interest level'. In essence, PLOS ONE wishes to publish ANY report of scientific research that
will make a valid contribution to the scientific record.

To be accepted for publication in PLOS ONE, research articles must satisfy the following
critera;

1. The study presents the results of original research.

2, Results reported have not been published elsewhere.

3. Expenments, statistics, and other analyses are performed to a high technical standard and are
described in sufficient detail.

4. Conclusions are presented in an appropriate fashion and are supported by the data.

5, The article is presented in an intelligible fashion and is written in standard English.

6, The research meets all applicable standards for the ethics of experimentation and research
integrity.

7. The article adheres to appropriate reporting guidelines and community standards for data
availability.

Therefore, your evaluation of this submission and your recommendation to the Academic Editor
should focus on the scientific soundness of the work. Concerns that the work 15 lacking in

novelty, impact, or interest should not be taken into account. Please visit our website for more
information about PLOS ONE.

For additional guidance, please visit our revigwer guidelings.
With kind regards,

PLOS OMNE
plosoneiaplos.org

Mote: An iCalendar file is atached to this email which can be used o set a reminder for this
review on your default calendar (Outlook, Apple Calendar, Google Calendar, ete.).

In compliance with dote protection regquliotions, you may request thot we remove your persongl registration detolls
at any time. [Remove my information/details]. Please confact the publication affice if yow have any questions.
Send Kirnarx, Peter (MIH/FIC) [E] </0=EXCHANGELABRS/OU=EXCHANGE ADMINISTRATIVE GROUP
[FYDIBOHFEISFOLT ) CH=RECIFIENT SN = E4ECF449BD T4 BASFDSESCEDAA D4 T B4-KILMARNFH >

Muriddin, Fajar (NIH/FIC) [C] fo=ExchangéLabe/ou=Exchangs Administrative Groug
Recipient: [FYDIBOHFZISPOLT) on=Recipientson=390632678692432chd 7767865304 1 dBb-nuriddindb

«fajar, nuriddininib.gow >
Sent Date: 20150068/19 16:88:03
Deliverad Data: 2019008719 18:17:00




PLOS ONE

Voluntary Medical Male Circumcision fnr HIV pmvarrﬂun among adolescents in Kenya:

unintended consequences of pursui ce-delivery targets
-Manuscript Draft-—

Manuscript Mumber: PONE-D-19-0357 1R

Aurticle Type: Reseanch Ariche

Full Tite: Vipbuendary Medical Male Clircumcision for HIV prevention among adolescenis in Kenya:
unindanded consequences of pursuing service-delivary tangets

Sheon Titha: VIAMC and unintended consequences of sensce-dalivery largets in Kenya

Corrasponding Author: Adam Gilibanson

Facific Instilute for Research and Evaluation
Chapel Hill, Morth Carolina UNITED STATES

Heywords: voluntary medical male crcumcision; YMBC: tangets: public health interventhsn
targats; HIY prevention; VMME mobillzation; VMME demand creation; YMBC
sensdtization; publkc heaith iMervention; senice-delivery largets; VMO recruitment;
Eihics; Kenya, wesiern Kenya, qualifative research

Abslract: Absiract
Viodundary medical male circumciion (VMC) provides significant reductions in the risk
of female-to-male HIV transmission, Since 2007, YMMC has been a key componant of
the United Stafes President's Emergency Flan for AIDS Refefs (FEPFAR) sirategy o
mitigate the HIV eplidemic in countries with high HIV prevalence and kow circumcision
rates. To ensure intended effects, PEPFAR sets ambitious annual circumcision targets
and provides funding 1o mmplemeniation pariners o deliver kocal WVIAME senvices. in
Henya o date, 1.9 milion mabes have bean crcumclaad; in 2017, 60% of circumcisions
weare among 10-14-year-olds. We conducied a qualitative feld study to leam more
about VIAMC program mplamentation in Kenya,

The shudy setling was a region in Kenya with high HIV prevalence and low mala
circumcision raies, From Manch 2017 throwgh April 2018, we camied ou in-depth
inieniews with 20 WMBAC siakeholders, including “moblizers”, HIV counsalors, clinical
providers, schoofleachers, and polcy professionals, Additionally, we underiook
ocheervation sesslong at 14 VMME clinlcs while sendces were provided and observed
maobilization activities at 13 community venues including, two schools, fowr public

markeiplaces, two fishing villages, and five inland villages, Analysis of inlenies
transcripts and observation field notes revealed multiple unintendad consequences

Enkiad fo tha pursult of tangets. Ebbs and fiows in the avallability of schoocl-age youih
iogether with the drive io meel tangeds may result in Increased burdens on elinlcs, long
walls for care, polentially misleading mobilzation practices, and deviations from the
standand of cane.

O findings indicate shorcomings in the guality of procedunes in VMMCE programs in &
fow-resoures satting, and more impartantly, that the pursuil of ambitaous pulblic health
targets may lead o compromised service delivery, consent practices, and profocol
aderenca, Thera is a need 1o develop improved or altemative sysiems o balance the
goal of increasing senvice uplake with the responsible conduwct of YMBC.

Owder of Authors: Adam Giberison
Basrack Onglll
Frederick 5. Odongo
Denise D. Hallfors
Stuart Fennie
Daniel Kwaro
Winnie K. Luseno
Responsa o Reviewsrs: We have revised our manuscript, “Yoluniany Medical Male Circumcision for HIV

Fowared by Ediforial Managen®® and FrodueXTon Managerd® from Arigs Sysiems Comporation



Addittonal Information:
Chpestion
Financial Disclosure

preventon among adolescants in Kanya: uninended consegquencas of pursiing
sapace-delivery targets” in accordance with odr bao reviewens' recommendatsons.

These revisions inclsde those asmed 1o mask the exact kacation of this study as well as
the ndividuals and onganizations imvobved In M, Including removing the “western” from
“wesiam Kenya® in the original tithke.

To reduce the risk of deductive disclosure and protect the privacy and confidentiality of
our research parlicipants, we have revised our manuscrpt b be mientonally vague
aboad the kecation of the siudy and have made extensive effors o ensure that our
indevidual participants and their employers (VMME implementation pariners o [Ps)
cannot be kdentifled.

Response

This research was fundad by the LLS, National Institute of Mental Health grant numbiar
IR0IMH102125-0351 {Luseno, W. K., Principal Investigator)

Ender a financial disclosura stalement that  hips: Mhwww nimb.nih goviindex.shiml

describes the sources of funding for the
work incheded in this submission. Review
thia subrmission guidalines for detasled
regquirements. View published reseanch
artiches from PLOS OWE fTor specilic
BRATpES.

This statement is required for submission
and will appear in the published article if
the submission is accepbed, Please make
Siira it 15 aoowrala.

Unfunded studiss
Enter; The awhons) recevwed ng spacific
funging for fhis wank

Funded shudies

Enter a stabamant wish the follpwing detnls:

+ Inftials of tha authors who receded each
aavard

+ Grant numbars awarded to sach auihor

+ Tha full name of each funder

+ UAL of sach fundor website

+ Dhd thed sponssors o fundars plary amy role in
tha shudy dosign, daka collecton and
analysis, decison o publsh, or preparation
of the manuscripl ¥

# NG - Inchiga this senence at tha ond of
your stalemant The funders had no robg i
shudy sesign, cale collpciion and anaiysis,
decision fo pubdsh, or preparation of ihe
mantsonpd

= ¥ES - Spacify the role(s) played,

" IypeEset

Competing Interests

The funders had no role in study design, data collection and analysis, decision to
pubksh, or preparation of the manuscript.

Tha authors have declared that no competing interasts exist.

Fowared by Ediforial Managen®® and FrodueXTon Managerd® from Arigs Sysiems Comporation



Llze the instructions balow to enter a
competing mlerast staterment for this
submission, On behalf of all asuthars,
disclose any compeling interesis that
could b parcenmed (o bias this
wiork—acknowledging all finencial support
and any othdgr relevant inancial ar mon-
financial competing interegts,

This statement will appaar in the
published articls if the sybmission is
sccepled. Please make sure il is
acouraly. View published rosearch anichs
from PLOS ONE for specific examples.

MO authons hanse compaling interests

Entar: The awthors hive declared faf no
compating imlorasis axisl

Authors with competing intetests

Enter compeling interest detaits beginming
with s stabamnt:

 harve e the jaurnals palicy and the
aultars of s manusenpd have the foliowing
compating intereats. fitden compeling
infarasts hers]

" ypessnt

Ethics Statemant

Enter @&n athecs slatemeant for ths
submission. This statemant is required if
the study inrvobaesd:

= Human panlicipanis

= Human spacimeans or lissue

+ Varebrate animals or cephalopods
* Vartebrate embryos or BEsues

= Figld research

Write "TUA" If the submission does mod
require an elhics stalament.

General guldance |s provided balow,
Conzull the subrmission gulﬂalims for
delalled instructions. Make sura that all

The mstifutional revies boands of the Paciic Instiige for Research and Evaluation
{PIRE]} and tha Kenya Madical Resaarch Institlube (KEMRI) approved all study
actrvithes, Including all the indormed consent procedures described above. Locally, the
county-level Mnistries of Health and Education and the directors of each IP gave us
approval 1o conducd this reseasch.

in-depth interview paricipants were offered the oplon o provide either writben or
verbal mformed consent bo paricipabe. We regquested and were granied a waiver of
Documentation of Infermed Consent for these interviews since the only recond linking
the paricipand and the ressarch would be the consent document and the pancipal risk
would be potential harm nesulting from a breach of confidentiality. The type of informed
consant (verbal or writben) for each paricipant was recorded in a file by a ressarch staff
meamier. Mos! inMeraewees (28 of the 29) chose writllen consent, Signad consent
forms ware stored securely at KEMRI.

W also conducted observation sessions within WVMME clinics and during mobilization
actritees in non-chinecal setfings (e.g., fishing villages, schaols, markets). Research
staff provided information about the study to thase i charge of VMBC facilities, VMBC
recruiters known as “mobilizers” provided verbal informed consent 1o participate, which

Fowared by Ediforial Managen®® and FrodueXTon Managerd® from Arigs Sysiems Comporation



information enterad here s incledad In the #a3% nobed'confirmed by our research stafl who followed a scog for administering

Mathods section of the manuscript.

Formal for spacific study types

Human Subject Research (Fvoling human

participants andior tissue)

o Give tha rame of the instiluional review
board or ethics commilles that approved the
study

« Inchsde the approwal number andior
slatemant indicating approval of this
rEspaech

o Indicate the farm af consent abtained
hi'l'ﬂ!ﬁl'ﬂ"] of the raasan thal consenl was
not oblained [e.9. Ihe data wers analyzed
ananymously)

Animal Ressarch (irvobing verisbrate

arimals, embryos of Hssues)

o Provide the name of the Inslitutional Armal
Care and Use Committes (ACLUC) o olfer
rslevant eihics baard that reviewsd the
stuty prolocel, and indicats whether By
appeovad Lhis resaarch of granbesd a fomal
waiver ol sthical approval

'|Iﬁ.ﬂ&ﬂﬁww if cene was
abtained

o I e stucy invobved mon-urman prmles,
add additional dertais about anirmal wallare
and sbeps taken o amelorale suferng

o If anesthesia, suthanasia, or any kind of
animal aacrifics is pan of the sludy, nchde
refly which subrtances andior methods
wara applied

Field Resaarch

Include the feslowineg ditais i this study
involves the collection of plant, animal, or
alhir materats fam o natural setling:

« Fiald pesrit rurriber

o Marma of the institution or relevant body that
aramed permission

Data Avaiability

Authors are reguined to make all data
undirtying the findings describad Tully
avallable, without restriction, and from the
tirme of publication. PLOS allows rare
exceptions lo address legal and ethical

informed consent procedunes). We sough, and were granted, a Walver of
Documentation of Infermipd Consaend for the recruibers andfor mobilizers based on e
reason that the research presented no more than minimal risk of hamm o subjects and
involvid no procedures for which wrillen conséend is normally required cutssde of the
research conlext (See Intematonal Ethical Gusdesines for Heallh-related Ressarch
Imealving Humans, CIOMS, 2018, Guideling 9, p, 34-35, hitps-idoms.chiwp-
conbenliuploads 01 701 WEB-CIOMSE-EthicalGuidelines pdf).

Concemang the observations that took place at WVMMCE clinics and during mobllization
activilis i public spaces, neither writlen nae verbal consent was sought fram VRMMC
clients or their parents since they were cbeerved in the context of & clinic wibch in this
par of Kenya i a de facio public space, and saaking formal consenl was nof feasibhe.
Siudy stafl approached a cinical officer (or another stafl member who could authorize
our resgarch activity) at the clinic to explain the ressarch project and the propased
obsarvation. Prior 1o in-school observation sesskons, school authorites and teachers
wara informed about the reseanch and gave us parmission o conduct he reseanch
activitkes. We soughl and received a waiver of mformed consent for adolescents and
their pasents (if in attendanca) as well as from ather individuals in allendance at the
clinic (e.g., dociors, nurses, eic.) lor the following reasons: the nature of this part of the
resaarch was cbservalional and low risk; we wane nal collacimg individual-leval data;
the walver would not adversely affect their iights and welfare; the obserational data
could nod be feasibly collected without the waiver; he research had impodant sacial
value; and the only identifiable record linking the participant and the research would be
the consent document, crealing a principal risk for potential harm from a breach of
confedentiality. Thes waiver is also consisiant with the gubdance in the Internaticnal
Ethical Guidelings for Health-Relaled Ressarch Imaokving Humans (2016) by the
Council for Internatonal Organizations of Medical Sciences (CIOMS, Guideline 10,
p.3T). The ethics commitiess ai the Paciic Instilute for Research and Evaluation
{FIRE) and the Kenya Medical Research Instiube (KEMRI} both approved all cur
consend procedures,

Mo - some restrictons will apply

Fowared by Ediforial Managen®® and FrodueXTon Managerd® from Arigs Sysiems Comporation



concerns. Sea the PLOS Dada Polcy and
FAQ for detailed information.

A Data Availability Statemant describing
where the dala can be found |5 required a
submission, Yo answers bo this question
constitute the Data Avadlabdity Staiermend
and will be published in the ariicle. if
acceplad.

Important: Stating ‘data availabla on request
trom the aasthor s not swuificient, If your daga
ane only available upon reqguest, salect 'No' for
the firs gueston and sxplain your exceplional
shuatson in the baxt Do

Do the suthors confirm that all data
underying the findings described in thedr
manuscrpt are fully awvadable wilhout
resbrcton?

Dascriba whare tha data may ba found in
full santencas. If you are copying our
samphs text, replace any instances of 300K
with the appropriate details.

= i the data ane held or will be held In a

public reposiory, include LIRLs,
accession numbers or DO, H this

informaticn will only be available after
acceptance, indicate this by toking the
box below, For example: AN XXX fes
ane avallable from the XXX database
{accession numbers) XXX, XXX},

« [ the dala are all contained within the
manuscript andfor Supporting
Information files, enter the following:
Al redevant dada are within tha
manuscrpt and ifs Supporing
Information fles.

= I neither of these applies but you ara
able 1o provide details of access
elsewhara, with or without limdatons,
plaase do s0. For exampla:

Drata cannof be shared publicly because
of (XXX Dais are avaifable from the
XMK tnstilutional Dala Access / Efthics
Commities {coniact wia XXX) for
resaarchers who maal the crilana for
Access o confidantial data.

We conducied a small, qualitative sfudy thal gathared sensitive data wia in-parson, in-
depth inerviews and field observalion sessions. Our partcipants were VIAME
stakeholders inchedng VMMG policy professionals, clinical service providers {a.q.,
surgeons, nurses, infection prevention officers), YMMC and HIV counsellors, local
school beachars, and VMMEC clent recruiters known as “mobilizers”, Idenlification of
pariicipanis through deductive disclosure could lead to harm, particularly harm to
Fvelihood and reputation,

To reduca the rsk of deductive disclosure and protec! the privacy and confidentiality of
our research particspanis, we have revised our manuscript to be infenbonally vague
aboad the exact kcalion of the study. Howaver, if our data are made publicly available,
even i an ancnymezed form, there remains a nsk that the paricipating stakeholders
andfor their employars (local NGOS thal recaive funding as “Implementation Parinars”
from PEFFAR, atc. to camy oul circumcisions in Kenya) could be identified. This sk of
derchsctive dischosure was our reviewers' fop concem. As such, thera are strong ethical
reasons not to make our data publicky available,

Based on advice from our Instilutional Review Board (IRB), we have determined that
wa cannot maka the data pubBcly avadable bacawse wa did not obtain consent from
owr partscipants to share thelr data for other research purposes, Comact information for
tha PIRE IRE is: Elysia Oudemans-Tilley, Director of Research Inlegrty and
Complance, FIRE, phone 301-T55-2T57, cudemans{Epire. org.
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Abstract

Voluntary medical male circumcision (VMMC) provides significant reductions in the risk of
female-to-male HIV transmission. Since 2007, VMMC has been a key component of the United
>tates President’'s Emergency Plan for AIDS Relief's (PEPFAR) strategy to mitigate the HIV
epidemic in countries with high HIV prevalence and low circumcision rates. To ensure intended
effects, PEFFAR sets ambitious annual circumcision targets and provides funding to
implementation partners to deliver local VMMC services. In Kenya to date, 1.9 million males
have been circumcised; in 2017, 60% of circumcisions were among 10-14-year-olds. We
conducted a qualitative field study to leam more about VMMC program implementation in
Kenya.

The study setting was a region in Kenya with high HIV prevalence and low male circumecision
rates. From March 2017 through April 2018, we carried out in-depth interviews with 29 VMMC
stakeholders, including “mobilizers™, HIV counselors, clinical providers, schoolteachers, and
policy professionals. Additionally, we undertook observation sessions at 14 VMMC clinics while
services were provided and observed mobilization activities al 13 communily venues including,
two schools, four public marketplaces, two fishing villages, and five inland villages. Analysis of
interview transcripls and observation field notes revealed multiple unintended consequences
linked to the pursuit of targets. Ebbs and flows in the availability of school-age youth togethar
with the drive to meet targets may result in increased burdens on clinics, long waits for care,
potentially misleading mobilization practices, and deviations from the standard of care.

Our findings indicate shoricomings in the quality of procedures in VMMC programs in a low-
resource setting, and more importantly, that the pursuit of ambitious public health targets may
lead to compromised senvice delivery, consent practices, and protocol adherence. There is a
need o develop improved or alternative systems to balance the goal of increasing service
uptake with the responsible conduct of VMMGC.



From: =peter. kimar@neh.gov=
Ta: Nuno Gaspad <ngaspar@iissd g
Subject: Re: YMMC and HIV prevaience in Tebe
Dabe: 201H0808 06 365;54
Priority: Normal
Type: Note

Thanks Nuno,
On Aung 9, 2019, at 4:51 AM, Nuno Gaspar <ngasparfausaid. gov=-wrote:
Hi all,

Apologies for not responding sooner but | have been out in the field.
We will revert to you soon on this,

Best,

M

Enviado do meu iPhone

Mo dia 09082019, as 09:08, Shannon Young <shyoung(@usaid.gov=escreveu:

Hi Nuno - just checking in 1o see if you were able to respond to this request for information,
Best,

Shannon Young

Davision Cheef - HIV/AIDS &TB

Integrated Health Office
LS. Agency for International Development - Mozambique

Mkl oo mema |
Office: 4258 2135 2097

mereemeeee FoOrwarded message ---------

From: Malimane, Inacio (CDCDDPHSIS/CGH/DGHT) <vema cde, gov=>
Date; Mon, Jul 29, 20019 at 11:26 AM

Subject: RE: VMMC and HIV prevalence in Teie

To: Kilmarx, Peter (NIH/FIC) [E] <peter.kilmarx(@nih.gov=>, Singer, Daniel {Dan)
(CDC/DDPHSIS/CGH/DGHP) <dpsd{acde.gov>, Greenberg, Seth




<sgreenbergiausaid. gove, shyvounglausaid.gov <s ferusaid govs
Ce: Nuno Gaspar <ngasparfausmd. goyvs

Thanks, Dan and Peter.

I have included Nuno Gaspar who is the VMMC POC at USAID and may assist on providing the
VMMC data from Tete province.

Best,

Inacio

Ingcio D. Malimane, MDD
Prevention Deputy Branch Chiel
Centers for Disease Control and Prevention

=== Lell | IMalimane(@ede.gov
+258 21 31 4747/48 office | +258 21 31 44 60 fax

Tth Floor, JAT Complex 4, Av. 267 Zedeguias Manganhela
Maputo, Mozambigue

From: Kilmarx, Peter (NIH/FIC) [E] <peter.kilmarxi@nih.gov=

Sent: Sunday, July 28, 2019 2:20 PM

To: Singer, Daniel (Dan) (CDC/DDPHSIS/ CGH/DGHP) <dpsdiacde. gov>; Greenberg, Seth
<sgreenbergiausaid gov>; Malimane, Inacio (CDC/DDPHSIS/CGHDGHT)

yrmMacde. gove: shyoungimusaid. gov

Subject: RE: VMMC and HIV prevalence in Tete

Hi all and thanks in advance for any information. Dan describes the question well, Tt would be
surprising if the province with the lowest prevalence of MC has the lowest prevalence of HIV.
I"'m told the MC estimates may be inaccurate and there is actually a lot of raditional MC.

Thanks,
PE

From: Singer, Damel (Dan) (CDC/DDPHSIS/CGH/DGHP) <dpsdfa cdc.gov
Sent: Saturday, July 27, 2019 10:53 PM

To: Greenberg, Seth <sgreenbergfusaid gov=; Malimane, Inacio
(CDC/DDPHSIS/CGH/DGHT) <vrm®@ede. gov>; shyoungfa usaid. gov

Ce: Kilmarx, Peter (NIH/FIC) [E] <peter. kilmar @b, gove=

Subject: VMMC and HIV prevalence in Tete

Shannon, Seth, and Inacio,



Peter Kilmarx (cc'd) is the deputy director of the Fogarty International Center at NIH. He wrote
to me inquiring on why the HIV prevalence in Tete is so low when the VMMC rate there is also
low. As you know, there is a small group of people who think that male circumcision is immoral
or abusive, and they are (apparently) making the argument that Tete proves VMMC is not
necessary to control HIV,

Peter can clarify/correct the details of the discussion, but he is very interested in understanding
what really drives the HIV epidemic in Tete and whether there is any truth to this apparent
disparity. Could you provide him updated data and some context to help in a very difficult back-
and-forth with some "intactivists"?

Please loop in anyone else appropriate from your teams.

And warm regards from Almaty.

Dan

Daniel A. Singer, MD, MPH, FACP

Regional Director for Central Asia
LLS, Centers for Discase Control and Prevention -
Almaty

. pobi E-mail: dsi ngerircde. pov
Descniption: Description:

Description: Deseription:
Deserniption; Description;
CDC logo for email aw

Enviado do meu iPhone

Mo dia 200072009, 45 11:26, Malimane, Inacio (CDC/DDPHSIS/CGH/DGHT)
ﬂ'ﬁﬂﬂ{g‘-cdc.gwbmmmu:

Thanks, Dan and Peter.

| have included Nuno Gaspar who is the YMBMC POC at USAID and may assist on providing the VEIMC
data from Tete province,

Best,

Imacia

Inacia D). Malimane, MD
Prevention Deputy Branch Chief
Centers for Disease Control and Prevention

fﬁ:ﬁ Wi rell | IMalimane@cde gov




+258 21 31 4747 /48 office | +258 21 31 44 60 fax
7th Floor, JAT Complex 4, Av. 267 Zedequias Manganhela

Maputo, Mozambigque

From: Kilmarx, Peter (NIH/FIC) [E] <peter.kilmarx@nih.gov>

Sent: Sunday, July 28, 2019 2:20 PM

To: Singer, Daniel {Dan} (COC/DDPHSIS/CGH/DGHP) <dpsd@cde gove; Greenberg, Seth
<sgreenberg@usaid. gove; Malimane, Inacio (CDC/DDPHSIS/CGH/DGHT] <vwrm3@cdc.gove;

shyoung@usaid gov
Subject: RE: VMMC and HIV prevalence in Tete

Hi all and thanks in advance for any information. Dan describes the question well. It would be surprising
if the province with the lowest prevalence of MC has the lowest prevalence of HIV. I'm told the MC
estimates may be inaccurate and there is actually a lot of traditional MC.

Thanks,
FK

From: Singer, Daniel [Dan) (COC/DDPHSIS/CGH/DGHP) <dpsd @ ode. gov

Sent: Saturday, July 27, 2019 10:53 PM

To: Greenberg, Seth <sgreenberg@usaid.gove; Malimane, Inacio (COC/DDPHSIS/CGH/DGHT)
WrmAE cd. gove; shyoungi@usaid. gov

Ce: Kilmarx, Peter (NIH/FIC) [E] <peter.kilmarxi@@nih. gov>

Subject: VMMC and HIV prevalence in Tete

Shannon, Seth, and Inacio,

Peter Kilmarx (cc'd) is the deputy director of the Fogarty International Center at NiH. He wrote
to me inquiring on why the HIV prevalence in Tete is so low when the VMMC rate there is also
low. As you know, there is a small group of people who think that male circumcision is immoral
or abusive, and they are (apparently) making the argument that Tete proves VMMC is not
necessary to control HIV,

Peter can clarify/correct the details of the discussion, but he is very interested in understanding
what really drives the HIV epidemic in Tete and whether there is any truth to this apparent
disparity. Could you provide him updated data and some context to help in a very difficult
back-and-forth with some "intactivists"?

Please loop in anyone else apprapriate from your teams.

And warm regards from Almaty.

Dan



Daniel A, Singar, MD, MPH, FACP

Regional Diractor for Candral Asia
LS, Centers for Disease Control and Prevention - Almaty
E-mail: dsmgeriiodc goy

ripticn: ripkiom:

logo for email aw

Sender: <peter kilmar@nih.govs
Recipient: Nuno Gaspar <ngaspar@usad. gavs
Sent Dabe: 201%/08/09 06:36:53
Delivered Dabe: 201%/08/09 06:36:54
Massage Flags: Ursent



Kimars, Peter (NIH/FIC) [E] </ 0= EXCHANGELAES/OLU = EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFEISPOLT ) CH=RECIPIENTSA M = E4ECR-0 B0 A0 RASFD SAS CROAA D T B4- KILMARNFH =

Toe Timothy Mastro < TMastro@thils.onge

Subject: RE: Male oirc pubs this veeek: Poychal distress in Uncinc'd; AToDIC disaase in mentad Sendss; Burkesd
penis and penile cancer; Adverse events kow in VMMC; Paraphimosis; Sipper

Date: 2019068706 16:21:00
Priority: Momal
Type: Nole

From:

Foreskin-sparing rescus?

From: Timothy Mastro <ThMastro@fhi360.org>

Sent: Tuesday, August &, 2019 4;13 PM

To: Kilmarx, Peter [NIH/FIC) [E] <peter kilmars@nib gov>

Subject: FW: Male circ pubs this week: Psychol distress in uncirc'd; Atopic disease in mental stenosis;
Buried penis and penile cancer; Adverse events low in VMMC; Paraphimosis; Zipper

Penile foreskin trapped in a zipper: what to do?

| saw the movie.

From: Brian Morris <brian.morris@sydney edu.au>

Sent: Tuesday, August 06, 2019 4:07 PM

To: shlank@health.nyc. gov; michael brady@nationwidechildrens.org; diek@u washington.edu;
bicethics@Eaap.org; Andrew Freed man@cshs.org: maxwell@email.chopedu; ealden@aap.net; Timothy
Mastro <TMastrof@thi360.org>; Patrick Sullivan <pssullii@emory. edu> michaskd@chw.edu.au;
Eowilliams @ unsw, edu,au; annem3@chw, edu au; megp@Echw edu,au; davidsi@chw edu,au; David Isaacs
<david.isaacs@sydney.edu.au; frank.oberklaid@rch.org.au; spencer.beasley@cdhb. health.nz;

ey mlchanl

<patrina.caldwell@sydney.edu.au>; catherine.cole@ health.wa.gov.au; paediatricsi@markdesouza.net;
s.dennyi@auckland.ac.nz; daryl efron@rch.org.au; Hasantha Gunasekera
<hasantha.gunasekera@sydney.edu.au>; Andrew Holland <andrew. holland@sydney. edu.au>;

Joshua kausman@rch.org.au: cdniod. met.aw: Craig Mellis <craig. mellis@sydney. edu.au>;

david. reith@otago.ac mfmﬂﬂm AT admin@wyndhamaice, com.au

Subject: Male circ pubs this week: Psychol distress in uncire'd; Atopic disease in mental stenosis; Buried
penis and penile cancer; Adverse events low in VMMC; Paraphimosis; Zipper

AIDS Behav. 2019 Aug 2. doi: 10.1007/510461-019-02620-7. [Epub ahead of print]
Consent Challenges and Psychosocial Distress in the
Scale-up of Voluntary Medical Male Circumcision Among
Adolescents in Western Kenya.




Luseno WK', Field SH?, Iritani BJ*, Rennie 5, Gilbertson A2, Odongo F5*, Kwarg D, Ongili

B*, Hallfors DDR.

Author information

1 Pacific Instilute for Research and Evaluation (PIRE), 101 Conmer Dr., Suite 200, Chapel Hill, NC, USA.
wiksenoi@ipire.ormg.

2 indepandent Statistical Consultant, Chapel Hill, NG, LSA,

3 Pacific Institute for Research and Evaluation (PIRE), 101 Conner Dr., Suite 200, Chapel Hill, NC, USA,
4 Depariment of Social Medicine, University of Morth Carolina al Chapel Hill, Chapel Hill, NG, USA.

5 Kenya Medical Research Institute (KEMRI), Centre for Global Health Research, Kisumu, Kenya,
Abstract

In pricrity sub-Saharan African countries, on the ground observations suggest thal the success of
voluntary medical male circumcision (WVMMC) programs should nol be based solely on numbers of
males circumcised. We identify gaps in the consent process and poor psychosocial oulcomes
amaong a key target group: male adolescents. We assessed compliance with consent and assent
requirements for VMMC in western Kenya among males aged 15-19 (N = 1839). We also examined
differences in quality of life, depression, and anticipated HIV stigma between uncircumcised and
circumcised adolescents. A substantial proportion reported receiving VMMC services as minors
without parent/quardian consent. In addition, uncircumcised males were significantly more likely than
their circumcised peers to have poor quality of life and symptoms of depression. Careful monitoring
of male adolescents’ well-being is needed in large-scale WYMME programs. There is also urgent need
for research to identify effective strategies to address gaps in the delivery of VMME services.

KEYWORDS:
Adolescent males; Adolescent well-being; Informed consent; Kenya; Voluntary medical

male circumcision
FPRID: 31375867
DOf: 10,1007 510461 -019-02620-7

Nove re the following article: There was no difference in circumeision rate between boys with
and those withoul meatal stenosis,

https:Swww. nchinlm.nih.gov/pebmed’3 1 3T32 83

1 Pediatr Surg, 2019 Jul 22. pii: S0022-3468(19)30466-X. doi: 10.1016/.jpedsurg.2019.07.011.
[Epub ahead of print]

Increased risk of atopic diseases in boys with meatal stenosis: a

possible pathophysiological relation.

MNabavizadeh B, Akban P, Ladi Sevedian 55', Nabavizadeh R, Kajbafzadeh AM?.

Author information

| Pedintric Urology and Regenerative Medicine Research Center, Children's Medical Center, Tehran University of
Medical Sciences, Tehran, lran.

2 Depanment of Urology, Emory University School of Medicine, Atlanta, GA, USA,

3 Pediatric Urelogy and Regenerative Medicine Research Center, Children's Medical Center, Tehran University of
Medical Sciences, Tehran, Iran. Electronse address; kagbaGrlivsina tums ae,ir,

Abstract

PURPOSE:
To evaluate the role of atopy (i.e. atopic dermatitis, allergic rhinitis, asthma, and food
allergies) and its consequences on developing meatal stenosis in boys.



METHODS:

After obtaiming ethics approval from institutional review board, a retrospective chart review
was conducted to gather records of patients with meatal stenosis {Group A) presented to our
pediatric urology center between August 2012 and May 2016, History of any allergic
reactions including allergic rhimitis, asthma, skin, food and drug allergies was considered as
positive history of atopy. A control group of children referring to our center due to other
etiologies were considered as control group (Group B). Data were analyvzed using student t-
test and Chi-square test.

RESULTS:

During the study period, a total of 206 boys (mean age 41.01 months) were assigned to group
A and 221 {mean age 35.56 months) to group B. 126 (61.16%) boys had history of allergic
reactions in group A compared to 29 (13.12%) in the control arm (group B). Patients with
meatal stenosis have a significantly higher (P-value <0.001) likelihood of suffering from
allergic reactions.,

CONCLUSIONS:

The pathophysiology of meatal stenosis remains not fully understood vet, This study reveals
a significant relation between hypersensitivity reactions and meatal stenosis in boys.
Persistent inflammation in meatal area could potentially lead 1o scarring and stenosis,
However, more investigation 15 required 1o elucidate this pathophysiology.

TYPE OF STUDY:
Case-control study.

LEVEL OF EVIDENCE:
Level I11.
Copynght © 2019 Elsevier Inc. All rights reserved.

KEYWORDS:
Allergy; Atopy; Circumcision; Meatal stenosis

PMID: 31375263
D08 10, 10 181 jpedsung 2018 07011

Naerter e the following article: Pemle cancer 15 most commonly seen in uncircumcised men with
phimosis. However, this study finds that circumcised men who suffer from buried penis can also
develop penile cancer.

hips:/fwww. nebinlm, nih. gov/pubmed’3 1 369750

Urology. 2009 Jul 29. pi: SO090-4295( 19130682-X. doi: 10.1016/.urology. 2019.07.019. [Epub
ahead of print]

The Prevalence of Penile Cancer in patients with Adult

Acquired Buried Penis.

Pekala KR, Palzman D¢, Theisen KM, Rogers D, Maganty A2, Fuller TW?, Rusilko PJ2,
Author information




1 Department of Urology. Electronic address: pekalak@upmo.adu,
2 Department of Urology.

3 University of Pitisburgh School of Medicine,

Abstract

OBJECTIVE:

To determine the prevalence of penile cancer in patients with adult acquired buried penis. Penile
cancer is a rare but aggressive cancer, Several case reports have recently been published that
indicate that adult acquired buried penis (AABP) may increase the risk of penile cancer.

MATERIALS &METHODS:

A retrospective review was conducted of adults diagnosed with AABP and penile cancer between
1/2008 and 12/2018 seen at a tertiary referral center. Demographics including age, BMI,
comorbidities, etiology of AABP. smoking history, circumcision status, and premalignant lesions
(condyloma, lichen sclerosus (LS) carcinoma in situ (CIS)) were recorded. For patients with penile
cancer, AJCC staging, grade, THNM Staging and treatments were recorded. Basic descriptive
statistics were performed for the overall cohort, We used Chi-square lests and Fisher exact tests (o
compare differences between patients with benign pathology and patients with malignant or pre-
malignant pathobogy.

RESULTS:

We identified 150 patients with the diagnosis of adult acquired buried penis. The prevalence of
penile squamous cell carcinoma was seven percent, There was a 35% rate of premalignant lesions,
This study is limited by its retrospective and single-institution nature.

CONCLUSION:

AABP is a condition that incorporates multiple risk factors for penile cancer. The prevalence of penila
cancer appears to be higher in patients with AABP, however more data is needed to confirm these
initial findings. Patients with AABP should be counseled on these risks and should be considered for
buried penis repair il a physical exam cannot be performed.

Copyright € 2019, Published by Elsevier Inc.

KEYWORDS:

Adult acquired buried penis; Hidden penis; Penile cancer, Squamous cell carcinoma
PREDy; 31368750
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1 Int AIDS Soc. 2019 Jul;22{7%:e25369. doi: 10.1002/jia2.25369.
Adverse events in a large-scale VMMC programme in

Tanzania: findings from a case series analysis.

Hellar A', Plotkin M-, Liga G*, Mwanamsangu A', MEungume 5°, Chnstensen A, Mushi 1°, Machaku
M, Maokola T, Mlanga B, Curran K*,

Anithar information
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5 Johns Hopkins Universaty Bioomberg School of Public Health, Baltimore, MDD, LISA,




Abstract

INTRODUCTION:

Adverse events (AEs) rates in voluntary medical male circumcision (VMMCUO) are cntical
measures of service quality and safety. While these indicators are key. monitoring AEs in
large-scale VMMC programmes is not without challenges. This study presents findings on
AEs that occurred in eight years of providing VMMC services in three regions of Tanzania,
to provide discussion both on these events and the structural 1ssues around maintaining safety
and quality in scaled-up VMMUC services,

METHODS:

We look at trends over time, demographic characteristics, model of VMMC and type and
timing of AEs for 1307 males who expenenced AEs among all males circumeised in Tabora,
Njombe and Iringa regions from 2009 to 2017, We analysed deidentified client data from a
VMMC programme database and performed multivanable logistic regression with district
clustering to determine factors associated with intraoperative and postoperative AEs among
VMMC clients.

RESULTS AND DISCUSSION:

Among 741,146 VMMC clients, 0.18% (1307/741,146) experienced a moderate or severe
AE. The intraoperative AE rate was 2.02 per 100,000 clients, and postoperative rate was 2,29
per 1000 return clients. Multivariable logistic regression showed that older age (20 to

29 years) was significantly associated with intraoperative AEs (aOR: 351, 95% CL: 1.1 7 o
10.6). There was no statistical significant difference in AE rates by surgical method. Mobile
VMMC service delivery was associated with the lowest risk of experiencing postoperative
AEs (aOR:0.64, 95% CI: 0.42 to 0.98). AE rates peaked in the first one to three years of the
programme and then steadily declined.

CONCLUSIONS:

In a programme with robust AE monitoring methodologies, AE rates reported in these three
regions were very low and declined over time. While these findings support the safety of
VMMC services, challenges in reporting of AEs in a large-scale VMMC programme are
acknowledged. International and national standards of AE reporting in VMMUC programmes
are clear. As VMMC programmes transition to national ownership, challenges, strengths and
learning from AE reporting systems are needed to support safety and quality of services.

D 2019 The Authors. Joumal of the Intemational AIDS Society published by John Wiley &5o0ns Lid on
behalf of the Intenational AIDS Society.

KEYWORDS:

HIV prevention; Tanzania; adverse events; intervention; quality; safety; voluntary medical male
circumcision

PMID: 31368235
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Urgl Case Rep. 2019 Jul 16;26: 100967, doi: 10.1016/j.eucr.2019. 100967, eCollection 2019 Sep.
Double scrotum? A rare ignored paraphimosis - Case

report.

Mizhra DK, Eajenthiran V2, Vinod Kumar Beddy T', Agarwal M52,

Author information

1 Global Rainbow Healthcare, Agra, India,
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3 Department of Urology, Global Rainbow Healthcare, Agra, India,

Abstract

Paraphimosis is usually acute painful condition. Delay in medical attention might result in dreaded
complications like gangrene and auto-amputation. Very rarely patient might present late with large
painiess paraphimosis as in our case just because it interrupls intromission despite saftisfactory
painless erection,

KEYWORDS:

Circumcision; Paraphimosis
FRED: 31367524

PRCID: PMCEESGEED

DOk 101006 ayce 2019 100567
Frea PMC Articlo

Lirgd J, 2009 Jul 30, doi: [ﬂ.EZﬂ.}?.fuj.»{liﬂ,i‘JT-i. [i:f]'.m'l:t ahead of print]
A Comparative Study on the Efficacy of Four Types of

Circumcision for Elderly Males with Redundant Prepuce.
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Abstract

PURPOSE:

Circumcision i1s a common human urologic surgery performed in males with redundant prepuce {o
prevent the transmission and reduce the risk of urologic diseases. However, the optimal circumcision
method for elderdy men remains o be determined. Herein, the current study was conductied to
characterize the efficacy of four different kinds of circumcision for elderly males with redundant

prepuce.

METHODS:

This retrospective study included 132 elderly males diagnosed with redundant prepuce who
underwent circumcision at the outpatient department. Among them, 38 cases were subjected 1o
traditional surgery (Group A), 23 cases to sleeve circumcision (Group B), and 42 cases to Shang
Ring circumcision (Group C) and 28 cases to suturing device circumcision (Group D). Subsequently,



the operation time, loss of bood, postoperative pain, complications, wound healing, and the
satisfaction were respectively compared and analyzed.

RESULTS:

The operation time of these 4 groups was calculated to be 27.3 £ 2.39 min, 304 £ 223 min, 6.3 ¢
1.33 min, 7.6 £ 1.29 min, in Group A, Group B, Group C, Group D, respectively (P <0.05). Besides,
the loss of blood was 15.6 £ 2.84 mL, 1182 1.73 ml, 1.3 £ 0.44 mL, 3.7 £ 1.41 mL, respectively (P
<(.03). The elderly males who underwent Shang Ring circumcizion exhibited the highest
postoperalive pain score, the longest pain duration, the longest healing time, the lowest recovery
satisfaction rate and the highest operation experience satisfaction rate (P <0.05).

CONCLUSION:

Taken together, all four types of male circumcision present with advantages and drawbacks. The
traditional male circumcision and sleeve circumcision led to konger operalion time and more
bleading, but no additional medical eqguipment was needed, Meanwhile, the Shang Fing
circumcision caused the shortest operation time and the least bleeding, accompanied by the longest
pain duration and recovery time. Therefore, the application of sleeve circumcision or a suturing

device was recommended for elderly males suffering from redundant prepuce.
PMID: 31364008

DO 10,2203 7] w00, 4573

Frea full text

unis Med. 2017 Novembre;95(11):998-999,

Penile foreskin trapped in a zipper: what to do?

Sallami S, Zribi &, Abou El Makarim S, Touinsi H.
PMID: 20877561

[Indexed for MEDLINE]

Fres full text

Conmment re the article befow: The BMA *NTMC” guidance 15 a case in point. Astonishingly,
despite being a medical body, it claimed to be incapable of performing a review of the medical
evidence in developing its *guidance” in infant male circumcision. As a result, it relied instead on
opinion. The consequences for public health and individual well-being were thereby disregarded.

paign=thimj&utm_content=weeklv&utm_term=20190802

Distinguishing opinion from evidence in guidelines

BMJ 2019; 366 dow: hitps:idor.org 10,1 136bmj. [4606

The experience of experts can be useful when developing guidelines, but
structures need to be in place to avoid opinion being confused with evidence
Key messages

The role of experts in a guideline panel is to make judgments informed by the best available
evidence

When research evidence is not available, they can also provide expert evidence



o Expent evidence is different from expert opinion, which includes a judgment on the evidence

« Expen evidence should be collected systematically and available 1o panel members before
meetings

Circumcision Academy of Australia: hilps:/fwww circumcisionaustralia info
Circumcision Academy of Australia: hilp/'www circumcizionausiralia org
Circumcision Academy of America: hilp./lwww circumcisionamerica org

CIRCUMCISION: An Evidence-Based Appraisal
MEDICAL, HEALTH &SEXUAL

hittp:fwww circinfo. net
(Free brochures in Emglish, French, Gamman, Spanish, Dutch, Hungarian &Chinese)

Brian J, Morris, AM DSc PhD FAHA

Profassor Emearitus

School of Medical Sciencas and Bosch Instidube
Anderson Stuart Building (F13)

The University of Sydney

Sydney NSW 2006
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Reciplent: Timothy Mastro < TMastro@fhils.ong e
Sent Date: 30159/08/06 16:21:33
Delivered Date: 201906/06 16:21:00

Sender:



From: «<peter. kimarsinih,gov>

To: Malimane, Inacio (COC/DOPHSIS/CGH/DGHT) fo=ExchangeLabs/ou=Exchange Administrative Group
(FYDIBOHFEISPDLT ) on= Reciplents/on= 1 0fE9e41 b6 144000 b6 3080a5 004 9% e=-vrmd <vrmrikodc. gove

Sanger, Daniel (Dan) (CDCDDPHSISCGEH/DEHP) (o Exchangelabesou=Exchanpe Adminstrative Group
[FYCIBOHFEISPDOLT) /om=Reciplentsion=d03e 1568 1a1 480026 7R 100 514M32-dped <dpsdi@cdc.gov>;
CC: Greenbeny, Seth <sgreenbeng @usaid. govs
i

<shyoungibusaid.gov=;
Muno Gaspar <ngaspariusaid. gove
Subject: Re: VHMC and HIV prevalence in Tete
Dabe: 2019/07/20 06:23:38
Priority: Mormal
Type: Nate

Hi and thanks Inacio and Muno.

Peter Kilmarx
Fogarty International Center, NIH

Omn Jul 29, 2019, at 5:26 AM, Malimane, Inacio (CDC/DDPHSIS/CGHDGHT)
-:vnn‘-][flcd::-gm-::-wmler

Thanks, Dan and Peter.

| have included Nuno Gaspar who is the WVIMMC POC at USAID and may assist on providing the VMMC
data from Tete province.

Best,

Imacio

Indcio D. Malimane, MD
Prevention Deputy Branch Chief
Centers for Disease Control and Prevention
[otichid b igromment jcell | IMalimane@cde.gov
+258 21 31 4747 /48 office | +258 21 31 44 &0 fax
7th Floor, JAT Complex 4, Av. 267 Zedequias Manganhela
Maputo, Mozambigue

From: Kilmarx, Peter (NIH/FIC) [E] <peter.kilmarxi@nih.gov=
Sent: Sunday, July 28, 2019 2:20 PM

To: Singer, Daniel {Dan) {COC/DDPHSIS/CGH/DGHP) <dpsd @cdc.gov>; Greenberg, Seth
=sgreenbergi@usaid.gove; Malimane, Inacio (COC/DOPHSISCGH/DGHT] <vrm3@cdc goves;
shyoung@Eusaid.

Subject: RE: VMMC and HIV prevalence in Tete




Hi all and thanks in advance for any information, Dan describes the guestion well. It would be surprising
if the province with the lowest prevalence of MC has the lowest prevalence of HIV. I'm told the MC
estimates may be inaccurate and there is actually a lot of traditional MC.

Thanks,
PE

From: Singer, Daniel (Dan) ([COC/DDPHSIS/CGH/DGHP) <dpsd @cde gov>

Sent: Saturday, July 27, 2019 10:53 PM

To: Greenberg, Seth <sgreenberg@usaid.gov>; Malimane, Inacio (CDC/DDPHSIS/CGH/DGHT)
wrmI@ede. govs; shyoungi@usaid. gov

Cc: Kilmarx, Peter [MIH/FIC) [E] < r.kilmarx@nih.gov>

Subject: VMMC and HIV prevalence in Tete

Shannon, 5eth, and Inacio,

Peter Kilmarx (cc'd) is the deputy director of the Fogarty International Center at NIH. He wrote
to me inquiring on why the HIV prevalence in Tete is so low when the VMMC rate there is also
low. As you know, there is a small group of people who think that male circumcision is immaoral
or abusive, and they are (apparently) making the argument that Tete proves VMMC is not
necessary to control HIV,

Peter can clarify/correct the details of the discussion, but he is very interested in understanding
what really drives the HIV epidemic in Tete and whether there is any truth to this apparent
disparity. Could you provide him updated data and some context to help in a very difficult
back-and-forth with some “intactivists"?

Please loop in anyone else appropriate from your teams.
And warm regards from Almaty.

Dan

Daniel A, Singer. MD, MPH, FACP

Regianal Direclor for Cantral Asia
LS, Cemers for Disease Controd and Pravention - Almaty
E-mail: dsingeri@cdc.gov

Description: Description:
Description: Description:
Description: Description; CDC
logro for email aw

Sender: <peter kimarn@nih govs

Recipient: Malimane, [nacio (CDC DDPHSISIOGHDGHT) fo=Exchangelabs/ou=Exchange Administrative Group
[FYDIBOHFIISPILT ) on=FRecipients/on= 1 0fE9e4 1 bi 1 44db 3 b6 30 0a5 040 0e-vrma
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<ghyoungiiusaid goes;
Nuno Gaspar «<ngaspaniusaid. o
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Nomination of Dr. Owen Mugurungi for the Roux Prize

Final = January 30, 2019
Marre: Dr. Owen Mugurungi
Title: Director HIV and TB Department

Organization:  Ministry of Health and Child Care

Country: Zimbabowe

by rrETrTE
Ernail: el
Phone:

Describe the nominee's accomplishments and use of health evidence. (496 words, limit 500):

As Director of Zimbabwe's HIV and TB Department since 2000, Dr, Mugurungi is widely recognized as
the national leader of the HIV/AIDS response. The national program results are his results. According to
the Global Burden of Disease database, HIV/AIDS was the number one cause of death in Zimbabwe in
2000 at 833 deaths per 100,000 population. By 2017, it had fallen to numbser three at 111/100,000, an
BT decline. From UMNAIDS data, in 2000 there were an estimated 1.7 million people living with HIV
infection [PLHIV], an adult prevalence of 25.1%; 110,000 new HIV infections per year; and 120,000 AIDS-
related deaths. By 2017, the annual number of new HIV infections had declined to 41,000, a 63%
decrease, and AlDS-related deaths declined to 22,000, an B2% decrease. During that time, the incidence-
prevalence ratio declined from 0.07 to 0.03, which is the UNAIDS-defined threshold for “epidemic
contral.”

Im 2000, programs for HIV testing and treatment were in their infancy. Under Dr, Mugurungi's
leadership, by 2017, 85% of PLHIV [1.1 million} had been diagnosed, >35% of them were on
antiretroviral treatment (ART], and 81% of those on ART had an undetectable (suppressed) viral load
(2016 estimate). This represents outstanding progress towards the UNAIDS “90-90-907 goals for
achieving 90% in each of these measurements by the year 2020. In 2017 alone, 160,000 PLHIV initiated
HIV treatment and an estimated 56,000 AlDS-related deaths were averted by the national program.

Early in the 2000s, before HIV treatment and biomedical prevention interventions were widely available,
Dr. Mugurungi led a one of the few successful national programs for behavioral HIV prevention.
Longitudinal studies showed an annual HIY incidence decline from 2,1% in 2000 to 0.63% in 2010,
largely due to reduced sexual risk behavior — lower numbers of casual partners and high condom use in
non-regular partnerships. Educational messaging continues and condom use, both male and female,
rermains high in Zimbabwe.

With Dr. Mugurungi's hands-on direction, by 2017 the national program for prevention of mother-to-
child transmission of NIH [PMTCT) reached >95% coverage of HIV testing of pregnant women and 90% of
HIV-infected women received antiretroviral drugs. The MTCT transmission rate at 18 months was 7.0%;



wilthaut intervention it would be 40%. The annual number of infant infections through MTCT fell from an
estimated 26,000 in 2000 to 4,300 in 2017, an 84% decline. Dr. Mugurungi was at the forefront of
implementing evidence-based policies, for example, "Option-B+" to provide ART to all HIV-infected
pregnant women regardless of CD4 count to benefit the woman's health as well as preventing infant
infection.

Or. Mugurungi has also led an evidence-based, data-driven national program of voluntary medical male
circumdcision (VMMC), which is 80-70% effective in reducing female-to-male HIV transmission, Under his
leadership, by 2017, 1.2 million circumcisions had been carried out nationally, with more than 220,000
procedures in 2017,

In summary, Dr. Mugurungi exemplifies the ideal of using health evidence in innovative ways to improve
population health. For these accomplishments and impacts, he is truly deserving of the Roux Prize.

How has the nominee used evidence to impact health? [492 words, limit 500):

As Director of the HIV and TB Department in Zimbabwe since 2000, Dr, Mugurungi has led the HIV
response in Zimbabwe, which has been wvery strongly grounded in epidemiologic and programmatic
data, and, despite limited resources and occasional national emergencies, very successful, Dr.
Mugurungi has been a principal investigator or senior scientist in research, program implementation,
and evaluations including HIV surveillance; HIV prevention, including voluntary medical male
circumcision (VMMC) and prevention of mother-to-child transmission (PMTCT); and HIV care and
treatment. He has taken a population-wide, public health approach, always with evidence and data at
the farefront.

His department is responsible for HIV surveillance activities and for producing national and regional HIV
estimates. He has led the design and implemention of routine HIV surveillance systems and surveys and
in interpreting and disseminating the results, As one example, he led studies to transition from use of
special periodic antenatal surweys to use of routine PMTCT program records.

Dr. Mugurungi is a global leader in conducting research to develop methods for VMM that are less
dependent on clinicians and are more acceptable to men. This research has ranged from studies to
identify barriers to uptake of VMMC to development of biomedical teels and procedures for male
circumcision. With his direct involvement, the national VMMC program uses a specialized program
planning tool, VMMCE data were harmonized with nationally representative household-level data and
are monitored with weekly data from Ministry dashboards and the national District Health Information
System (DHISZ), Quality of program implementation is assessed through biannual national quality
reports.

He has led the national PMTCT program with extensive use of data and evaluation, including
development and implementation of a cell-phone based system to track infant HIV test specimens to
centralized laboratories with test results transmitted by 5M5 back to the clinic and with an SM5
notification ta the mother.

Dr. Mugurungi was a co-principal investigator on the pioneering DART trial ["Development of
AntiRetroviral Therapy”) and co-led research an more feasible approaches to HIV testing, point-of-care



equipment for CD4 measurement, and accelerated ART initiation. National surveillance and data
systemns track HIV testing, test results, initiation and retention in HIV treatment, viral load, and HIV drug
resistance at national and provincial and, for some elements, district and clinic level by sex and age
BEroup.

Dr. Mugurungi has evaluated the population-level impact of national HIV control programs with studies
hawve included in-depth, mixed-method investigations and mathematical models to interpret trends in
the HIV epidemic and to evaluate the potential impact of alternative implementation strategies.

Ongoing innovations in data use led by Dr. Mugurungi include 1} expanding the national DHIS2 system,
which captures all HIV program data, to support scale-up of an electronic health record and include data
from other disease programs and 2} implementation of case-based surveillance of new HIV infections
with behavioral risk factors as well as bio-markers to design and implement innovative and efficient
differentiated models of care, which will be crucial to access increasingly hard-to-reach populations.

Attachments [limit of five):

1. Dr. Mugurumgi's CV.

2. EXTENDED ZIMBABWE MNATIONAL HIV AND AIDS STRATEGIC PLAN (ZWASP) 2015 = 2020
DOwen)

3. Mugurungi O, Country Progress towands 90-90-90 targets: Innovative approaches to close the
gaps across the continuum of care, 90-90-90 Targets Workshop; July 22-23, 2017, Paris.

4. Publication: Gregson 5, Gonese E, Hallett TB, Taruberekera N, Hargrove JW, Lopman B, Corbett
EL, Dorrington R, Dube 5, Dehne K, Mugurungi O, HIV decline in Zimbabwe due to reductions in
risky sex? Evidence from a comprehensive epidemiclogical réview. Int | Epidemiol. 2010
Oct;39(5):1311-23.

5. Publication: Mutasa-Apolla T, Shiraishi BW, Takarinda KC, Dzangare ), Mugurungi O, Murungu J,
Abdul-Cuader &, Woodfill CJ, Patient retention, clinical outcomes and attrition-associated
factors of HIV-infected patients enralled in Zimbabwe's National Antiretroviral Therapy
Programme, 2007-2010. PLoS One. 2014 Jan 29;9(1}:eB6305.




Nomination of Dr. Owen Mugurungi for the Roux Prize

DRAFT = January 24, 2019

Marre: Dr. Owen Mugurungi
Title: Director HIV and TB Department

Organization:  Ministry of Health and Child Care

Country: Zimbabowe
Ernail: r“"‘“"”‘“"‘“”
Phone:

Describe the nominee's accomplishments and use of health evidence. (limit 500 words, currently 499):

As Director of Zimbabwe's HIV and TB Department since 2000, Dr, Mugurungi is widely recognized as
the national leader of the HIV/AIDS response. The national program results are his results. According to
the Global Burden of Disease database, HIV/AIDS was the number one cause of death in Zimbabwe in
2000 at 833 deaths per 100,000 population. By 2017, it had fallen to numbser three at 111/100,000, an
BT decline. From UMNAIDS data, in 2000 there were an estimated 1.7 million people living with HIV
infection [PLHIV], an adult prevalence of 25.1%; 110,000 new HIV infections per year; and 120,000 AIDS-
related deaths. By 2017, the annual number of new HIV infections had declined to 41,000, a 63%
decrease, and AlDS-related deaths declined to 22,000, an B2% decrease. During that time, the incidence-
prevalence ratio declined from 0.07 to 0.03, which is the UNAIDS-defined threshold for “epidemic
contral.”

Im 2000, programs for HIV testing and treatment were in their early stages. Under Dr, Mugurungi's
leadership, by 2017, 85% of PLHIV [1.1 million} had been diagnosed, >35% of them were on
antiretroviral treatment (ART), and 81% of those on ART had an undetectable (suppressed) viral load
(2016 estimate). This represents outstanding progress towards the UNAIDS “90-90-907 goals for
achieving 90% in each of these measurements by the year 2020. In 2017 alone, 160,000 PLHIV initiated
HIV treatment and an estimated 56,000 AlDS-related deaths were averted by the national program.

Early in the 2000s, before HIV treatment and biomedical prevention interventions were widely available,
Dr. Mugurungi led a one of the few successful national programs for behavioral HIV prevention.
Longitudinal studies showed an annual HIY incidence decline from 2,1% in 2000 to 0.63% in 2010,
largely due to reduced sexual risk behavior — lower numbers of casual partners and high condom use in
non-regular partnerships. Educational messaging continues and condom use, both male and female,
rermains high in Zimbabwe.

With Dr. Mugurungi's hands-on direction, by 2017 the national program for prevention of mother-to-
child transmission of NIH [PMTCT) reached >95% coverage of HIV testing of pregnant women and 90% of
HIV-infected women received antiretroviral drugs. The MTCT transmission rate at 18 months was 7.0%;



wilthaut intervention it would be 40%. The annual number of infant infections through MTCT fell from an
estimated 26,000 in 2000 to 4,300 in 2017, an 84% decline. Dr. Mugurungi was at the forefront of
implementing evidence-based policies, for example, "Option-B+" to provide ART to all HIV-infected
pregnant women regardless of CD4 count to benefit the woman's health as well as preventing infant
infection.

Or. Mugurungi has also led an evidence-based, data-driven national program of voluntary medical male
circumdcision (VMMC), which is 80-70% effective in reducing female-to-male HIV transmission, Under his
leadership, by 2017, 1.2 million circumcisions had been carried out nationally, with more than 220,000
procedures carried out in 2017,

In summary, Dr. Mugurungi exemplifies the ideal of using health evidence in innovative ways to improve
population health. For these accomplishments and impacts, he is truly deserving of the Roux Prize.

How has the nominee used evidence to impact health? [limit 500 words, currently 500):

As Director of the HIV and TB Department in Zimbabwe since 2000, Dr, Mugurungi has led the HIV
response in Zimbabwe, which has been wvery strongly grounded in epidemiologic and programmatic
data, and, despite limited resources and occasional national emergencies, very successful, Dr.
Mugurungi has been a principal investigator or senior scientist in research, program implementation,
and evaluations including HIV surveillance; HIV prevention, including voluntary medical male
circumcision (VMMC) and prevention of mother-to-child transmission (PMTCT); and HIV care and
treatment. He has taken a population-wide, public health approach, always with evidence and data at
the farefront.

His department is responsible for HIV surveillance activities and for producing national and regional HIV
estimates. He has led the design and implemention of routine HIV surveillance systems and surveys and
in interpreting and disseminating the results, As one example, he led studies to transition from use of
special periodic antenatal surweys to use of routine PMTCT program records.

Dr. Mugurungi is a global leader in conducting research to develop methods for VMM that are less
dependent on clinicians and are more acceptable to men. This research has ranged from studies to
identify barriers to uptake of VMMC to development of biomedical teels and procedures for male
circumcision. With his direct involvement, the national VMMC program uses a specialized program
planning pool, VMMO data were harmonized with nationally representative household-level data and
are monitored with weekly data from Ministry dashboards and the national District Health Information
System (DHISZ), Quality of program implementation is assessed through biannual national quality
reports.

He has led the national PMTCT program with extensive use of data and evaluation, including
development and implementation of a cell-phone based system to track infant HIV test specimens to
centralized laboratories with test results transmitted by 5M5 back to the clinic and with an SM5
notification ta the mother.

Dr. Mugurungi was a co-principal investigator on the pioneering DART trial ["Development of
AntiRetroviral Therapy”) and co-led research an more feasible approaches to HIV testing, point-of-care



equipment for CD4 measurement, and accelerated ART initiation. National surveillance and data
systemns track HIV testing, test results, initiation and retention in HIV treatment, viral load, and HIV drug
resistance at national and provincial and in some cases district and clinic level by sex and age group,

Dr. Mugurungi has evaluated the population-level impact of national HIV control programs with studies
have included in-depth, mixed-method investigations of trends in the HIV epidemic, progress in
implementing national programs, and mathematical models to interpret trends in the HIV epidemic and
to evaluate the potential impact of alternative implementation strategies.

Ongoing innovations in data use led by Dr. Mugurungi include expanding the national DHISZ system,
which captures all HIV program data, to support scale-up of an electronic health record and include data
from other disease programs and implementation of case-based surveillance of new HIV infections with
behavioral risk factors as well as bio-markers to design and implement innovative and efficient
differentiated models of care and be crucial to reach increasingly hard-to-reach populations.

Potential Attachments [limit of five, need to delete two):

1. Dr. Mugurumgi's CV.

2. EXTENDED ZIMBABWE MNATIONAL HIV AND AIDS STRATEGIC PLAN (ZWASP) 2015 = 2020
http://procurement-notices undp.org/view_file.cfm?doc_id=114051 [Note — no mention of
DOwen)

3. Mugurungi O, Country Progress towands 90-90-90 targets: Innovative approaches to close the
gaps across the continuum of care, 90-90-90 Targets Workshop; July 22-23, 2017, Paris.
http.//www iapac,org/909090-workshop/presentations/909090tw17-5a1530-Mugurungi, pdf

4. Publication: Gregson 5, Gonese E, Hallett TB, Taruberekera N, Hargrove JW, Lopman B, Corbett
EL, Dorrington R, Dube 5, Dehne K, Mugurungi O, HIV decline in Zimbabwe due to reductions in
risky sex? Evidence from a comprehensive epidemiclogical réview. Int | Epidemiol. 2010
Oct;39(5):1311-23.

5. Publication: Hatzold K, Mavhu W, Jasi P, Chatora K, Cowan FM, Taruberekera N, Mugurungi O,
Ahanda K, Mjeuhmeli E. Barriers and motivators to wvoluntary medical male circumcision uptake
among different age groups of men in Zimbabwe: results from a mixed methods study. PLo5
One. 2014 May &6;9{5):e85051.

B. Publication: Mutasa-Apollo T, Shiraishi BW, Takarinda KC, Dzangare J, Mugurungi O, Murungu J,
Abdul-Quader A, Woodfill Cl. Patient retention, clinical outcomes and attrition-associated
factors of HIV-infected patients enrolled in Zimbabwe's National Antiretroviral Therapy
Programme, 2007-2010. PLoS One. 2014 Jlan 29;9(1):e86305.

7. Publication: Dinh TH, Mushavi A, Shiraishi RW, Tippett Barr B, Balachandra 5, Shambira G,
Myakura J, Zinvowera 5, Tshimanga M, Mugurungi O, Kilmarx PH. Impact of Timing of
Antiretroviral Treatment and Birth Weight on Mother-to-Child Human Immunodeficiency Virus
Transmission: Findings From an 18-Month Prospective Cohort of a Mationally Representative
Sample of Mother-infant Pairs During the Transition from Option A to Option B+ in Zimbabwe.
Clin Infect Dis. 2018 Feb 1;66(4):576-585




From: =peter kimarsi@ni, gov=
To: KRETSINGER, Katrina <kretsingariihg, ints
Subject: Re: lterns on Male Circumcision, 2008 to Dete
Date: IO1E12/11 072821
Priority: Mormal
Type: Hote

Thanks Katrina. | am pretty happy with the progress being made with VMMC for HIV
prevention in Africa, although it seems underemphasized relative to other prevention modalities.
I still occasionally get tweeted at by intactivists. A luta continua!

I'll be in Geneva in March and will get in touch.

Stay well,
PE

On Dec 10, 2018, at 11:50 PM, KRETSINGER, Katrina <kretsingerk(@ who.int>=wrote:

Mot sure who might be the best audience for this anymore, but thought vou might! Cheers,
Katrina

Sent from my iPhone

Peter Kilmarx
Fogarty International Center, NIH

Begin forwarded message:

Resent-From: <kokdfa cde.gov>
From: Kaguimah Anthony <infodrchildmortality-prevention. org=
Date: 11 December 2018 at (0:56:19 CET

To: kokdi@cde.gov
Subject: Items on Male Circumcision, 2018 to Date

Items on Male
Circumecision,

2018 to Date

Items on Male
Circumcision, 2018
to Date



Please see below,
ranked by
viewership, items
on male
circumecision to
appear on
www.childsurvival.
net in 2018, While
maost items are
from Africa, there
are also items from
Indonesia (item 1),
Papua New Guinea
(10), Texas (12),
Thailand (13),
Poland (16), and
China (17).

Good reading.

Article Tutle

1. * Voluntary Medical Male Circumcision to Prevent HIV in Tanah Papua,
Indonesia: Field Trial to Assess Acceptability and Feasibility.

http:/fwww . childsurvival.net Tcontent=com_articlesécartid=T7400

2. » What device would be best for carly infant male circumcision in east and
southem Afnca? Provider expeniences and opinions with three different
devices in Kenya,

http:'www.childsurvival.net?content=com_articles&artid=T007

3. » Acceptability and feasibility of early infant male circumcision for HIV
prevention in Malawi

4. - i-u:ale -Up of "u?u]untar_',.' Medical Male Circumcision Services for HIV
Prevention - 12 Countries in Southern and Eastern Africa, 2013-2016.

http:/fwww childsurvival.net Teontent=com_articles&artid=6998

5, » Effect of male circumcision on risk of sexually transmitted infections and
cervical cancer in women

hittp:www . childsurvival.netcontent=com_articles&artid=T00]

6. = Obtaining a male circumcision prevalence rate of 80% among adults in a
short time: An observational prospective intervention study in the Orange
Farm township of South Africa

Mo

Hits

41

38

El¥

i



7. * Use of the Shangﬂmg circumeision device in boys below I8 years old in
Kenya: results from a pilot study.

http:www childsurvival.net?content=com_articles&artid=T003
8. * Evidence that promotion of male circumcision did not lead to sexual risk
compensation in priontized Sub-Saharan countries

http:/fwww.childsurvival.net7content=com_articles&artid=7004
9. = Geographic Coverage of Male Circumcision in Western Kenya

http:/www childsurvival.net?content=com_articles&artid=7009
10, = Re-establishing safer medical-circumcision-integrated imitiation
ceremonies for HIV prevention in a rural setting in Papua New Guinea, A
mulii-method acceptability study.

hitp://www.childsurvival.net?content=com_articles®artid=T7401
11. = CDC Male Circumcision Recommendations Represent a Key Public
Health Measure

httpefwww.childsurvival.net?content=com_articles&artid=T006
12, * Why are we cutting? A Survey of Cultural Views on Circumcision in the
Texas Panhandle

httpe/fwww, childsurvival.net?content=com_articles&artid=7397
13. = Physicians” and nurses” thoughts and concerns about introducing neonatal
male circumcision in Thailand: a qualitative study.

hitp:/www.childsurvival.net/?conteni=com_articles&artid=T3198

14. + Modifying the health system to maximize voluntary medical male
circumcision uptake: a qualitative study in Botswana

[Pasl—-:m.umm-uun] Tetanus in adult I'ﬂilltﬁ 3 Eugmd&M:dmul Centre,
Umt:d Republic of Tanzama

http:/fwww childsurvival.net?content=com_articles&artid=7000
16. = Attitudes, Beliefs and Predictors of Male Circumeision Promotion among
Medical University Students in a Traditionally Non-Circumcising Region,
[Poland]

htp:/www childsurvival net?content=com_articles&artid=7399
17. = Impact of Educational Interventions on Acceptance and Uptake of Male
Circumcision in the General Population of Western China: A Multicenter
Cohort Study.

httpewwew childsurvival.net/Teontent=com articles&artid=T402
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18, » Predictors of voluntary medical male circumcision prevalence among men
aged 25-39 years in Nyanza region, Kenya: Resulis from the baseline survey
of the TASCO study. 26

http:fwww, childsurvival.net?content=com_articles&artid=7002
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F . Kimars, Peter (NIH/FIC) [E] </0= EXCHANGELAESOU= EXCHANGE ADMINISTRATIVE GROUP
" (FYDIBOHFEISPOLTY/CN=RECIPIENTS/CN = EAECFA-40BD T4 BASFD SA SCRDAA D TBH- KILMARNFH >

To: Catherine Hanking §hcel by apremes |
Subject: RE: Marking World AID'S Day 2018 and thanking you
Deabe: 2018712002 17:54:00
Prigrity: Normal
Type: Note

Thanks Cate for your note, Qur time and work together in recent years has been a joy. I'm thankful for
all that you do and the opportunity to sometimes get to do it with you.

Reshecied by agreemeni

Warm holiday wishes,
PK

From: Catherine Hankins P’w W NP— ]
Sent: Sunday, December 2, 2018 4:57 PM
Subject: Marking World AIDS Day 2018 and thanking you

Dear family and friends,

Yesterday marked the 30th anniversary of World AIDS Day = the first one was inaugurated by Jonathan
fann, head of the World AIDS programmie, in 1988, As you may recall, e was killed 10 years later in the
Swissair Mew York-to-Geneva flight that came down near Peggy’s Cove, Nova Scotia.

Jonathan would be astounded at how big the HIV epidemic became and how many people have died =
35 million, | rermember the day in June 1981 when the CDC report arrived on my desk describing the first
cases of what we now know was AIDS. We still don't have either a vaccine or a cure but a lot of progress
has been made in rolling out effective antiretroviral treatment and HIV prevention tools (male and
female condoms, medical male circumcision, and oral pre-exposure prophylaxis). An estimated 75% of
all people living with HIV worldwide know their HIV-positive status (the goal for 2020 is 90%) and 59% of
all people living with HIV are on treatment [the goal for 2020 is 81%). People on treatment who achieve
suppression of the virus do not transmit HIV to other people (UsU: undetectablesuntransmittable) and

benefit clinically themselves and can live long and healthy lives.

| am writing to you because | want to thank you for your support over the years to me and others
fighting the HIV pandemic. It has been such a long haul 5o far = and despite all of the successes to date,
the road ahead will be long. Your interest and encouragement in all kinds of ways have been so helpful
to me personally over the years.,

Two guick local achievements to report:

The Mayor of Montreal Valerie Laplante launched Monfreal sons sida on Friday, making
Montreal the first Canadian city to aim to eliminate AIDS by 2020 [photo at City Hall attached). |



have had the honour of being a member of the Coordinating Committee overseeing this
initiative,

Yesterday, following a letter that five of us who are scientists and clinicians wrote to the
Attorney-General of Canada Jody Wilson-Raybould - it was accompanied by statements from
the Canadian Legal HIV/AIDS Network and the Canadian Coalition to Reform HIV Criminalisation
-- the Attorney-General announced a new directive on HIV criminalization to federal prosecutors
that will fimally bring Canadian jurisprudence regarding HIV non-disclosure in lime with the
scientific evidence. https:/fwww newswire.ca/news-releases/attormey-general-of-canada-to-
issue-directive-regarding-prosecutions-of-hiv-non-disclosure-cases-J01701791 html

Both of these are both positive mowves in the right direction!
Thanking you and hoping this finds you enjoying a fine December wheraver you are,
Cathy/Cate

Sand Kimarx, Peter (MIH/FIC) [E] </0=EXCHANGELABS{OU=EXCHANGE ADMINISTRATIVE GROUP
" [FYDIBOHFE ISP DLT)/CH = RECIFIENTS/ LN = E4ECR4IB0 7044 BASFD A5 CRDAS D4 7B4- K ILMARNPH >

Recipient: Catherine Hankirs fle=d & e ]
Sent Date: 2018/12/02 17:14:14
Delivered Date: 2018/12/02 17:14:00
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. Kimarx, Peter (NIH/FIC) [E] </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
From: | oy DIBOHF2ISPOLT)/CN=RECIPIENTS/CN =EAECFA40BD -4 BASFDSESCEDAADTBA-KILMARXPH

Gordon, Latoya (MIHAFIC) [C] fo=Exchangelabsou=Exchange Admintstrative Group
To: (FYDIBOHFZISPOLT) on=FRecipients/on=bE3d7 033 4d0fadteBeb2 c3277 Tee-gordonlr
< laboya. gordondnih.goy s
Subject: RE: 6284530 Manuscriph Review
Date: 2018/10(21 053600
Prigrity: Momal
Type: Note

Hi Latiya,
Please print attached for me.

Thanks,
PE

uum 'lhmirrrr

Fram: Advances in Urology <haba sbdelsabounGihindaw. comae
Sent: Sunday, October 21, 2008 5:24 AM

Ty Kilmars, Peter {NIH/FIC) [E] < peter. kilmanoinih.gow=
Subject: 6XB4510: Maruscript Review

Dazar Dr. Kirmarx,

Thank you for agreeing o review the Review Article tithed “Arguments Opposing Male Circumdcision Are Undermined by Strong
Seaentific Evidence From a Systematic Review® by Brian Moris, Stephen Mareton and Jabn N, Krieger.

You can view the full FOF file of the manuscript and post your review neport using the following URL:
it imis, hndasil.comrevieser /89242315862 1 3940/
Best regards,

Heba Abdelsabour
Editorial Office
Hindawi

inttp:/ heeeew, hindawi.com
CEE R LR R AR PR R PR R R PR R
Sender: Kilmary, Peter (NIH/FIC) [E] </ 0= EXCHANGELABS/OU = EXCHANGE ADMINISTRATIVE GROUP
T [FYDIBOHFEISPOLT)/CN=RECIPIENTS/CN = E4ECR4OBDM04 RACFD SR SCEDAA DM TEA- KILMARNPH =
Gaordon, Latoya (NIHIFIC) [C] fo=Exchangelabs/ou=Exchange Administrative Group
Recipient: [FYDIBOHFZISPDLT)/en=Racipients'on=b43d7 0006371 400fad BeBeb2 c32 77 Tee-gordanir
<latoya.gordondinih.goy =
Sent Dabe: 2018710/21 05:36:25

Delivered Date: 2018/10/21 05:26:00
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Abstract

Multiple claims are used by opponents in arguing against male circumcision (MC), especially in minors.
We evaluated such claims by a PRISMA-compliant systematic review of the scientific evidence from
searches of PubMed, Google Scholar, EMBASE and Cochrane databases. Database searches retrieved
283 publications for inclusion. Examination of bibliographies of these yielded 69 further publications,
Evaluation of arguments and evidence claiming that MC is either unnecessary or harmful, when
compared with scientific data rated by quality found: (1) frequency of adverse events from early infant
MC by medical providers using local anesthesia is low (approximately 0.5%). (2) Virally all adverse
events are minor and easily treated with complete resolution. (3) The evidence shows no long-term
psvchological harm. (4) There are no adverse effects on sexual function or pleasure. (5) MC provides a
lifetime of protection against urinary tract infections, oncogenic types of human papillomavirus, genital
herpes, human immunodeficiency virus, various other sexually ransmitted infections (5T1s),
candidiasis, inferior hygiene, penile inflammatory conditions, very strong protection against penile
cancer and modest protection against prostate cancer. (6) In female sexual partners, MC reduces the nisk
of cervical cancer and various STIs, To maximize benefits and minimize risks, the evidence supported
early infant MC rather than delay of the procedure until males are old enough o decide for themselves.
Risk-benefit analyses have reported that benefits exceed risks by 100-200 to 1. A balanced evaluation of
ethical 1ssues supported the rights of children 1o be provided with low-risk, high-benefit interventions
such MC in order 1o protect their health. Expert evaluations of case-law have supported the legality of
MC of minors. Other data have demonstrated that early infant MC is cost-saving to health systems. In
conclusion, arguments opposing MC are supported mostly by low guality evidence and opinion and are

contradicted by strong scientific evidence.

Kev words: Male circumcision; infancy; adulthood; evidence, arguments; public health: urinary tract

infection; sexually transmitted mfection; complications; sexual function; sexual pleasure; ethics; policy



Kimar, Peter (NIH/FIC) [E] «</O= EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFXISPOLT)/CN=RECIPIENTS/CN=EAECF449BD 044 BASFDSASCEDAADTBA-KILMARNPH >

To: Chen, Robert (Bob) (COCOIDMCHHSTR) <ricl@ode. gove
Subject: RE: Release of CDC Male Croumdcision Recommendations - PLEASE READ
Dabe: 2018008731 18:36:00
Prigrity: Mormal
Type: Note

From:

Thanks Bob, If | were in a less prominent USG job, I'd probably be more vocal about the issue, Peter
Hotez is a role model.

Best,
PE

From: Chen, Robert (Bob) (CDC/OID/NCHHSTP) <rtcl @cde.gove

Sent: Friday, August 31, 2018 11:29 AM

To: Kilmarx, Peter [MIH/FIC) [E] <peter kiimars@nih.gov>

Subject: RE: Release of COC Male Circumcision Recommendations - PLEASE READ

Hi Peter, sorry you were a pioneer in being abused by social media on controversial issues, hope this
better prepared yvou for your current job.... Bob

From: Kilmars, Peter [MIH/FIC) [E]
Sent: Friday, August 31, 2018 11:08 AM

o

Subject: RE: Release of COC Male Circumicision Recommendations - PLEASE READ

Thanks Bob. | heard from Ken and suggested be also share with yvou and the list below. Went into

clearance in 2010!

I'mi still getting stuff like: https://twitter.com/Intaction]l/status/1022963512329596528

All the best,
PE

From: Chen, Robert {Bob) (CDC/OID/NCHHSTP) <rtcl @ cdo.govs

Sent: Friday, August 31, 2018 11:04 AM

To: Charles Lebaron [P & e |: Charbel El Beheraoui
<charbel@uw edu>; Kilmarx, Peter (NIH/FIC) [E] <peter_kilmarx@nih.gove

Subject: FW: Release of CDC Male Circumcision Recommendations - PLEASE READ

FYI, after very long gestation &



From: Circumcision {CDC)

Sent: Thursday, August 30, 2018 5:36 PM

To: Peterman, Thomas [COCOID/NCHHSTP) <tapl@cdc. gove: 'Greg. Millett@amfar.org'
=Greg Millett@ambarorgs=; tmastro@fhide0.org’ <tmastrof@fhids0.org>; Chen, Robert [Bob)
(COC/OID/NCHHSTP) <ricl@cde gove; "pssulli@emory.edu’ <pssulli@emory.edu>: Warner, Lee
(COC/ONDIEH/NCCDPHP) <dlw? @cde, govs;
Subject: Release of CDC Male Circumcision Kecommendations - PLEASE REAL

Dear Colleague:

The Division of HIV/AIDS Prevention (DHAP] at the Centers for Disease Control and Prevention (CDC)
wishes to inform ywou that CDC has developed Information for Providers Counseling Male Patients ond
Parents Regaording Male Clrcumelsion and the Prevention of HIV infection, Sexually Transmitted
Infections, and other Health Dutcomes. In addition, COC developed documents to describe the evidence
that serves as the basis for this information, and to provide COC responses to peer and public review,

Today, the following documents were posted to the CDC website at https://www cdc gov/hiv/risk/male-
circumcision.hbmi:

1) Infarmation for Providers Counseling Male Patients and Parents Regarding Male Circumcision and
the Prevention of HIV infection, Sexvally Transmitted Infections, ond other Health Outcomes*®

This document is intended to assist health care providers in the United States who share information
with men and parents of male infants during decision making about male circumcision conducted by
health care providers [i.e., medically performed) as it relates to the prevention of human
immunodeficiency virus [HIV) infection, sexually transmitted infections, and other health outcomes, A
brief bulleted summary of the health benefits and risks of elective medically performed male
circumcision s provided at the end of the document,

Appendices | and Il provide a grading scheme and grading of the evidence for key statements made in
the document,

a) Appendix |, Grading Scheme and Criteria for Inclusion of Citations, for Information for
Providers to Share with Male Patients and Parents Regarding Male Circurncision and
the Prevention of HIV infection, Sexually Trensmitted Infections, and other Health
Outcomes
Appendix 1 includes the grading scheme and criteria for inclusion of citations and
specific considerations for use of the scheme for Information for Providers Counseling
Male Patients and Parents Regarding Male Circumcision and the Prevention of HIV
infection, Sexually Transmitted Infections, and other Health Qutcomes

b} Appendix Il Grading of Citations, for Information for Providers to Share with
Male Patients and Parents Regarding Male Circumcision and the Prevention of HIV
Infection, Sexuvally Tronsmitted Infections, and other Health Outcome
Appendix 2 includes a list of key statements in Information for Providers Counseling
Male Patients and Parents Regarding Male Circumeision and the Prevention of HIV
infection, Sexually Transmitted Infections, and ather Health Outcomes and the
consensus grade applied to the citation supporting that statement, Descriptive
information for each citation is also provided including methodology (randomized
clinical trial, observational study, case control, expert opinion, etc.), outcome of interest



(HIVY sexually transmitted infection, penile cancer, urinary tract infection, etc.), effect of
circumcision on outcome of interest {increase, decrease, no change, not applicable),
study population [location, risk behavior, gender, race/ethnicity, age group, and any
additional comments).

2] Background, Methods, and Synthesis of Scientific Information Used to Inform Information for
Providers to Share with Male Patients and Parents Regording Male Circumcision and the Prevention of
HIV Infection, Sexually Transmitted Infections, and other Health Outcomes**

This is a companion document to Information for Providers Counseling Male Patients and Parents
Regarding Male Circumcision and the Prevention of HIV infection, Sexuaily Transmitted Infections, and
other Health Dutcomes that describes the methods for evidence review and provides a description of
the evidence about the preventive health benefits, safety, and risks of medical male circumcision; the
acceptability of, provider attitudes towards, access to, and cost-effectiveness of male circumcision; and
related ethical considerations. The data examined are mainly in the context of the United States, but
data from other countries are included to inform the U5, experience,

3] Peer Review Comments and CDC Responses for information for Providers Counseling Male Patients
and Parents Regarding Male Circumcision and the Prevention of HIV infection, Sexually Transmitted
Infections, and other Health Outcomes* and Bockground, Methods, and Synthesis of Scientific
Information Used to Inform “Information for Providers to Shore with Male Patients and Parents
Regarding Male Circumcision and the Prevention of HIV Infection, Sexually Transmitted Infections, and
other Health Outcomes™ *

This document presents a compilation of all the comments received and the corresponding COC
responses during the first peer review comment period for a) Information for Providers Counseling Maole
Patients and Parents Regarding Male Circumcision and the Prevention of HIV infection, Sexually
Transmitted Infections, and ather Health Qutcomes® and b) Backgrownd, Methods, and Spnthesis of
Scientific information Used to inform “information for Providers to Share with Male Patients and Porenits
Regarding Male Circumcision and the Prevention of HIV Infection, Sexually Transmitted Infections, and
other Health Dutcomes™**

4) Summary of Public Comments and CDC Responses to Public Comments for Information for
Providers Counseling Male Patients and Parents Regarding Male Circumcision and the Prevention of
HIV infection, Sexually Transmitted Infections, and other Health Outcomes®

This decument presents a compilation of all the comments received and the corresponding CDC
responses during the public comment period for the document Information for Providers Counseling
Male Patients and Porents Regarding Male Circumeision ond the Prevention of HIV infection, Sexually
Transmitted Infections, and other Health Outcomes®

5) summary of Peer Review Comments and CDC Responses to Second Round of Peer Review
Comments for Information for Providers to Share with Male Patients and Parents Regarding Male
Cireumcision and the Prevention of HIV Infection, Sexvally Transmitted Infections, and other Health
Outcomes™

This document presents a compilation of all the comments received and the corresponding COC
responses during the second peer review comment period for the document: Information for Providers
to Share with Male Patients and Porents Regarding Male Circumcision ond the Prevention of HIV
Infection, Sexually Tronsmitted Infections, and ather Mealth Outcomes. *



COCs Division of HIV/AIDS Prevention encourages you to share information about these documents
with fellow colleagues. We thank you for joining COC in our commitrment to HIV/AIDS prevention in the
United States,

Cordially yours,

Division of HIV/AIDS Prevention

National Center for HIV/AIDS, Viral
Hepatitis, 5TD, and TB Prevention

Centers for Disease Control and Prevention

*Formerly titled Recommendations for Providers Counseling Male Patients and Parents
Regarding Male Circumcision and the Prevention of HIV Infection, Sexually Transmitted
Infections, and other Health Outcomes

**Formerly titled Background, Methods, and Synthesis of Scientific Information Used to Inform
the “Recommendations for Providers Counseling Mole Patients aond Parents Regarding Male
Circumcision and the Prevention of HIV Infection, Sexually Transmitted Infections, and other
Health Qutcomes
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Sander: iman:, Peter (NIM/FIC) [E] </0=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
[FYDIBOHFEISPOLT) CH=RECIPIENTS N = E4ECF4A+3B0 T4+ BASFD S8 SCEDAADSTEY-KILMARNFH =

Recipient: Chen, Robert [Bab) (COC/OIDVRCHHSTR) <rcl@cde.gove
Sent Date: 018/08/31 11:36:46
Delivered Date; 20158/08/31 11:35:00



From: [dmarx, Peter (NIH/FIC) [E] </O= EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFXISPOLT)/CN=RECIPIENTS/CN=EAECF449BD 044 BASFDSASCEDAADTBA-KILMARNPH >

To: Peterman, Thomas (COC/OID/NCHHSTR) <taplfodc.goy=
Subject: RE: Good News!
Deabe: 2018008731 10:54:00
Prigrity: Normal
Type: Note

Still getting this: https/fiwitter.com/intactiond/status/102 2963512 329506938

It would have made sense to talk about the recommendations at the ASTDA meeting, but nothing,

From: Peterman, Thomas (CDC/OID/NCHHSTP) <tapl@cdc.gove
Sent: Friday, August 31, 2018 10:13 AM

To: Kilmarx, Peter (MIH/FIC) [E] <peter kilmars@nih.gove
Subject: RE: Good News!

Very, And, you will still be getting some hate mail,

From: Kilmarx, Peter [NIH/FIC) [E]

Sent: Friday, August 31, 2018 10:08 AM

To: Peterman, Thomas (COCOID/NCHHSTP) <tapl@cdc.govs
Subject: RE: Good News!

Kind of sad how the intactivists have been able to shut this down,

From: Peterman, Thomas (CDC/OID/NCHHSTP) <tapli@cdogove
Sent: Friday, August 31, 2018 10:00 AM

To: Kilmarx, Peter (NIH/FIC) [E] <peter. kilmarz@nih.govs
Subject; RE: Good News!

Peter, 20 million cases later, but | guess there are still some folks getting HIV, Tom

From: Kilmarx, Peter [MIH/FIC} [E]

Sent: Thursday, August 30, 2018 3:45 PM

To: Peterman, Thomas (COC/OIDNCHHSTP) <tapli@cdec.gove
Subject: FW: Good News!

Hi Tem,
Recommendations are finally out, 11 years after our Atlanta consultation -
https:/ fwww . ncbinlm.nib_gov/pmcfarticles/PMC2 788411/




CDC male circumcision recommendations and background documents as well as the public and peer
review comments and CDC responses were posted on the COC DHAP website today and can be accessed
via the following link: hitps:/fwww.cde gov/hiv/risk/male-circumcision. html,

Mot a lot of public communication planned.

Best,
PK

Sand Kilrnarx, Peter (MIH/FIC) [E] </ 0=EXCHANGELARS/OU=EXCHANGE ADMINISTRATIVE GROUP
' (FYDIBOHFEISPDLTYCN=RECIPIENTS N = E4ECRIBD N4 BASFD SR CROAAD FBA- KILMARXPH =

Reciplent: Peterman, Thomas (COCAHDNOCHHSTP) <tapl@odcgovs=
Sant Date: 201608731 10:15:00
Delivered Dabe: 201800831 10: 1400



To: KRETSINGER, Katrina <kretsingari@ig, ints
Subject: Re: Good Mews!
Date: I01E/08E] D6:41:29
Priority: Mormal
Type: Hote

Longest. Clearance. Ever.,

Best,
PE

On Aug 31, 2018, at 2:10 AM, KRETSINGER. Katrina <kretsingerk{a who.int>wrote:

Whoa!!!! A ghost from the past!

Sent from my iPhone

Peter Kilmarx
Deputy Director, Fogarty International Center, NIH
Rear Admiral, USPHS

On 31 Aug 2018, at 00:28, Kilmarx, Peter (NIH/FIC) [E] <peter kilmarx@nih. gov>wrote:
Thanks Ken, Great to see this,

The WHO consultation in Montreaux was in March 2007, We had our consultation in Atlanta in April
2007, the first country to do so. The recommendations went into clearance in December 2010, as |
recall.

Others you could include:
# = Tom Peterman
= Chris Cagle
* Tim Mastro
= Bab Chen
= Greg Millett
= Patrick Sullivan
s Les Warner
= Others from 2007 consultation = see ;

Best to all,
PK



Petar H. Kilmarx, MD, FACP, FIDSA,
Rear Admiral, 5. Public Health Service
D-Elpul].' Dutacmr Fagamr IMternational Center

-cnmmeﬂm |m=--=rnamuuz png><imageddd. png>
tmpact - Integrily - Innovabion

From: Dominguez, Ken [COC/OID/NCHHSTP) <kid0@cde gove

Sent: Thursday, August 30, 2018 3:01 PM

To: Smith, Dawn [COC/OID/NCHHSTP) <dks0@CDC.GOV> Taylor, Allan W, (CDC/CGH/OD)
=aviD@ECDC, GOV>; Kretsinger, Katrina iCD-E‘,{CE H/GID) -:tc-m%cnc.ﬁnw; Kretsinger, Katrina [CDC
who.int) <kretsingerk@who.int; Y - Kilmarx, Peter (NIH/FIC) [E]
«peter.kilman@® nihgove>; Gust, Deborah (COC/OID/NCHHSTP) <dggb@CDC,GOV>; Porter, Sarah E.
[COLC/OGH/DGHT) <icj9@cde govs; Gant, Zanetta (COC/OID/MCHHSTP) <uwfs@ede govs; Patel, Unnati
[FDASCBER) [CTR) <Unnati Pateli@fda hhs.pove

e

Cc: Hoover, Karen W. [COC/OID/NCHHSTP) <fiwh@CDC.GOV>; Samandari, Taraz {CDCSOID/NCHHSTP)

<tts0@CDC.GOV: Alan Greenberg <aegl @ gwu edu>
Subject: Good News!

On behalf of the Division of HIV/AIDS Prevention (DHAP] at the Centers for Disease Control and
Prevention (CDC), | extend a big thank you to you for your tremendous contributions to the CDC male
circumcision recommendations over the years!

Am happy to announce that the CDC male circumcision recommendations and background documents
as well as the public and peer review comments and COC responses were posted on the COC DHAP
website today and can be accessed via the following link: https:/fwww.cdo gov/hiv/risk/male-
circumcision html,

Due to security reasons, please do not forward this email,
Best wishes for a great holiday weekend!
Thanks!

Ken Domingues

Sender: «peter kilnarofnih.govs
Recipient: KRETSINGER, Katrina <kretsingerk@whoint>
Sent Date: BI1E/0E/ 3T 06:41:29
Message Flags: Unsent



Kimar, Peter (NIH/FIC) [E] «</O= EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFXISPOLT)/CN=RECIPIENTS/CN=E4ECF449BD 044 BASFDSASCEDAADTBA-KILMARNPH >

Toe Timothy Mastro < TMastro@thils.onge
Subject: RE: Release of CDC Male Croumdcision Recommendations - PLEASE READ
Dabe: 2018/08/30 174500
Prigrity: Normal
Type: Note

From:

Shouldn't be. They should have sent by BCC: even to this group.

| still get stuff like: https:/twitter.comyintaction]/status /102296351 73295096028

From: Timothy Mastro <TMastro@fhide0.org>

Sent: Thursday, August 30, 2018 5:45 PM

To: Kilmarx, Peter (MIH/FIC) [E] <peter kilmars@nih.gove

Subject: RE: Release of CDC Male Circumcision Recommendations - PLEASE READ

Just as long as my e-mail and cell number aren’t linked to it

From: Kilmars, Peter (NIH/FIC) [E] <peter.kilmarx@nih,govs

Sent: Thursday, August 30, 2018 5:43 PM

To: Timothy Mastro <ThMastro@fhided, org>

Subject: RE: Release of CDC Male Circumcision Recommendations - PLEASE READ

Nice of them to send to you and other stalwarts.

PK

Sent: Thursday, August 30, 201E 5:41 PM
To: Kilmarx, Peter (NIH/FIC) [E] <peter kilmany@nih govs
Subject: FW: Release of COC Male Circumcision Recommendations - PLEASE READ

Thank you!

From: Circumcision (CDC) <circumcision @cdc.gove

Sent: Thursday, August 30, 2018 5:36 PM

To: Peterman, Thomas (COCAOID/NCHHSTP) <tapli@cde govs; ‘Greg. Millett@amfar.org'

<Greg Milletti@amfar.org>; Timothy Mastro <TRastro@fhi360.org>; Chen, Robert [Bob)
[COCSOIDYNCHHETP) <ric 1@ cde, gove; Patri < 1] r =
(CDC/OMDIEH/NCCDPHP) <diw? @ :dc.gw:ﬁﬁi"““ Apeme |

Subject: Release of CDC Male Circumcision Recommendations - PLEASE READ

Dear Colleague;



The Division of HIV/AIDS Prevention (DHAF] at the Centers for Disease Control and Prevention (CDC)
wishes to inform you that CDC has developed Information for Providers Counseling Male Potients ond
Parents Regarding Male Circumcision and the Prevention of HIV infection, Sexually Transmitted
Infections, and other Health Quicames. In addition, COC developed documents to describe the evidence
that serves as the Basis for this information, and to provide COC responses to peer and public review,

Today, the following documents were posted to the CDC website at https://www cde gov/hiv/rigk/male-
circumecisien.htmi:

1) Informeation for Providers Counseling Male Patients and Parents Regarding Male Circumcision and
the Prevention of HIV infection, Sexually Transmitted Infections, and other Health Outcomes®

This decument is intended to assist health care providers in the United States who share information
with men and parents of male infants during decision making about male circumcision conducted by
health care providers [i.e., medically performed) as it relates 1o the prevention of human
immunodeficiency virus [HIV) infection, sexually transmitted infections, and other health outcomes. &
brief bulleted summary of the health benefits and risks of elective medically performed male
circumcision is provided at the end of the document.

Appendices | and Il provide a grading scheme and grading of the evidence for key statements made in
the document.

a) Appendix |, Grading Scheme and Criteria for Inclusion of Citations, for Information for
Providers to Share with Male Patients and Parents Regarding Male Circumcision and
the Prevention of HIV Infection, Sexually Transmitted Infections, ond other Health
Outcomes
Appendix 1 includes the grading scheme and criteria for inclusion of citations and
specific considerations for use of the schemie for Information for Providers Counseling
Male Patients and Parents Regarding Male Circumcision and the Prevention of HIV
infection, Sexually Transmitted Infections, and other Health Outcomes

b} Appendix Il Grading of Citations, for Information for Providers to Share with
Muale Patients and Paorents Regarding Male Circumcision and the Prevention of HIV
Infection, Sexvally Transmitted Infections, and other Health Outcome
Appendix 2 includes a list of key statements in Information for Providers Counseling
Male Patients and Parents Regarding Male Circumeision and the Brevention of HIV
infection, Sexually Transmitted Infections, and other Health Outcomes and the
consensus grade applied to the citation supporting that statement, Descriptive
information for each citation is also provided including methodology (randomized
clinical trial, observational study, case controd, expert opinion, etc,), outcome of interest
[(HIVY sexually transmitted infection, penile cancer, urinary tract infection, etc.), effect of
circumcision on outcome of interest (increase, decrease, no change, not applicable),
study population [location, risk behavior, gender, race/ethnicity, age group, and any
additional comments).

2] Background, Methods, and Synthesis of Scientific Information Used to Inform Information for
Providers to Share with Male Patients ond Parents Regording Male Circumcision and the Prevention of
HIV Infection, Sexvally Transmitted Infections, and other Health Outcomes®™™®

This is a companion document to fnformation for Providers Counseling Male Patients and Parents
Regarding Male Circumersion aond the Freveation of HIV infection, Sexvally Transmitted Infections, ond



other Health Outcames that describes the methods for evidence review and provides a description of
the evidence about the preventive health benefits, safety, and risks of medical male circumcision; the
acceptability of, provider attitudes towards, access to, and cost-effectiveness of male circumcision: and
related ethical considerations. The data examined are mainly in the context of the United States, but
data from other countries are included to inform the LS. experience.

3] Peer Review Comments and COC Responses for information for Providers Counseling Male Patients
and Parents Regarding Male Clircumcision and the Prevention of HIV infection, Sexually Transmitted
Infections, and other Health Outcomes® and Background, Methods, and Synthesis of Scientific
Information Used to Infarm “Information for Providers to Shore with Male Patients and Parents
Regarding Male Circumcision and the Prevention of HIV Infection, Sexually Transmitted Infections, and
other Health Outcomes™*

This decument presents a compilation of all the comments received and the corresponding CDC
responses during the first peer review comment period for a) Information for Providers Counseling Male
Fatients and Parents Regording Male Circumcision and the Prevention of HIV infection, Sexually
Transmitted Infections, and other Health Ouwtcomes”® and b) Bockground, Methods, and Spnthesis of
Scientific Information Used to inform "Information for Providers te Share with Male Patients and Parents
Regarding Male Circumcision and the Prevention of HIV Infection, Sexvally Transmitted Infections, and
ather Health Quicomes™**

4] Summary of Public Comments and COC Responses to Public Comments for Information for
Prowviders Counseling Male Patients and Porents Regarding Male Circumclsion and the Prevention of
HIV infection, Sexually Transmitted Infections, and other Health Outcomes®

This document presents a compilation of all the comments received and the corresponding CDC
responses during the public comment period for the document Information for Providers Counseling
Male Patients and Parents Regarding Male Circumcision and the Prevention of HIV infection, Sexually
Tronsmitted Infections, ond ather Health Outcomes*

5] Summary of Peer Review Comments and CDC Responses to Second Round of Peer Review
Comments for Information for Providers to Share with Male Patients and Parents Regarding Male
Circumcision and the Prevention of HIV Infection, Sexually Transmitted Infections, and other Health
Outcomes®

This document presents a compilation of all the comments received and the corresponding CDC
responses during the second peer review comment pericd for the document; Information for Providers
to Share with Male Patients and Parents Regarding Male Circumcision and the Prevention of HIV
Infection, Sexually Tronsmitted Infections, ond ather Mealth Quicomes, *

COCs Division of HIV/AIDS Prevention encourages you to share infermation about these documents
with fellow colleagues. We thank you for joining COC in our commitrment to HIVAIDS prevention in the
United States.

Cordially yours,

Division af HIV/AIDS Prevention

Mational Center for HIV/AIDS, Viral
Hepatitis, 5TD, and TB Prevention

Centers for Disease Control and Prevention



*Formerly titled Recommendations for Providers Counseling Male Patients and Porents
Regarding Male Circumcision and the Prevention of HIV Infection, Sexually Transmitted
Infections, and other Health Outcomes

**Eormerly titled Background, Metheds, and Syathesis of Scientific Infoermation Used to Inform
the “Recommendations for Providers Counseling Male Patients ond Parents Regarding Male
Circumncision and the Prevention of HIV Infection, Sexually Transmitted Infections, and other

Health Qutcomes.

PLEASE NOTE THAT THIS EMAIL BOX IS NOT MONITORED.
PLEASE DO NOT REPLY TO THIS EMAIL.

Sand Kitmars, Peter (MIH/FIC) [E] «/0= EXCHANGELABS{ DU =EXCHANGE ADMINISTRATIVE GROUP
(A DIBOHFIISPOLT)CN=RECIPIENTS /N = E4ECR4HBDA0MMBAGFD SRS CANAADA TRA - KILMARXPH >

Reciplent: Timothy Mastne < TMastnoifhidsd. ongo
Sant Date: 1016M630 174806
Dialiverad Date: 201800830 17:48:00



From: [dmarx, Peter (NIH/FIC) [E] </O= EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFXISPOLT)/CN=RECIPIENTS/ N = EAECF449BD 044 BASFDSASCEDAADTBA-KILMARNPH >

To: Dominguer, Een (COCAOIDIMNCHHSTR) < koo gov=
Subject: RE: Good News!
Deabe: 2018008730 17:40:00
Prigrity: Normal
Type: Note

Thanks Ken, | den’t think vou need to send to everyone, but would aim for the lead folks from other
OPDIVS = Laura Cheever, Carl Dieffenbach, etc.

Best,
PK

From: Dominguez, Ken (COC/OID/NCHHSTP) <kid0@cde. gove
Sent: Thursday, August 30, 2018 5:35 PM

To: Kilmarx, Peter [MIH/FIC) [E] <peter kiimars@nih.gov>
Subject: RE: Good Mews!

Was able to get the message out to the individuals on your list, Will work on obtaining emails for the
other folks from the consultation!

Thanks Peter!

Kenneth L. Dominguez, MD, MPH

CAPT, LS. Publie Health Service

Centers for Disease Control and Prevention

Mational Center for HIV, Viral Hepatitis, 5TD, and T8 Prevention
Division of HIV/AIDS Prevention

Epldemiclogy Branch, Prevention for Negatives Team

From: Kilmarx, Peter (NIH/FIC) [E]

Sent: Thursday, August 30, 2018 3:29 PM

To: Dominguez, Ken (COC/OID/MCHHSTP) <kld0@cdo.gove; Smith, Dawn (COC/OID/NCHHSTR)
=dks0@ cde pove; Taylor, Allan W, [CDC/CGH/OD) <avi0@cde pove; Kretsinger, Katrina (COC/CGH/GID)
<kokd @cdc pove; Kretsinger, Katrina [COC who.int] <kretsingerki@who.int>;

[l igemet | Gust, Deborah (CDC/OID/NCHHSTP) <dggf@cde, gove; Porter, Sarah E.
[CDC/CGH/DGHT) <icj9@cde.gov>; Gant, Zanetta (CDC/OID/NCHHSTP) <uwlS@cde_gov>; Patel, Unnati
{FDA/CBER) {CTR) <Unnati Patel @fda hhs.gove
Ce: Hoover, Karen W. [CDC/OID/NCHHSTP) <ffwi @cde govs; Samandari, Taraz (COC/OIDSNCHHSTR)
<ttsi@cdc.gove; Greenberg, Alan (CDC gwu.edu) <aegl @pwu.edu>
Subject: RE: Good News!

Thanks Ken, Great to see this,



The WHO consultation in Montreaws was in March 2007, We had our consultation in Atlanta in Aprif
2007, the first country to do so. The recommendations went into clearance in December 2010, as |
recall,

Crthers you could include:
= & Tom Peterman
= Chris Cagle
= Tim hastro
= Bab Chen
* Greg Millett
= Patrick Sullivan
* Lee Warner
= Others from 2007 consultation — see :
hitps:/fwww. nebinlm.nib.gov/pme/articles/PMC2 TE8411/

Best to all,
PK

Peter H. Kilmarx, MD, FACP, FIDSA

Rear Admiral, U.5. Public Health Service
Depuly Director, Fogarly International Cenler
5. National Institutes of Haalth

Ced fislicied®y | Tal #1-301-496-1415

Email pefer. o . gore
=] B

E
FiC. FBicon — Twitter icon

fmpact - lntegrly - Innovalion

From: Dominguez, Ken (COC/OID/NCHHETP) <kldD@ cde gove

Sent: Thursday, August 30, 2018 3:01 PM

To: Smith, Dawn [COC/OID/NCHHSTP) <dksD@CDC.GOV>; Taylor, Allan W. {CDC/CGH/OD)
<aviD@COC.G0V>; Kretsinger, Katrina (CDC/CGH/GID) <kokd @COC.GOV>; Kretsinger, Katrina (CDC
who.int) <kretsingerk@who.int> Y A IKiImar:, Peter [MIH/FIC) [E]
<peter.kilmarx@ nih.gove; Gust, Deborah [COC/OID/NCHHSTP) <dgeh@CDC. GOV Parter, Sarah E.
[CDC/CGH/DGHT) <ig/9@cdc. gove; Gant, Zanetta (COC/OID/NCHHSTP) <uwfs@cds gove; Patel, Unnati
(FDASCBER) [CTR) <Unnati.Patel@f{da. hhs.govs

Cc: Hoover, Karen W, (CDC/OID/NCHHSTP) <ffwh@CDC. GOV, Samandari, Taraz (COC/OID/NCHHSTP)

<= CDC.G0V>; Alan Greenberg <aegli®gwu. edu>
Subject: Good News!

On behalf of the Division of HIV/AIDS Prevention (DHAP) at the Centers for Disease Control and
Prevention (CDC), | extend a big thank you to you for your tremendous contributions to the CDC make
circumcision recommendations over the years!



Am happy to announce that the CDC male circumcision recommendations and background documents
as well as the public and peer review comments and COC responses were posted on the CDC DHAP

website today and can be accessed via the following link: https:/fwww. cde gov/hiv/risk/male-
circumcision.hbmi.

Due to security reasons, please do not forward this email.
Best wishes for a great holiday weekend!

Thanks!

Ken Dominguez

sender: "#mar, Peter (NIH/FIC) [E] </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
! [FYDMBOHFIISPOLT)/CN=RECIPIENTS /N =E4ECF40B0 7044 BASFDSAS CROAS D 7B4-KILMARNPH=

Recipient: Dominguer, Ken (CDCOIDNCHHSTR) <kidhicos govs
Sent Dabe: 2018008730 17:40:21
Delivered Date: 2018068130 17:40:00



From: [dmar, Peter (NIH/FIC) (€] </O0=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFXISPOLT)/CN=RECIPIENTS/CN=EAECF449BD 044 BASFD SIS CEDAADTBA- KILMARXPH >

Toe Timothy Mastro < TMastno@thilsd.onge
Subjeck: FW: Good News! [VMMC)
Deabe: 2018008730 15:33:00
Prigrity: Nommal
Type: Note

Tim,
Amazing gestation period for this. Names redacted to protect the innocent.

PE

From:

Sent: Thursday, August 30, 2018 3:29 PM
To:

Ce:

Subject: RE: Good Mews!

Thanks. Great to see this,

The WHO consultation in Montreaus was in March 2007, We had our consultation in Atlanta in April

2007, the first country to do so, The recommendations went inte clearance in December 2010, as |
recall.

Others you could include:
» = Tim Mastra . ..
# = Others from 2007 consultation — see ;
https:/ fwww.nebinlm_nib gov/pmcfarticles/PMC2 788411/

Best to all,
PK

Petar H. Kilmarx, MO, FACP, FIDSA

Rear Admiral, U.S. Public Health Service
Depuly Direclor, Fogarty Intermnational Center
U5 N sijutes of Heailh

AT Rel! AT
Cafl [irdacted by agreememqT gl +1-301-406-1415
E il paela m CTir
SR

FIC FB ieon Twitlgr icom

tmpact - Integrily « Innovabion




From:

Sent: Thursday, August 30, 2018 3:01 PM
To:

Ce:

Subject: Good News!

On behalf of the Division of HIV/AIDS Prevention (DHAP) at the Centers for Disease Control and
Prevention (CDC), | extend a big thank you to you for your tremendous contributions to the CDC male
circumcision recommendations over the years|

Am happy to announce that the COC male circumcision recommendations and background documents
as well as the public and peer review comments and COC responses were posted on the COC DHAP
website today and can be accessed via the following link: https.//www.cdc gov/hiv/risk/male-

circumcision.hbml. o
Due to security reasons, please do not forward this email.
Best wishies for a great holiday weekend!

Thanks|

Sender: Marx, Peter (NIMFIC) [E] </0=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
* [FYDMBOHFIISPOLT)CH=RECIPIENTSN = E4ECF440BD 044 BASFDSASCEDAI D TB4- KILMARKPH

Recipient: Timothy Mastno < TMastra@EMilsd.ong=
Sent Dater 20180830 15:33:40
Delivered Date: J01808/30 15:33:00



From: [dmarx, Peter (NIH/FIC) [E] </O= EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFXISPOLT)/CN=RECIPIENTS/CN=EAECF449BD 044 BASFDSASCEDAADTBA-KILMARNPH >

St Loubs, Mike (COC/CGHDEHT) <mesd@odc.gave;
Habel, Medissa (COCOGHDGHT) fo=Exchangelabs/ou=Exchange Adminktrateee Group
[FYDIBOHFZ35POLT jfon=Racipients/on=BSeBasbldasa4 1N a8 92 5736040208 -evhi
<evhb@CDCGOV-;
Toleda, Cares (COC/CGH/DGHT) fo=Exchangelabsfou=Exchange Adminkbratiee Group
(FYDIBOHFZISPOLT ) on=Recipients/on= 3223940550 743008 02e00958e4 2 3598-COTE
= ootY @D GOV >;

Ta: Benach, Irene (CDCAOGHDGHT) fo=Exchangelabi/ou=Exchangs Admingtrative Group
(FYDIBOHFZ ISP DL T ) one Recipients/on=0204 1077 L 34409560 2ed 34e5a3aef -hvmb

< hwmbdicc.gov>;

Oluoch, Tom 0. (COCCGEHDGHT) fao=Exchangelabsiou=Exchange Administrative Group
[mlmmmwmrﬁmmmm fmﬁdc.wub:
Wamoer, Alicia Hunber (COC/CGH/DGHT) fo=Exchangelabs/ow=Exchange Administratve Group
[FYDIBOHFZISPOLT ) /on=Recipients/on= a6 d9a8 5e 54088 Ha 345 36090 6o - APHG

< aphBECDC. GOV

Herman-Roloff, Ay (CDC/CGH/DEHT) Jo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF2 ISP DLT) fon= Reciplents/on=b54f 29f659022415 "bb 1 2e5a9 223 Jaced-biy2 <bjhv? @odc.gov>;
Balachandra, Shirish (COCCGHDGHT) fo=Exchangelabs/ou=Exchange Administrative Group
[FYDIBOHFZ3ISFOLT ) on=Recipients/ on=0b8f Bebob2 Th-4 a7 PDES0b6 2650 7 Se-ymx L

oy | o, gove;

Tan, Sre-Yee A <standS@gatech edus;

Befinda GT Zhang (belinda. Jefu) =belndarha s TN
Heﬁeﬁa‘h:hﬂmmm?g*m ]
Subject RE: FETP program in Zim ks STILL the gift that keeps on giving to fight global HIV ! (including demand
creation for YMMC)
Dabe: 20180605 11:X2:00
Priority: Mommal
Type: Hole

Hi and thanks Mike. Great to see this!

The PEPFAR funding was cut in COP "15, but, as | recall, Shannon Hader found some funds to continue. |
don't know the current status,

Best,
PK

From: 5t. Louis, Mike (CDC/CGH/DGHT) «mes2 @cdc.povs

Sent: Tuesday, June 5, 2018 10:32 AM

To: Habel, Melissa ([COC/CGH/DGHT) <evh6@COC.GOV=; Toledo, Carlos (CDC/CGH/DGHT)
<cot8@CODC.GOV>; Benech, Irene (COC/CGH/DGHT) <hvmb@cde.gove; Olucch, Tom O.
[COL/CGH/DGHT) <hofl@ede.govs; Warner, Alicia Hunter (CDC/CGH/DGHT) <aphe@ CDC.GOV>

Cc: Kilmarx, Peter (NIH/FIC) [E] <peter.kilmarx@nih.gov>; Herman-Roloff, Amy [CDC/CGH/DGHT)
=bjy2@cde. gove; Balachandra, Shirish [COC/CGH/DGHT) <ymx1@cde. gove; Tan, Sze-Yee A
<standS@gatech.edus; Belinda GT Zhang (belinda.zhang@gatech.edu) <belinda.zhang@gatech.edu>;
Kelsie GaTech Thomas[rmas by aemss
Subject: FETP program in Zim is STILL the gift that keeps on giving to fight global HIV | [including demand
creation for VAMMC)




CDC-Zim got forced to cut out its support to the FETP about 5 years ago, | think?

But Mufuta, Tsitsi, and the FETP team just keep cranking out publications on important HIV
implementation issues.

https:/fwww researchgate. net/publication/325372882 Effectiveness of Demand creation promotions
and demand creation personnel in creating demand for Voluntary Medical Male Circumcision ©
hitungwiza District Zimbabwe in 2016

Sender: 'iman:, Peter (NIM/FIC) [E] </0=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
* [FYDMBOHFIISPOLT)/CN=RECIPIENTS N = E4ECF440BD 044 BASFDSAS CEDAA DS TB4- KILMARNPH =

St. Lowits, Mike (CDC/CGH/DGHT) <mes2@cdc.gov
Habel, Melissa [CDC/CGH/DGHT) ;n-hdurqem.s.rm-mm Administrative Group
(FYDABOHFEISPDLT) fon=Recipients/on=B5eBa-s0da %44 1 F1 a852 STIE 0208 evhia

<evheBCDC GOV > ;
Toleda, Carlos [tDC.'l:&l.m-l‘l': fo=Exchangelabs/ow= Exchange Administrative Group
[FYDIBOHFEISPOLT)fon=Recipients/on= J2aaS4f055d FHE0080ac009 50804 23598-COTA
<ColA@CDC.GOV;
Benech, [rene (COC/CGH/DGHT) fo=Exchangelabsfou=Exchange Administrative Group
EWWEMWWWiWWM
< hTnEReE g
Cluoch, Tom O, tm::wm: fo=Exchangelabs/ou=Exchange Admintstrathee Group
Reciplent: [FYDIBOHFZISPOLT)/on=Reciplents/on=55"60e Scetd%ebakib i ScbflifedeSith-HOFD <hoflifodc. govs;
Warner, Alcia Humber [(COCCGEHDGHT) fo=Exchangelabs/or=Exchange Administralive Group
[FYDIBOHFE ISP DLT ) on= Reciplents,'on= Fdb2 d9adSeta40088 0 a 345 60606 APHE
<aphEE DGOV,
Hemman-Roledf, Anmy (CDC0GHDGHT) Jo= Exchangslabs) ou=Exchange Administrathe
(FYDIBOHFEISPDLT) on=Reciplentson= b5l 665 dad15 7obl 2e5ad ded3aced-biyZ <bfyBodo.gove;
Balachandra, Shirish [COCOGHDGHT) fa=Exchangelabs/ou=Exchange Administrathve Group
(FYDMBOHFZ ISPOLT ) on= Recipients, on=066f0ebob 2 Th-44 197 70850602630 7 Sa-yma ]
<ymu ] @ode.gov;
Tan, Sre-Yee A <standS@oatech adus=;

Belinda GT Zhang (belinda, bech.edu) < Eoa[TEH
Kelsie GaTech Ty AT

Sent Date: 2018/06/05 11:22:39
Deliversd Date: 2015/06/05 11:22:00




From: =peter. kimar@neh.gov=
Ta: Timokhy Mastro <TMastro@hiIe0. g
Subject: Re: Rovel Male Circumdcision
Dabe: 20180604 15:53.37
Priority: Normal
Type: hote

Spunds good to me?
Peter Kilmars, Deputy Director
International Center, NIH
RADM, L5, Public Health Service
Om Jun 4, 2018, at 3:49 PM, Timothy Mastro < TMastrodini360,ong> wrote:
Anathes breakgthnough!

Fram: mmmwum |
Sent: Monday, Ju 1 -

Ty Timothy Mastro < TMastro@hi 380, cng >
Subjert: Mowvel Ml Cirdumcisaon

Dear Dw, T.Mastro,

Howw ane you today? This s Bors Wang from China, I'm also @ member of 185 {International Alds Society), amnd reading theough
YoUF paper on the TAS, Hope everything & going well in vour sided T'm wodking in Jinagd Langhe Medical Tnstrument Ca., Lid that
manufactures navel disposable droumcsion suture device.

As we knenwn, there (S substantial evidence that male dreumcision protects against several diseates, ike: urinary ract infections,
Syphils, chanoroed and invashe pende cancer, as wall as HIV,

Digposable Croumcision Suture Devicd [ our paténted product, we irmenbed in 2009 with our own patent for inventions, sino: then
we ane working with urclogtst and now have already widely promoted and spread in Chinese public hospitals, meamwhile, we have
exported bo Malaysia, Indonesia, India, [taly, Botseana and South Africa. We ame the original inventor and standard setter of this

cirtumcision suture device, also the leader in this technology, Bl now our deésice have verified By more than TWO MILLION cases,
averaged 1,500 patients croumdsed by our device per dary,

Disposable Crowmcision Suture Device 5 8 novel droumcision device, and It designed based on baweel anastomsatic stapler
principles. 1t &5 operated by simply squeezing its handles to trigger the cinoular scalpel blage and stapher, theneby remaving the
foreskin and creating the anastomosis at the same time, The dcatrices created smocth appearance as compared to the more
nodular appearance found in the sulusing method. An average of 7.7 minutes was achieved in a study conducted on 62 patients as
opposed to far greater times for traditional methods.

Post-operative adema is ako greatly reduced. It complates hemostasis and severance in one easy step by a simple firing
mechantsm of the device, & great reduction in pain renders not anly the overall patient experience it aliows easier change of
dressings greathy reducing any risk of post-operative infections, When new tissue gows will push staple out and staple will drop
automatically after one week, 30-45 days drop comphebed.

Disposable Crowmcision Suture Device ks casy to operabe and frée surgeons hand ot dmost, it also provided a neésw drcumcision
concept and new treabment option to both dociors and patients. More information please downkoad operation video and academic
paper from below our company website, or search *LANGHE MEDECAL® in YouTube.

bt/ www youtube. comy/ channel UCDCIC T PaZGD4Z-ap TuW4g

I'm looking Formard your repey!

Best Wishes,



By agr et

MobileWhatsApp:
Jinagwi Larghe Madical Irstrument Co., Lid

Office: 4F, Tower D, Wanli Trade Center,
Mo. 346 Parmyu Ave. North, Guangzhou, Guangdong, 511400, P.R.China

Tel: +86 20-31045082
Web: htip:/fwerw.langhemedical.comy'enindges. php

I
Jinagui Langhe Medical Instument To., Lid
Office: 4F, Tower O, Wandi Trade Cenber,
Ma. 346 Paryu Ave, Morth, Guangzhou, Guangdong, 511400, P.R.China
Welbs: hitp:fwww langhemedical comen/index php
<CIRCCURER™ [ntroduction. pdl >
Sender: <peter kinaruinih.gavs
Recipient: Timathy Mastro <THastro@fhiléluorg =
Sont Date: 2018/06/04 15:53:37

Message Flags: Linsent




From: [dmarx, Peter (NIH/FIC) [E] </O= EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFXISPOLT)/CN=RECIPIENTS/ N = EAECF449BD 044 BASFDSASCEDAADTBA-KILMARXPH >

To: Virpebwa T 5 Chitimbine <chitimbire@izach.ong.zw=
Subject: Re: Now avallable: your artadle i 0 an ssue of Global Health Action
Deabe: 2018001719 12:53:45
Priority: Normmal
Type: Note

Hi Vee,
Great to hear from you, 'm very proud of you guys and out PBF model. I'll let Ambassador
Wharton know when [ see him @)

Best wishes for new year!

Peter Kilmarx, Deputy Director
Fogarty International Center, NIH
RADM, U.S. Public Health Service

On Jan 14, 2018, at 6:59 PM, Vuyelwa T § Chitimbire <chitimbirgia zach org zw=>wrote;

Dear Peter,

Could not resist to say hello- long time and compliments of the New Year. Hoping that you are all good,
The VMMC program has done well under CDC = | am reminded of the days we started, when a lot

of people did not have much confidence in our performance. Now we have a good model and PBF is
warking well,

All the best and greetings to your better half.

Vee Chitimbire

From: Kilmarx, Peter [MIH/FIC) [E] [mailto;peter kilmarxé&@nih.gov]
5ent: Friday, January 12, 2018 10:32 PM

To: Scott Barnhart <sbht@uw.edu>; Caryl Feldacker <cfeld @uw.ed :"‘f:m“! VF MpraAme

chitimbire@zach.org.zw; Marrianne M. Holec <mmbolec@uw.edu>; ABby R Stepaniak

<arstep@uw.edu>; Aaron Bochner <bochner@uw.edu>; bmakunike@itech-zimbabwe.org;
vmurenje@itech-zimbabwe.org; Herman-Roloff, Amy [CDC/CGHSDGHT) <bjy2 @cde.gove
Subject: RE: Mow available: your article is in an issue of Global Health Action

Adding my thanks and congratulations to all for a very successful program,
Caryl = great to see this finally published. Thanks for your perseverance.

PK

From: Scott Barnhart [mailto:sbht@uw.edu]
Sent: Thursday, January 11, 2018 11:42 AM

To: Caryl Feldacker <cfeld@uw edu>frdhmdt ipmmn | chitimbire@rach,org. zw;
Marrianne M. Holec <mmhalec@uw.edu>; Abby R Stepaniak <arstep@uw.edu>; Aaron Bochner




<bochner@uw.edy>; bmakunike @itech-zimbabwe org; ymurenje@itech-zimbabwe.org; Kilmarx, Peter
[NIH/FIC) [E] =peter kilmarx@nih.govs; Herman-Raloff, Amy ([COC/CGH/DGHT) <bjy2i@ode. gowvs
Subject: Re: Mow available: your article is in an issue of Global Health Action

And a very big thank you to you Caryl. That was a long and heavy lift. Really glad to see this
published but more importantly it a privilege to work with this entire group that made this
integrated approach successful. Compliments of the new scason to all, Scott

Scott Barnhart, MD, MPH

Professor, Departments of Medicing and Global Health
University of Washington

Telephone: +1 206-585-4875

MI:H:IH'E" b AEIeRTIATE
Fal:simiE: ;; LN L

Skype: scottbarnhart1

"A pessimist makes his opportunities difficult, and an optimist makes his difficulties
opportunitics.”

From: Caryl Feldacker <cfeld@uw. edu>

Sent: Thursday, January 11, 2018 8:26 AM

To: Scott Barnhart frdasd by spemme | chitimbire@zach,org.2w; Marrianne M. Holec; Abby R
Stepaniak; Aaron Bochner; bmakunike@itech-zimbabwe.org; vmurenje@itech-rimbabwe.org;

peter. kilmarx@nih. gov; biy2@cdc_pov
Subject: Now available; your article is in an issue of Global Health Action

Congrats to us all on the final publication of this manuscript!
Best,

Caryl
Begin forwarded message:

From: "info@tandfonline.com” <info@tandfonline.com>

Date: January 11, 2018 at 3:53:50 AM PST

To: cield@uw.edu

Subject: Taylor &Francis author update: congratulations, your article is in an issue of Global
Health Action

Reply-To: noreply@tandfonline.com




Tavlor & Francis Onlirg

The online platiormn bor Tayvlor &Frances Group conlent

Author Services | FAQ | Twitter | Facebook

Dear Caryl Feldacker,
Congrabulations! Your Hr‘tu‘.‘IE Imiplarmenting uguntﬂﬂ madical male circurmeSisn using an innovatve. integrated,

h m KErian fi 1 di in fim , isin an issue of Glabal Health Action, 155pe
1 and is Open Accass.

Share your article now
Youll hopefully want to share your article with frends or colleagues (and then check its downloads, citations and
Altrmetric data on Authored Works, owr dedicatad center for all Taylor &Francls published authors). Publizhing



Cipen Access means your article can be read by amyone, anywhare, and we want to work with you o ensure it
reaches as wide (and as appropriale) an audience as possible

g..H...0..

Author feedback tells us that something a5 simple a5 posting about your arlicke’s publcation on Social meda s a
highly effectne way of highlighting your research. Find cut more about how you can work with us o promols your
work.

Author exclusive: 30% off Routledge &CRE Press books
ANl authors who've had an article pubished in a Taylor &Francis Group powrnal receive a 30% deoount on thedr
ook purchases with us, Find oul bow 0 claim your discount by visiting Authored Works

HNot sure how to access your Authored Works?
If you haven yet regisiered, you can do so using gielddare gdy (this is the email you vsad whilst your manuscript

was gaing through production),

O you've completed the guick regestration you'll be sent an email asking you to confirm. Click on the verfication
link aned you can then login {using the above emall address) whenever you wani to by going to Taylor &Francis

Opling, Once you have logged in, click on "Your Account” al the 1op of the page o see the labes! updabies on your
arficke,

If you havvi any problems sccessing your Taylor &Francs Onling account please conact our dedicaled suppon
team at sgupportiandionling com. Thank you for publishing Open Access with us.

Kind regards,

Auihor Services laam

Interested in insights, tips, and updates for Taylor &Francis authors? Be par of our researcher community on;
Twitter

Tayler AFrancis Author Services

Global Health
Action

Taylor &F rances



Pieasa do not reply bo this email. To ensure that you recetve your alerts and information from Taylor &Francis

Dinfing, please add "alerdsfandionine.com™ and infoitandlonline.com™ to your sale senders list

Toaplor AFrancis, an Informn budmess
T-H."ﬁ?il' AFrancis i 8 I:I‘Erl!il'lll; name ol Indonma UK Lemded, I'-E'giﬂ-lll‘."i'tll] in EP«glﬂl"lﬂ under g, 1072854, F!Elgli-'l:l!ﬂ'Ed affspE: 5
Howsck Place, London, SWI1P 1WG

Sander: imar, Peter (NIH/FIC) [E] </0=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
! (FYDIBOHFZISPOLT ) CH=RECIFIENTS/CN = E4ECF44 B DT 044 BASFDSE5CEDAAD4 7B KILMARXFH >

Recipient: Viyebwa T 5 Chitimbire <chitimbire@zach.ong. zw>
Lent Dabed 20101714 12:58:44
Delivered Date: M0180114 12:58:45



3 . Kimars, Peter (NIH/FIC) [E] </0= EXCHANGELAESOU = EXCHANGE ADMINISTRATIVE GROUP
" (FYDIBOHFEISPOLTY/CN=RECIPIENTS/CN = EAECFA40BD T4 BRASFD SASCRDAA D TBH- KILMARNFH >

Glass, Roger (MIHIFIC) [E] fo=Exchangelabs/ou=Exchange Adminkstrative Group
tF'!'D]EﬂHElEP‘DLT]fm Recipients'on=03506bbhb 1.62 473 700355 2 BB 9 T 0bol-glassr
To: <plassnibmadl.nihugows
Puderbaugh, Anm {HIH.’FIC:} [E] fo=Exchangelabsiou=Exchange Adminstratine Group
(FYDIBOHF2ISPDLT) fon=Recipierts/on=00 3635684 fe Baad 01 Jetia 705 1460-puderta
«puderba@mail.nih.gov>
Subject: FW: Taylor & Frands suthor update: congratulations, your article is in an issue of Global Health Action
Dabe: H1BM01712 15:22:00
Priority: Nomal

Type: Mote

A new article from CDC days.

| Initiated a cost-reimbursement incentive for public clinics to conduct male circumcision in Zimbabwe, It
warked.

PK

From: info@tandfonline.com [mailto:info@tandfonline.com)

5ent: Thursday, January 11, 2018 7:23 AM

To: Kilmarx, Peter (NIH/FIC) [E] <peter. kilmars@nih.gov=

Subject: Tavlor &Francis author update: congratulations, your article is in an issue of Global Health
Action



Tavlor & Francis Onling

Tha anline platiorm for Taylor &Francis Group content

Author Services | FAQ | Twitter | Facebook

Dear author,

Ciongratulations! Your aricke, Impdemantin i i i n innosative, in
hiealth systems approach: expenencas from 21 districls in Zimbabwe, s Inan lssue of Global Healih Action, |s3ue
1 and is Open ACCESS,




Share your article now

You'll hopafully wani to share your article with friends or colleagues (and
then check its downloads, citations and Altmetric data on Authored Global Health
Works, owr dedicated cenber for all Taylor &Francis published authors), Action

Publishéng Opean Access means your arficke can be read by anyone,
anywhere, and we wani 1o work with you to ensone it reaches as wide [and
as appropriabe) an alenos a8 pos sy

8. ... H..

Authdr fpedback 185 us that somathing as simple &5 pesting about your
articla’s publication on social media is a highly effective way of highlighting
your regeqanch. Fund oul mone about how you cin work with us 1o promole
YOUr work,

Author exclushve: 30% off Routledge &CRC Press books

All avthors who've had an article published in 8 Taylor AFrancis Groug E.'I A —
journal recaive a 0% discount an thair book purchases with us. Find ouwl

how to ciasm your discownt by visdting Authored Works.
5 b g Taylor &Francis

Mot sure how o access your Authored Works?

I you haven't yet registered, you can do so using peter kilmargTins goy
(s k= the emall you wsed whilst your manuscript was godng throwgh
praduction),

Once you've completed the quick reglsiration ywou'll be sen an emel
asking you io confirm, Chck on the vedfication link and you can then login
{using the above amal address) whanewver wou wani 1o by going to Taylor
SFrancis Online. Once you have logged i, click on “Your Account” at
thei b of thir page 10 5o the bies! updales on your dlicks,

i you have any problems accessing your Tayker SFrancis Online scooum
plaasy contacl our dedicaled Support besm i
supportditandioniing, com. Thank you for publishing Opan Access with

U,
Kind regards,
Buthor Services beam
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Twitier

Facobook
Taylor &F i A

Plexse do nof reply o this email. To ensure that you recene your aleris and information from Taylor BFrances

Online, please add "gledsiMandfonlios com™ and “info@tandfonling.com” to your safe senders kst

Tayler &Francis, gn Informa business,
Taylor 8Francis i a rading nama of Informa UK Limied, regesiemad in England wndor no, 10725854, Regisiennd office; §
Heavick Placa, London, SW1P 1WG

Sand Kilrnarx, Peter (MIH/FIC) [E] </ 0=EXCHANGELARS/OU=EXCHANGE ADMINISTRATIVE GROUP
* (AYDIBOHFEISPOLTYCN=RECIPIENTS /N = E4ECRA DA BASFD SRS CADAA D FBA- K ILMARNPH >

Hass, Roger (HIH/FIC) [E] fo=Exchangelabs/ss=Exchange Admantstrative Group
Reciplent: [FYDIBOHFIISPOLT){on=Recipients/on=03506bbb01.a3 472790355 2 B840 0bclk-glamsr
wlassrimail

-nih.gen;



Puderbausgh, Ann (NIH/FIC) [E] fo=ExchangeLabs/ou=Exchange Administrative Group
(FYDIBOHFEISPELT) fon=Recipients/on=300363 0084 Bdadilc T De i P05 1 460- puderha
<puderba@mail.rit.gov>

Sent Date: H018/01712 15:22:03
Delivered Date: 201801712 15:32:00



A Kimary, Peter (NIH/FIC) [E] /0= EXCHANGELABS/ O = EXCHANGE ADMINISTRATIVE GROUP
[ FYCIBOHFEISPOLT) CH=RECIPIENT S M = E4ECF4a B0 BACFD SRS CADAAD P B4- KILMARKFH =

To: Heman-Roloff, Amy (CDCACGHDGHT) fos= Exchangelabs/ou=Exchange Administrathee Group
[FYDIBOHFIISFOLT ) fon=Redipientsion=b5420f050 2241 57bb] 2eSa9 o3 3aced-bjyZ <biy2Scdc.gov>

Subject: Fuwd: Male cir pubs this wesk: Lichen sclerosus (BX0) in boys; PrePex device; Lang foreskin
Date: 2017/12/26 19:11:04

Priority: Nomal
Type: Note

Hi Amy,
Congratulations on this publication! I remember talking to the Hubert fellow about this a few
years ago.

Happy holidays,
PR

Peter Kilmarx, Deputy Director
Fogarty International Center, NIH
RADM, U.S. Public Health Service

Begin forwarded message:

From: Brian Morris <brian mormsilsydoey _edu, au=>

Date: December 26, 20017 at 6:10:26 PM EST

To: Brian Morris <brian.morrisi@sydney, edu.au=

Subject: Male cir pubs this week: Lichen sclerosus (BX0O) in hovs; PrePex device; Long
foreskin

https:/fwwow, nebi.nlm.nih.gov/pubmed/29266891

Cir Pediatr, 2017 Oct 25;30(4):211-215.

[Clinical and immunohistochemical correlation of balanitis xerotica obliterans].

[Article in Spanish; Abstract available in Spanizh from the publisher|

Betancourth-Alvarenga JEY, Vizquez Rueda F2, Siy Uribe A%, Escassi Gil oY, Vargas Cruz WP, Sdnchez

sinchez R3, Ortega Salas R¥, Paredes Esteban RML.

Author information

1 Cirugia Pediatrica. Hospital Universitario Reina Sofia. Cordoba.

2 Cirugia Pedidtrica. Hospital Universitario Reina Sofia. Coérdoba. Profesor Asociado de la Facultad de
Medicina de la Universidad de Cdrdoba e Investigador del Instituto Maimdnides de Investigacidn
Biomédica de Cordoba,

3 Patologia. Hospital Universitario Reina Sofia. Cordoba.

Abstract
in English, Spanish
AlM:

Balanitis xerotica obliterans [BXO] [lchen sclerosis] is a disease of the skin and mucosa of male
genitals of unknown etiology that may affect children of any age. It has a low incidence (9-19%} and
in adults is considered a potential premalignant lesion, The aim of our study is to establish the
incidence of BXO in our center and to determine its correlation between the clinical and
immunohistochemical {IHC] findings.

METHODS:



Prospective cohart including all children < 14 years with foreskin pathology that required a
circumcision between 2014-2016. Statistical analysis of the clinical characteristics, histological and
IHC finding; searching for inflammatory response, premalignant lesions and microbiological findings.
RESULTS:

A total of 176 boys with phimosis had circumcision with a mean age of 7 £ 3 years (Range 2-14).
Presurgical diagnosis of BXO was suspected in 28.4% (n= 50} whereas the AP confirmed a total of
29.5% [n= 53} with a very good interobserver concordance (kappa= 0L81: p< 0.01). Previous
treatment with corticoids in BXO was found in 63.5% (n= 33/52). Meatal stenosis was found in 7.69%
[n= 4752} requiring meatal/urethral dilations, Patients with BXO had a T-Lymphocytes CD3+
mediated inflammatory response with a positive correlation between tumor suppressing protein
(p53) expression and chronic inflammation,

COMNCLUSIONS:

BX0D is a chronic inflammatory disease mediated by T-lymphocytes with an incidence greater than
previously reported. Surgeons' criterion has a very good concordance with the AP findings. The
elevation of p53 in children with BX0 may indicate a plausible malignant potential that may require
a surgical treatment (circumcision) and an adeguate follow-up.

KEYWORDS:

Balanitis xerotica obliterans; Children; Circumcision; T-Lymphocytes; Tumor suppressing protein p53
PMID: 29266891

https:/ fwww.ncbi.nlm.nih.gov/pubmed /29272320

A systems-based assessment of the PrePex device adverse events active surveillance system in
Zimbabwe.

Adamson PCL2, Tafuma TA%, Davis SI'!-!", Kaha 5%, Herman-Roloff A%,

Author information

1 School of Medicine, University of California San Francisco, 5an Francisco, California, United States
of America.

2 CDC-Hubert Global Health Fellowship, Division of Scientific Education and Professional
Development, Centers for Disease Control and Prevention, Atlanta, Georgia, United States of
America.

3 L5, Centers for Disease Control and Prevention, Harare, Zimbabwe.

4 .5, Centers for Disease Control and Prevention, Atlanta, Georgia, United States of America.

5 AIDS and TB Programme, Ministry of Health and Child Care, Harare, Zimbabwe.

Abstract

BACKGROUMD:

Voluntary Medical Male Circumcision [VMMC) is an effective method for HIV prevention and the
World Health Organization (WHO) has recommended its expansion in 14 African countries with a
high prevalence of HIV and low prevalence of male circumcision. The WHO has recently pre-qualified
the PrePex device, a non-surgical male circumcision device, which reduces procedure time, can
increase acceptability of VMMC, and can expand the set of potential provider cadres. The PrePex
device was introduced in Zimbabwe as a way to scale-up VMMC services in the country, With the
rapid scale-up of the PrePex device, as well as other similar devices, a strong surveillance system to
detect adverse events (AE) is needed to monitor the safety profile of these devices. We performed a
systems-based evaluation of the PrePex device AE active surveillance system in Zimbabwe,
METHODS:

The evaluation was based on the Centers for Disease Control and Prevention's Updated Guidelines
for Evaluating Public Health Surveillance Systems. We adapted these guidelines to fit our local
context. The evaluation incorporated the review of the standard operating procedures and
surveillance system documents. Additionally, structured, in-person interviews were performed with




key stakeholders who were users of the surveillance system at various levels, These key stakeholders
were from the Ministry of Health, implementing partners, and health facilities in Harare.

RESLILTS:

Clients were requested to return to the facility for follow-up on days 7, 14 and 49 after placement of
the device. In the event of a severe AE, a standard report was generated by the health facility and
relaved to the Ministry of Health Child and Care and donor agencies through predefined channels
within 24 hours of diagnosis. Clinic staff reported difficulties with the amount of documentation
required to follow up with clients and to report AEs. The surveillance system’s acceptability among
users interviewed was high, and users were motivated to identify all possible AEs related to this
device. The surveillance system was purely paper-based and both duplicate and discrepant reporting
forms between sites were identified,

COMNCLUSION:

The PrePex AE active surveillance system was well accepted among participants in the health
system. However, the amount of documentation which was required to follow-up with patients was
a major barrier within the system, and might lead to decreased timeliness and quality of reporting. A
passive surveillance system supported by electronic reporting would improve acceptance of the
program.

PMID: 29272320

DOH: 10,1371 journal. pone. 0190055

http:/fwww.infosurhoy comyfcocoon/saii/xhtml/en GBftopstories/the-worlds-largest-penis-is-not-
what-it-seems/

The World's Largest Penis Is Not What It Seems

BY DENIS BEDOYA ON DECEMBER 23, 2017

. ROBerto Esquivel Cabrera, the man with possibly the world's biggest penis. The 54-yvear-old from
Saltillo in Mexico rose to fame in 2015 after a video of his 48-centimeter (18.9-inch) penis went
viral, [But] his [Cabrera’s) penis isn't 19 inches.

Doctors have acknowledged this and said he could have a normal sex life if he is essentially
circumcised, The man stretched his foreskin constantly, from what | understand, but it's normal
underneath. The penis itself is just about 16 to 18 centimeters [6.2 to 7 inches] from the pubis. The
rest of the tissue ... is just foreskin, blood vessels, and some inflammation of the skin. 5o, effectively,
the majority of the length comes from his foreskin, It also appears that Cabrera's penis isn't naturally
in this state. Although he strongly denies this, Cabrera told a psychiatrist that he had put bands with

weights on his penis [foreskin] when he was younger in order to make it longer.,
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Herman-Roloff, Amy (COC/CGHDGHT) fo=Exchangelabsfou= Exchange Admirstrative Group

Recipient: (FYDIBOMF2ISFOLT )ion=Redpients/cn= bi49ME0h2a4 15Thb 1 2eSatlel kaced-bijy2
<biy2Bcde.govs

Sent Dake: 2017712/26 19:11:04



A Kimary, Peter (NIH/FIC) [E] /0= EXCHANGELABS/ O = EXCHANGE ADMINISTRATIVE GROUP
[ FYCIBOHFEISPOLT) CH=RECIPIENT S M = E4ECF44a B0 BACFD SRS CADAAD P B4- KILMARKFH =

Glass, Roger (MIHFIC) [E] fo=Exchangelabs/ow=Exchange Administrative Group
To: [FYDIBOHFZISPDLT ) /on=Recipients/on=03506bbkb1a2472 7003952 BRd49 7ol -glass:
< glassnimail nih_gons
Subject: RE: Male circ pubs this week: PrePex device; Lichen sclenosis (BXO) is much higher in obese boys
Data: 201712713 17:02:00
Priority: Normmal
Typa: Note

Thanks Roger, Trying te. A half dozen more coming from CDC,

Since Monday, I'm taking the lead on writing up a short commentary from our Grand Challenges
track.

I'vie also discussed with Micki and Adrienne writing up our background guantitative work on research
metrics.

PE.

From: Glass, Roger (NIMSFIC) [E]

Sent: Wednesday, December 13, 2017 4:56 PM

To: Kilmarx, Peter [NIH/FIC) [E] =peter kilmars@nih.govs

Subject: RE: Male circ pubs this week: PrePex device; Lichen sclerosis [BXO0) is much higher in obese
boys

Peter,
Very nice! You have a great track record of publications. Keep it up!

Roger

Fram: Kilmars, Peter [MIH/FIC) [E]

Sent: Wednesday, December 13, 2017 12:42 PM

To: Glass, Roger (NIH/FIC) [E] <glassr@mail,nih,gove; Puderbaugh, Ann (NIH/FIC) [E]
<puderba@mail.nib.govs

Subject: FW: Male circ pubs this week: PrePex device; Lichen sclerosis [BXO) is much higher in obese
bays

F¥l = a new publication from COC days. We found that use of the PrePex device for male
circumcision was safe and effective for HIV positive men. This obviates the need for HIV testing prior
to male circumcision, which is the leading barrier to the procedure, Mice to be the lead article in this
weekly digest!

PK



From: Brian Morris [mailto:brian morris @sydney.edy au)

Sent: Tuesday, December 12, 2017 6:30 PM

To: Brian Morris <brian.morris @ sydney. edu. s>

Subject: Male circ pubs this week: PrePex device; Lichen sclerosis [BXO) is much higher in obese bays

https:/ e, nebinlm,nih gov/pubmed /29220393

PLoS One, 2017 Dec 8;12(12):e0189146. doi; 10.1371/journal. pone. 0189146, eCollection 2017,
Safety and efficacy of the PrePex device in HIV-positive men: A single-arm study in Zimbabwe.

Tshimanga M1, Makunike-Chikwinya B2, Mangwiro T2, Tapiwa Gundidza P, Chatikobo P, Murenje

El, Herman-Rolaff .I'i", Kilmarx PH", Hn!ecL».ﬂ_s‘, Gwinji GE'J Muguruggma, Murwira M-'r, Xaba

55, Barnhart 5589, Feldacker €9,

Author information

1 Zimbabwe Community Health Intervention Project (ZiCHIRe), Harare, Zimbabwe.

2 International Training and Education Center for Health (I-TECH], Harare, Zimbabwe.

3 Department of Health Sciences, University of Zimbabwe, Harare, Zimbabwe.

4 U5 Centers for Disease Control and Prevention, Harare, Zimbabwe.

& imternational Training and Education Center for Health (I-TECH), Seattle, Washington, United
States of America.

& Ministry of Health and Child Care, Harare, Zimbabwe,

7 Zimbabwe Mational Family Planning Council {ZNFPC), Harare, Zimbabwe.

8 Department of Medicine, University of Washington, Seattle, Washington, United States of
Armerica,

9 Department of Global Health, University of Washington, Seattle, Washington, United States of
America,

Abstract

METHODS:

We aimed to determine if the adverse event (AE) rate was non-inferior to an AE rate of 2%, a rate
considered the global standard of MC safety. Study procedures, AE definitions, and study staff were
unchanged from previous PrePex Zimbabwe trials, After PrePex placement and remaoval, weekly
visits assessed wound healing. Men returned on Day 30. Safety was defined as occurrence of
moderate and serious clinical AEs. Efficacy was defined as ability to reach the endpoint of complete
circumcision.

RESLILTS:

Armong 400 healthy, HIV-positive, consenting adults, median age was 40 years (HOR: 34, 4b6]; 79.5% in
WHO stage 2; median CD4 was 336.5¢/ul (IQR: 232, 459); 337 (85%) on anti-retroviral therapy.
Among 385 [96%) observed completely healed, median days to complete healing was 42 [IQR; 35-
49). There was no association between time to healing and CD4 (p = 0.66). Four study-related severe
AEs and no moderate AEs were reported: severe/moderate AE rate of 1.0% (95% CI: 0.27% to 2.5).
This was non-inferior to 2% AEs [p = 0.0003). All AEs were device displacements resulting in surgical
MC and, subseguently, complete healing.

COMCLUSION:

Male circumcision among healthy, HIV-positive men using PrePex is safe and effective. Reducing the
barrier of HIV testing while improving counseling for safer sex practices among all MC clients could
increase MC uptake and avert more HIV infections.

PMID: 29220392

DO 10,137 1/ jeurnal pone, 0189146

Free full text




https://www.nchi.nlm.nih.gov/pubmed/29204461

Glob Pediatr Health, 2017 Nowv 24;4:2333734X17742749. doi: 10.1177/2333704X17742749.
eCollection 2017,

The Association Between BXO and Obesity in Boys Undergoing Circumcision,

Fuchs MEL, Beecroft N%, Dajusta DG!, Mcleod DIV,

Author information

Abstract

This study investigated whether boys with balanitis xerotica obliterans [BX0) have increased rates of
obesity compared with boys with no concern for BXO [NCB). Boys 518 years old with circumcision
pathology-confirmed BXO were compared with an age-matched group who had NCB during
circumcision. Boys with BXO were found to have a mean body mass index of 70.64 percentile for age
compared with 52,43 percentile in age-matched controls [P = 0005}, The rate of obesity was
significantly higher in boys with BXO (42%) compared with 12.4% in boys with NMCB |odds ratio =
5.12;95% Cl = 2.6 to 10.06). Given the increasing rates of childhood obesity and the long-term
health consequences of both BXO and obesity, special attention should be paid to this population.
Further research is needed to determine if BXO in obese children may represent an early indicator of
a systemic disease process where intervention may be warranted.
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Abstract

METHODS:

We aimed to determine if the adverse event [AE) rate was non-inferior to an AE rate of 2%, a rate
considered the global standard of MC safety. Study procedures, AE definitions, and study staff were
unchanged from previous PrePex Zimbabwe trials, After PrePex placement and remaoval, weekly
visits assessed wound healing. Men returned on Day 90. Safety was defined as ocourrence of
moderate and serious clinical AEs, Efficacy was defined as ability to reach the endpoint of complete
circumcision.

RESLILTS:

Among 400 healthy, HIV-positive, consenting adults, median age was 40 years (IOR: 34, 4B6); 79.5% in
WHO stage 2; median CD4 was 336.5¢/ul [IOR: 232, 459); 337 [85%] on anti-retroviral therapy.
Among 385 (96%) observed completely healed, median days to complete healing was 42 (ICQR: 35-
45). There was no association between time to healing and CD4 [p = 0.66). Four study-related severe
AEs and no moderate AEs were reported: severe/moderate AE rate of 1.0% [95% CI; 0.27% to 2.5).
This was non-inferior to 2% AEs (p = 0.0003). All AEs were device displacements resulting in surgical
MC and, subsequently, complete healing.

COMCLUSION:

Male circumcision among healthy, HIV-positive men using PrePex is safe and effective. Reducing the
barrier of HIV testimg while improving counseling for safer sex practices among all MC clients could
increase MC uptake and avert more HIV infections.
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The Association Between BXO and Obesity in Boys Undergoing Circumcision,

Fuchs MEL, Beecroft N2, Dajusta DG!, McLeod DI,
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Abstract

This study investigated whether boys with balanitis xerotica obliterans (BX0O) have increased rates of
obesity compared with boys with no concern for BXO [NCB). Boys 518 years old with circumcision




pathology-confirmed BXO were compared with an age-matched group wiho had NCB during
circumcision. Boys with BXO were found to have a mean body mass index of 70.64 percentile for age
compared with 52.43 percentile in age-matched controls (P = .0005). The rate of obesity was
significantly higher in boys with BXO [(42%) compared with 12.4% in boys with NCB (odds ratio =
5.12:95% Cl = 2.6 to 10.06). Given the increasing rates of childhood obesity and the long-term
health consequences of both BXO and obesity, special attention should be paid to this population,
Further research is needed to determine if BXD in obese children may represent an early indicator of
a systemic disease process where intervention may be warranted.
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Abstract

Mala circumcision (MC) for sexually active, HIV-negative men reduces HIV tranamission
and averts HIV infections. Excluding HIV-positive men from MC decreases access to addi-
tional heatth and ygeene benefits. In settings where HIV-testing ks, or is perceived to be,
required for MC, testing may reduce MC uptake. Reducing promotion of HIV testing within
MC sattings and promating devica-based MC may speed MC scale-up. To assess safety
and efficacy of PrePex MC device among HIV-posithve men, we conducted a ane-arm,
apen-labal, prospective stedy in othemwize healthy HIV-positive men in Zimbabwe.

Methods

‘We aimed io determine if the adverse event (AE) rate was non-inferior o an AE rate of 2%,
a rate considered the ghobal standard of MC salety. Study procedures, AE definitions, and
study staff were unchangsd from previous PrePey Zimbabwe trials. After PraPex placement
and remowval, weekly visils assessed wound healing. Men retumed on Day 20. Safety was
defined as cocumence of moderate and senous clinical AEs. Efficacy was defined as ability
o reach the endpoint of complate circumecision.

Results

Among 400 healthy, HIV-positive, consenling adults, median age was 40 years (MQR: 34,
A46); T9.5% in WHO stage 2; median COv was 336 Sciul (HOR: 232, 458); 337 (85%) on
anti-ratroviral tharapy. Amaong 385 (96%) observed completaly healed, median days to com-
plete healing was 42 (I0R: 35—48). There was no association between time 1o healing and
CDd (p =0.86). Four study-related severe AEs and no maderate AEs were reported:
savare/moderate AE rate of 1.0% (85% CI: 0.27% to 2.5). This was non-infarior 1o 2% AEs
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Abstract

DBJECTIVES:

To evaluate recurrence after penile sparing surgery (P55) in the management of carcinoma-in-situ [CI5)
of the penis in a large multicenter cohort of patients.

PATIENTS AND METHODS:

We identified consecutive patients from 5 major, academic centers treated from June 1986 to
Novermnber 2014 who underwent P55 for pathologically proven penile CIS. Primary outcome was local
recurrence free survival {RF5) and estimated using the Kaplan-Meier method,

RESULTS:

A total of 205 patients were identified. Treatment modalities included circumicision, glansectomy, wide
local excision, laser therapy and total glans resurfacing. Over a median follow-up of 40 months
{interguartile range [IOQR]: 26-65.6), there were 43 local recurrences with 45.8% occurring in the first
vear and 81.3% occurring by vear 5. Majority of recurrences were observed in the laser group (58,3%).
Median time to local recurrence was 15.9 months {5.66-26.14). The 1, 2, and 5-yr RFS were 88.4, 85.6,
and 75%, respectively; and the median RF3 was 106.5 months [(80.2-132.2).

COMNCLUSIONS:

Among patients with penile CI5 selected for surgical management, durable responses at intermediate to
long-term follow-up were noted, For those with glandular CIS, glans resurfacing offered the best
outcomes, This article is protected by copyright. All rights reserved.

This article is protected by copyright. All rights reserved,

KEYWORDS:

Penile cancer; carcinoma-in-situ; recurrences

PMID: 28972681
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Predictors of voluntary medical male circumicision prevalence among men aged 25-39 years in Nyanza
region, Kenya: Results from the baseline survey of the TASCO study.
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Abstract

INTRODUCTION:

Uptake of veluntary medical male circumcision (VMMC) as an intervention for prevention of HIV
acquisition has been low among men aged 225 years in Nyanza region, western kKenya, We conducted a
baseline survey of the prevalence and predictors of VMMC among men ages 25-39 years as part of the
preparations for a cluster randomized controlled trial [cRCT) called the Target, Speed and Coverage
[TASCO) Study. The TASCO Study aimed to assess the impact of two demand creation interventions-
interpersonal communication (IPC) and dedicated service outlets (D50, delivered separately and
together (IPC + DSO)-on VMMC uptake.

METHODS:

As part of the preparatory work for implementation of the cRCT to evaluate tailored interventions 1o
improve uptake of VMMC, we conducted a survey of men aged 25-39 years from a traditionally non-
circumcising Kenyan ethnic community within non-contiguous locations selected as study sites. We
determined their circumcision status, estimated the baseline circumdcision prevalence and assessed
predictors of being circumcised using univariate and multivariate logistic regrassion,

RESULTS:

A total of 5,639 men were enrolled of which 2,851 [50.6%} reparted being circumcised. The odds of
being circumcised were greater for men with secondary education (adjusted Odds Ratio (aOR} = 1.65;
95% Cl: 1.45-1.86, p<0.001), post-secondary education (a0R = 1.72; 95% CI: 1.44-2.06, p <0.001}, and
those emploved [a0R = 1,32;95% C1; 1,18-1.47, p <0.001}), However, the odds were lower for men with
a history of being married {currently married, divorced, separated, or widowed).

COMNCLUSION:

Armong adult men in the reral Nyanza region of Kenya, men with post-primarny education and emploved
were more likely to be circumcised. VMMC programs should focus on specific sub-groups of men,
including those aged 25-39 years who are married, divorced/separated/ widowed, and of low socio-
econamic status (low education and unemployed).

PMID: 28982175

DO: 10.137 1 isurnal. pone 0185872

Free full text
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Factors associated with the take-up of voluntary medical male circumcision amongst learners in rural
KEwaZulu-Natal.

George Gl, Govender Hu, Beckett 51, Montague E"‘, Frohlich 13.
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Abstract

Voluntary medical male circumcision (VMBMC) is an integral part of South Africa’s HIV prevention
programmie. School-going males, in particular, are considered a cost-effective target population.
However, ambitious policy targets have not been achieved due to the plateau in demand for VRBMC.
This study documents the factors influencing demand for YMMC amongst school-going males, Data
were collected from 750 learners (251 circumcised and 499 uncircumcised) from 42 secondary schoals in
KwaZulu-Matal, South Africa. There was a positive association between the perceived benefit of VIMMC
and the likelihood of undergoing circumcision (ADR: 1.41, p = 0.01). There was a negative association
between self-efficacy to use condoms and likelihood of undergoing VMMC [ACR: 0.75, p <0.01}.
Learners who perceived VIMMC as having a number of health benefits, including reducting of the
chances of contracting HIV and sexually transmitted infections [STis), increasing penile hygiene and the
belief that VMMC allows them to use condoms less frequently, were more likely to undergo VMMC, OF
concern, learners who were confident in their ability to access condoms and t use a condom with their
partmer were less likely to undergo VML,

KEYWORDS:

HIV prevention: HIV/AIDS; South Africa; adolescent friendly health services; circumicision for HIV
prevention; demand for circumcision

FMID: 289782592
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many issuas thal academs: staff are expert in the University does nol maintain any specific policy,
<image(}01.png=>
Cander: imant, Peter (NIM/FIC) [E] </0=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
* [FYDIBOHFZ 35P0DLT )/ CH=RECIPIENTS/ CN=E4ECR440B0A044 BASFDSA5CEDAA DS TB4-KILMARKPH =
Catherire: Hanking fo=Exchangelabs/ou=Exchangs Administrative Group
Reciplent: (FYDIBOHFZISPILT) on=Recipients/on=260e65dal4B4407 908 7 db M e ] 200af5-CUSTOM_hank
=<, hankins@aighd.org >

Sent Dabe: 2017/10/14 01:13:55
Dalivered Dabe: 20171014 0L:13:56



From: [dmarx, Peter (NIH/FIC) [E] </O= EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFXISPOLT)/CN=RECIPIENTS/CN=EAECF449BD 044 BASFDSASCEDAADTBA-KILMARNPH >

Fierma T, & HIDGHT) Jfo=Exchangelabs/ou=Exchange Administrathee Group
[(FYDIBOHFZISPDLT)/on= Recipients/on=b52960h 74415 Tbb1 2e5a9 26 T aced-bjyZ? <bjy2 @od.give

Subject: RE; REVISION ATTACHED: Fed: PLOS ONE Dedsion; Revision required [PONE-D-17-21346] -
[EMID:0412173(70a5665]

Date: 2017710009 13:48:00
Prigrity: Nomal
Type: Note

Hi Caryl,
Thanks for your continued work on this. Your responses look good. | added some suggestions to the
attached,

One point to response; | would pull out the numbers from references 42-44 on HIV testing as a barrier to
VMBMC and add them to the text of the paper. As | recall, HIV testing is the greatest or one of the
greatest barriers to WVMMC, It is worth spelling out explicithy that HIV testing is a major barrier to VMMC,
but it is needed for use PrePex unless such use is proven 1o be safe for HIV+ men, which we have just
done. This is not some nuance of counselling messages; this study addresses a major barrier to VMM,

Good luck with resubmission!

PK

From: Caryl Feldacker [mailto:cfeld@uw.edu]

Sent: Friday, October 06, 2017 1:05 PM

To: Scott Barnhart :s’aht@uw.&du:ﬁdwd_w e | Kilrars, Peter (MIHSFIC) [E]
<peter.kilmarx@nih.govs; Herman-Roloff, Amy (CDCSCGH/DGHT) <bjy2 @cdc.gov>

Subject: REVISION ATTACHED: Fwd: PLOS ONE Decision: Revision required [PONE-D-17-23348] -
[EMID:D41d2173f70a5e85)

Importance: High

Dear Prof, Scott, Peter and Amy,

Attached please find my revised HIV+ paper and my response to reviewers. | did significantly revise the
conclusions and made meaningful changes throughout. This version is tracked, and we must submit a
tracked version with the final clean copy. Please review my response letter and my revisions, paying
special attention to the highlights and to the conclusion. | was responding 1o the reviewer who did not
buy our argument against mandatory testing, so | hope that is a stronger conclusion. Use track changes
if you edit, please,

Please try to have vour comments back to me within 2 weeks. Otherwise, | will assume you are find with
my changes and resubmit.



Thank you for your help in getting this published)
Best,
Caryl

From: 5cott Barnhart [mailto:sbht@uw. edu]

Sent: Wednesday, September 27, 2017 5:11 AM

To: Caryl Feldacker <cfeld@uw.edu>

Cc: Dr. Batsi Makunike-Chikwinva <bmakunike@itech-zimbabwe.org=; Marrianne M, Holec
=mmhalec@ uw.eduhrfmm Ty agrvement I:res:‘.y@:ithim.urg

Subject: Re; Fwd: PLOS ONE Decision: Revision required [PONE-D-17-23348] -
[EMID:041d2173f70a5e85]

Great!

Scott Barnhart, MD, MPH
Professor of Medicine and Global Health
University of Washington

On Sep 27, 2017 2:05 PM, Caryl Feldacker <cfeldiuw . edu=wrote:
Giood news! I'll start working on the revision as soon as the RFA is finished.

Best,
Caryl

Begin forwarded message:

From: "PLOS ONE" <emi@edinorialmanager.coms

Date: September 27, 20017 at 2:29:26 AM PDT

Ta: "Caryl Feldacker" <cleld@uw edu-

Subject: PLOS ONE Decision: Revision required [PONE-D-17-23346] -
[EMID:041d21T3T0as5eRS]

Reply-To: PLOS ONE <plosonciiplos.org=>

PONE-D-17-23346

Safety and Efficacy of the PrePex Device in HIV-infected men: a single-arm study in Zimbabwe
PLOS ONE

Dear Dr. Feldacker,

Thank you for submitting your manuscript to PLOS ONE. After careful consideration, we feel
that it has merit but does not fully meet PLOS ONE's publication criteria as it currently stands.
Therefore, we invite you to submit a revised version of the manuscript that addresses the points

raised during the review process,

We would appreciate receiving your revised manuscript by Nov 11 2017 11:39PM. When you



are ready to submit your revision, log on to hitp://ponce.edmgr.com/ and sclect the "Submissions
Needing Revision' folder to locate your manuscript file.

If yvou would like to make changes to vour financial disclosure, please include vour updated
statement in your cover letter.

To enhance the reproducibility of your results, we recommend that if applicable vou deposit your

laboratory protocols in protocols.io, where a protocol can be assigned its own identifier (DO1)

such that it can be cited independently in the future. For instructions see:
tip:/fjo one/ s/ submissi idelings#loc-| /-

Please include the following items when submitting your revised manuscript:

= + A rebuttal letter that responds to cach point raised by the academic editor and
reviewer(s). This letter should be uploaded as separate file and labeled 'Response to
Reviewers',

» = A marked-up copy of your manuscript that highlights changes made to the original
version. This file should be uploaded as separate file and labeled "Revised Manuscript
with Track Changes'.

o + An unmarked version of your revised paper without tracked changes. This file should be
uploaded as separate file and labeled "Manuscript’.

We look forward to receiving your revised manuscript.

Kind regards,

D William Cameron, MD
Academic Editor
PLOS ONE

Journal Requirements:
When submitting your revision, we need you to address these additional requirements.

I. Please ensure that vour manuscript meets PLOS ONE's style requirements, including those for
file naming. The PLOS ONE style templates can be found at

http:/fwww. journals. plos.org/plosone/s/'filetid=w]Ve/PLOSOne formatting_sample_main_body.
pdf and

http:/fwww journals, plos, org/plosone/'s/fileid=bat 2/ PLOSOne _formatting_sample title_authors
_affiliations. pdf

2. Please amend your current ethics statement to address the following concerns:

a) Did participants provide their written or verbal informed consent to participate in this study?
b} If consent was verbal, please explain 1) why written consent was not obtained, 1) how you
documented participant consent, and i) whether the ethics committees/IRB approved this
consent procedure.




3. We note that you have indicated that data from this study are available upon request. PLOS
only allows data 1o be available upon request if there are legal or ethical restrictions on sharing
data publicly. For information on unacceptable data access restrictions, please see
http:/journals.plos.org/plosone/s/data-availability#loc-unacceptable-data-access-restrictions.

In your revised cover letter, please address the following prompis:

a) If there are ethical or legal restrictions on shanng a de-identified data set, please explain them
in detail (e.g., data contain potentially identifying or sensitive patient information) and who has
imposed them (e.g.. an ethics commuttee). Please also provide contact information for a data
access committeg, ethics committee, or other institutional body to which data requests may be
sent.

b} If there are no restrictions, please upload the minimal anonymized data set necessary to
replicate yvour study findings as either Supporting Information files or to a stable, public
repository and provide us with the relevant URLs, DOIs, or accession numbers, Please see
http:/fwwow bmy.com/content/ 340/bm).c 1 8] long for guidelines on how to de-identify and prepare
clinical data for publication. For a list of acceptable repositories, please see
http:/journals.plos.org/plosone/'s'data-availability#loc-recommended-repositonies.

We will update your Data Availability statement on yvour behalf 1o reflect the information you
provide.

4, Please include a separate caption for each figure in your manuscript.

5. We note vou have included a table to which you do not refer in the text of your manuscript,
Please ensure that you refer to Table 4 in your text; if accepted, production will need this
reference to link the reader to the Table.

6. Please include captions for your Supporting Information files at the end of yvour manuscnpt,
and update any in-text citations to match accordingly. Please see our Supporting Information
guidelines for more information: hitp://journals. plos.org/plosone/s/supporting-information.

L3 ]
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Comments fram i
r 9. M7

POME-TI-17-23344
Safery and Effbcacy of the Prefex Device i HIV-infected mens a single-arm siwdy m Limbabwe
FLOS ONE

Dear Dir, Feldacker,

Thank you for submitiing veur manescrips to PLOS ONE, After careful consideration, we feel
that i has meril bul does nat fully mest FLOS ONE's pobication critera as it corrently stands.
Therefore, we invite wou to suhmit a revised version of the manuseript that sddresses the points
ravisedd during the review process.

We would appreciate receiving your revised manuscript by Moy 11 2007 115%EM, When vou
are ready b submit your revision, log on ge http:pong edmgr com’ and select the Sabmissions
Needing Revidon' folder to locate your naanuseript fibe,

I you would like 1o make changes to your lnancial disclosure, please imeluede your updated
statement in wour cover lefter.

T enhance the reproducibilite of your results, we recommend that if applicable vou depasit your
laborabiry protecals in protocols, i, where a protocol can be assigned s own ideniafier (01
sich that it can ke cited independently i the future, For insinsctions ses:

Sl UL L L Lt P L D LG U L

Mease include the fdlowing iems when submattimg your revised manusonpl:

= A rebuinnl letter that responds 1o each point mised by the academic editor and
rowiewen(s ) This lener should be uploaded as separace file and labeled Response 10
Reviewers',

o A marked-up copy of vour manuseript that highlights changes made to the oniginal
version. This file should ke uploaded as separate file and Inbeled 'Revised Mamusorip
with Track Changes'.

= An mnmarked version of your revised paper withoul tracked changes, This file should be
uploaded as separate fle amd labeled ‘Mamuscripl’.

We loak forward b recelving yous fevised mdduscip.
K regarmds,

D William Cameron, M0

Academic Editor

FLExS ONE

Bpurmal Requirenents:
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Kimar, Peter (NIH/FIC) [E] «</O= EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFXISPOLT)/CN=RECIPIENTS/CN=EAECF449BD 044 BASFDSASCEDAADTBA-KILMARNPH >

Oifficer, lacide (MIH/FIC) [E] fo=Eschangelabs/ou=Exchange Administrative Group
IFTNWMTHM=W 9 0G 9 TOE44c093 2 985 34582590 | db-officerim
<jackieolficennib.goy

Collins, Dexter {HII-I."F[EJn [E] fo=Exchangelabsfou=Exchange Adminstrative Group
:wmwmmwmzw-wmmmwwmw
oolinsdi®mail.rih. gov=

Bridbord, Ken (NIHIFIC) [E] fo=Exchangelabs/ous=Exchange Admintstrative Group
(nmmmmmmwnrwimtsuiﬂmsmnm

<« bridibork@ficod fic.reh.gove;
Katz, Fora (NIM/FIC) [E] fo= E:rdunqu.-lha'ﬂu Exchange Administrative Group
mmammmw:wmummlmﬁemmuﬂ
To: <katzf@mail. rah. gov>;
Anand, Malini tHI'J-I.I'F!Il:]- {El ;'-u--E:ndunquaba'w-i Exchange Administrative Group

From:

Qv
Puderbaugh, ﬁnn {HIHFF[C} [E] fo=Exchangelabsiou=Exchange Adminkstrative Group
[FYDIBOHFZISPDLT)fon=FRecipiens/on=003639C84feB4ad4 B3 2e 044 7 e85 1 460- puderha
< pdiertiai@mail.reh, goas

Spirg, Danid (MIH/FIC) [E] fo=ExchangelLabsfou=Exchange Administrative Group
[FYDIBOHFIISPOLT)fon=Recipiertsfon=cfeld 837 e 7 2ad0di4d 1 ca3&a33 2 -spinad)

< idarvid, spirpdnih.gon=;

Eiss, Robert (MIH/FIC) [E] fe=Exchangelabs’ou=Exchange Administrative Group
[FYDIBOHFIISPOLT) fon=Recipients/on=07E8 a7 ba548e 1 alaesSM6BTos 2 7-Bissr

«cetssrifimail. rdh . ooy

Subject RE: WF 367515 - FYI ONLY - Geonge Dennistion writes b Dr. EMM&M}EELMWH
Gates Foundation, which operates on men in Africa (cirgumdcision) to prevent the spread of AIDS

Date: 2017/0912 15:29:00
Prigtity; Nooma
Type: Note

Dr. Collins could proudhy affirm:
|. = It was large part NIH research that proved medical male circumcision (MMC) substantially
reduces the risk of female-to-male HIV transmission.
2. = The .5 government is the largest funder of MMC [not the Gates Foundation).
3. * The numbers of men accessing MMC in Africa are in the millions [not hundreds of thousands).
4. = (And, incidentally, unsafe injection accounts for a few percent of HIV transmission in Africa,
not 30%).

PK

From: Officer, Jackie (NIH/FIC) [E]

Sent: Tuesday, September 12, 2017 2:59 PM

To: Collins, Dexter (NIH/FIC) [E] <collinsd@mail.nih.gov>; Bridbord, Ken (NIH/FIC) [E]
=bridbork@ficod.fic.nih.gove; Kilmarx, Peter (NIH/FIC) [E] <peter.kilmars@nib. gove; Katz, Flora
(MIH/FIC) [E] skatzf@mail.nih.gove: Anand, Malini (NIHSFIC) [E] <anandn@mail.nih.gove; Puderbaugh,
Ann (NIH/FIC) [E] <puderba@mail.nih.govs; Spira, David (NIHSFIC) [E] <david.spiro@nih.govs; Eiss,
Robert [NIH/FIC) [E] <eissr@mail.nih.gov>

Subject; WF 367515 - FYI DMLY - George Denniston writes to Dr, Collins about a project, funded by the
Gates Foundation, which operates on men in Africa (circumcision) to prevent the spread of AIDS



FY1's to FIC and OAR. Assigned to NIAID for Direct Reply. Thanks

Sender; 'Mant, Peter (NIM/FIC) [€] «/0=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
* (FYDIBOHF2 3SPOLT)/CN=RECIPIENTS/CN=E4ECF449BD 7044 BASFOSASCBDAADA TB4-KILMARYPH =

Offices, lackde (NIM/FIC) [E] /o= Exchangelabs/ou= Exchange Administrative Group

[FYDIBOHFZISFOLT fon=Recipientson=8 724039 64400932 9853454292 | db-ofMoerjm

«<jackie.offioaninib.goys;

Colling, Deder (MIHFIC) [E] fo=ExchangeLabs/ou=Exchange Adminsirative Group

(ﬁmnmmmwm-mm-wm1wm-mm

< pollinsd@mail. rah, govs |

Bridbord, Ken (NIM/FIC) [E] fo=Exchangelabs/ou=Exchange Administrative Group

[FYDIBOHFI ISP T)fon=Fecipients/on=1aa097 Toeceet 1 9581 5bel 52 M5 12472 -bridbork

« bridipork @ ficod. fic.ndh.gove;

Katz, Flora (NIH/FIC) [E] fo=Exchangelabsou=Exchange Administrative Groug

[FYDIBOHFZISPN T on=FRecipients/on=014300668a5843ca L ala? Se 1 0 368a 8- kake
Recipient < katzf@mail, reh.gov=;

Anand, Malini (MIH/FIC) [E] fo=Exchangelabsfou=Exchange Adminisirative Group

(FYDIBOHFZISPILT ) fon=Recipients/on=ceacfbinasd44 358a00002 2b755 3007 2-anandn

<anandnif@mail,nih, gove;

Pudesbaugh, Arn (NIH/FIC) [E] fo=ExchangeLabsfou=Exchange Adminttrative Group

[FYDIBOHFZ ISPOLT ) on=Recipients, on="20363 003 Hab4adtic 3 2e044 7085 1 460- puterha

< puderba@mail,reh, gov=;

Saira, David (NIH/FIC) [E] fo=Exchangelabsy/ou=Fechangs Adrministrative Group

[FYDIBOHFEISPDLT ) on=Recipients/on=ofe0dIbEE 7 co-40 7 3ad0di4d 1ca369 32 2 -spinod)

<], spirndinih.gones;

Eis, Aobert (NIHJFIC) [E] fo=Exchangelaby/ou=Exchange Administrative Group

[Hmnmﬁmmm-w-mmrummlmﬁrﬂﬂm 7-picsr

<piggriimail, nih . govs

Sent Date: 2017/0912 15:29:40
Daliverad Date: 20170912 15:29:00



. Kimarx, Peter (NIH/FIC) [E] </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
From: | oy DIBOHF2ISPOLT)/CN=RECIPIENTS/CN =EAECFA40BD -4 BASFDSESCEDAADTBA-KILMARXPH

Sefvvogel, Karn (MIHFIC) [C] fo=Exchangelabs/ou=Exchange Adminkstrative Group

(FYDIBOHF2ISPDLT ) en=Recipients/on=88c 1062 Mo 1 F344bBa 56495 id S5dbbe- reitvogelkd
To: <karin petvogel Bnik.govs

Puderbaugh, Anm (NIHFIC) [E] fo=Exchangelabsiou=Exchangs Administrative Group

[FYDIBOHFXISADLT) on=Recipierts/on =00 16T 00084 fe Biad e 1 Jelad T8 1 460- puderta

«puderba@mail.nih.govs

Subject: FW: [AS 2017: A week in review
Dabe: 217007728 15:57:00

Prigerity: Nommal
Type: Mote

Fore = was in my junk emall folder,

PKE

—-Original Message——
From: LAS 2007 [madtocoonference. nevwsibiasdDl 7.omg)
Sent: Thursday, July 27, 2017 6:18 AM

To: Kdmars, Peter (NIHJFIC) [E] < poter kilnars@nihgoes
Subject: IAS 20017 A week in meviey

It's besan an extraordinary wesk for HIV scence, An exraondinany week Tor the HIV response,

9th IAS Conference on HIV Scence

View this email in your browser <hitp:/imalichdmp/iasociety/ias- 201 f-daily-digest-monday-24-juby- 9754 33 e = bafbfed b
<hitp:fasocisty . Ush lig-manage. comirack dick fu= 3746 | Hhbc 6o I 468584 S05chid=6b1 2B3757 2 he=hdfGfed The >
Ermw.mmwj?ﬁlmEHHEEHWJHHIHHM?T&BEBHIE-Hallq-ﬂld.].plﬂi-
<hitp:/feerociety, ush list-manage comitrack/dick Mu= 37464 1 2bbob o3 2845 58050 Sclid = 452 S Th e s bdfGfed 2be >

< hiltp:fhasociety . ush. s -manage | oomitrackdhck fu= 37464 L2 bbob93 2 B46a 580505 Aid = | BA05Scbebake = bdfbled Fhe =

= hittpffiasociety, ush. st -manage. comytrack)\dick = 374641 Hobobd 358462584 5050 Bld = aBbSd i hoke = bafbfed 2 hoe
<hitp:/fesociety, ush st -manage L oomitrack/dick fu= 3 246d 1 2bbof 9 32 B4aba 58050 5cRid =4 2f48h 2 adbder= hafbfei 2 b

THANEK YOU FOR BEING A PART OF LAS 2017

It's besen an extraprdinary week fior HIV stence, An extraordinany weel for the HIV response. The Sth Intemational ATDS Socety
Conference on HIV Sclence <hiip:) fasocety,usb, list-

manage] . comftrack/dick  u=3746d1 Xbbc6933846a584505chid = 14eac37 6lke = bafbledZbe> (LAS 2007) in Pars has come to an
end, with neardy 8,000 researchers, adwocates, policy makers, funders and commanity leaders from more than 140 countries,

Thank you bo everyone who participated in movng HIV soence inta policy and practice. To end the week, here's & quick Summarny
of some of what made news inside the Palais des Congriés, and cur recap of the o five stories genesating global attention from
145 X7,

1, The future is Injectalile, as treatment for HIV and its co-infections continues to improse The guest for better, casler-to-take
treatmients for HIV and related diseases continued it advance this week at 185 3017, Retulty from the S6-wesek LATTE-2 study
«hip:fasociery . ush fist-manage. comfTrack\dick o= 3746a | 2bcba 338468560 50 5chid=3206D508 1 6he=bdraledIbe> on a kng-
acting, injectabie HIV treatment regimen ralsed the prospect that monthiy or bimonkhly injections of antiretroviral thempy (ART)
eould soon replace daiy pills for people lving with HIV, while 8 report from HPTH 077 <hitp:jjiesociety, uss lis-

manage. oom rackclickFu=374601 2bbob93 2 B46a58d50 50k = Sacd30l Jadke=bdiGled2bc> supports the prospect of long-acting
injectable pre-exposure prophydacds (PrEP) as well. A faster and less cxpensher freatment for HIV-assodated cryptoonconl i
<hitp:ffisgociety. ush it -manage comitrackdick Tu= 374601 2bbc 93 2846858 505ckid =41 2bB446 64 B =bdfifedThe > could
rewolutionize treatment for the infection, which kils more than 100,000 pecgle living with HIV each year, And the TAC ANRS 12311
study <hitp://lasookety.usb st

Fanage. com) trackclick fu=3746012 bbeb 53 1 B45a58d 5050k = IbeeDb6e08e = bfifei2bc > showed that direct-acting antiviral
therapies ane safe and effective fior treating hepatitis © in sub-Saharan Africa, incuding for people co-infected with HIV.

2. The prevention toolbox goes bgger and broader, too & Phase 1720 vaccing study called APPROMCH <hitpe/fiasociety. ust.st-
WI.WMH-HMIMHMEMSEM-W-MME evaluated seven different “prime
boost™ HIY vacoine regimens and identified the most promising candidate for an upcoming proof-of -concept efficacy study. & new
subgroup anahysis of the IPERGAY study <http:) fiasocety ust. lst-

manage . comytrack/dick u=3746d 1 Hoboea3 18463584505 c8 = 3B0cdSH6208e=haftfed2bo > supports the on-demand use of PrER
fior meen whio hares 503 with men (M53), even if they have sox less frequeently, Evidence builds that HIV seif-testing can play a vital
Pl im supporting raped linkage o care for key populations, including femals sax workers <hitp:)iasocely uss. ist-



rmanage. comy'rackclick fu=3746d1 2 bbhob 03 B46aSBASD SRl =061 91 Pefe dfe=bdltfed e . And 2 large study in Serodisoordant
ESM couples <hitp:) flasodety.ush list-
manage,comy'trackchick = 3 786d1 2bbob S 2 B46aSBd 505ckid = 859061 1388 he=bafbfed 2bc>  supports the growing body of
evidenos that “Undeteciable = Untransmittable” (U=1).

3, Meeting targets saves lives

Or the eve of TAS 2017, UNAIDS announdsd <RiEp:flasociely . ush. lst-

manaige, comy rackclick u = 374601 2bbo653 2 646a5 80 50 5Eid =of934 69chb&e = baftfed Zbe>  that a record-setting 53% of adults
fivineg with HIV worldwide were sccessing therapy in 2006, and AIDE-rdated deaths have dropped By mearly S0 since 2005, Az &
groweing umber of countries reach of approach the 90-90-60 targets, however, Nurmerous studies here highhghted regions,
coynkries and populations that ane nat receiving the benefits of advances in HIV prevention and treatment, A breadthrough shady
featured new daka from Swaziland <http: [ fasociety. ush st -

manape.oom) rackdick u= 374601 2bbob53 2 B46a58d 50 5ckid =BdbbadNa2 Re=bdfefed2bc > demonstrating the remarnable
nabiomwice impadt of expanded HIV prevention and treatment in the nation with the highest HIV inclidenoe in the world, The
incidence of HIV in that country has almast habved in the pest five paars

4, Exploning the links between HIV cure and cancer Identifying new strabegies to achieve the long-term remission or cure of HIV
infection, courtesy of collaborations between HIV and cancer research, was the focus of a standing-room-only pre-conference
meeting, the LAS HIV Cure B Cancer Forem <hitp:fiasodely.ush. list-

manage 1. comytrackdick = 374601 Hbboba 3 2846a584505ckid = b1 bedefia¥he = bdfbfeddbc> . Sponsored by the 145 Towards an
HIV Cure initiative <http) fiasocety. ust kst

manage.comy'radkf click fu =345 1 2bbob 53 2 B4baSBASECRId =052 4 3beS0ede =haftdad 2 b | the Forum was the Frst majpor
scientific gathering to address the finks between, and potential synergies in the treatment of HIV and cancer,

5, Science matters... and so Joes money.

145 sot the bana for the werk with the launch of the Paris Stabtement <http:/fasociety, usb. list-
ranage.comy'irackclick fu=3746d1 2 Bhob 03 2 B4 6aSBAS ISR =0 3e6 5306 3 bl = hadftfed 2 be> | which resterabed that "wcientific
Encwledge is the backbone of the HIV response™ and called for “an unfaftering commitment to research,® A golden age in HIV
scignoe” was the catchphrise heand repestedly throughout the weok, But 145 Presidont Linda-Gadl Beldoor warned in her speech
«Mitp: fasecioby . ush it -manage. comfirack dick fu=1374641 Ibcfo I FR46a 584 S05cRid =46 590012 | Bdhe=bdfGled b A1 Hhe
apening ceremonmy that f the proposed funding cuts by the US admintstration to HIV programmes and ressanch become a reality,
the impact on curnent and fubure scientific advanoes would be “devastating” for the glebal response to the epidemic. A new Kalser
Family Foundation/UNAIDS repart <hiip: ) issocety ush list-

manaige, oom; rack/click hu = 374601 2bbos 53 26462580 5050 kid = Bdab Tbeceke = bafbfedZbe > showed that donor povernment
funding for HIV foll 75 last year to the lowest level since 2010, while the Resowrce Tracking 'Waorking Group

<hiltp:fEsociety. ush. list-managel oomirackclick fu= 3746d | 2Bbob 93284658050 5c Aid =d T 2doe48 806 e =bdfble-d2be > found the
lowest anrual imvestment in HIV prevention RED in more than a decade. Advocates and policy makers meeting here called for
concerted efforts 1o reverse the cuts and promote the tremendows mpadt, seen in hundreds of presentations at L4 2017, of
ireesting in HIV RAD, treatment and prevention.

See below for more resources and matenals that came out of [AS 2007, 'We look Torward o seeing you at the 23nd International
AIDS Conference. <hiip:/fiasodety ush ist-

manags, oomy trackclick Fu = b1 26bobS3 2 B6aSHa S0l = o 263053 680w bafefedZbo  (AIDS 2018) In Amsterdam,
Hetherlands,

< hitkp; ffasociety, ush, lst-managel.comjitrack) dick fu= 3 74641 2bbobii 32 B4ba 58050 5chid = Mof96idh 1 fuz = bdfafed fbo
<hitp:/fissociety ust |kt -managel comiitrackdick fu= 37464 1 2bbeS 3328450 58450 5c Bid = 3c G2 bonl P e = bel fbfed e >

=ity fiasociety. ush st -manage. comytrackidick ?u= 374601 2obc693 18462584 505ckid =3dEfabbab She=hdfefed b >
<hittp;/fasociety, uss, st -manage.comytrack dick u= 374601 Jobot S 3 Hi45a 584 505ckid = 2 0ch0e Mool = biftietibc -
<hitp:/fassociety, ush | -manage.comftrack dick Tu= 174641 2bbc B9 28464 584 S05cRid =cBA4 06 7 Male = bafbfei2he =

1AS 2017 FOLLOWY-UP WEBIMARS

Clinical Care Options and the LAS present bve CMECE-oertified webinars [AS President-Elect Anton Pozniak will explone how data
presented at TAS 7017 may affect patiert care sirategies and will answer your quesstions today (27 July 2017) at 9:00 POT/12:00
EDTES:00 CEST. Click hesre <http:/fiasociety . ush. st

manage. comtrackclick Pu =361 2bbobS 32 B46a58d 505 kid = 1 7846 bello= bdfdfed2bc>  to register (it's Free!) and submit
qistians, or visit 000 coverage of 1S 2017 <hitp:)/iasociety, ush, list-
W.mmm;dumarmﬂmmsﬂamm-mﬂsam:bﬁﬂﬂzm> a1 next week o download the shdes
and an audio reconding.

145 3017 IM THE HEADLIMES

‘What can sceence kear from a child wha has controlled HIV without dregs for mone than B years?
— Soience «<hittp! [flasociety, wsh. lst-manage. comtrackoiok ?u = 374641 2bbob9 32 84620845050k = Teabd 40 3R = bellffed 2 =

Hionthity shot could be the ‘next revelution” in HIV therapy, replacing daily pills



— The Washington Post <hitp:/ fiasociety.ush fist-
managpe. com)'trackchick hu= 374601 2bbob%3 2 B46a58d 5050 kid = Sfaeef] 45M% e =bdfbfed 2be =

Undetectable viral load "completely effective” at stopping HIV transmission, study finds
— BurrFepd Rews <hitp:)iasocdety. us, |isf-
manage, oomy track)clidchy = 374601 2 bbob93 2 646a58d 50508 = M4dS5crbSale= bdfGled Jho

Sida: be Swaziland, pays be plus towchd su mande, 8 divisé par dew les contaminations
— Agence France Presse <htp:/iasocety. s, kst
manags,oomy trackcicu = 378501 2bbo5%3 1546a58d5050kid = 38T 1 3650 Re= bifefed 2o >

YESTERDAY AT [AS 32017 WHAT YO MISSED

< hittps:, galery. malchimp, comy'3 T46d 1 2ibbobS 3 184625645050 images 9bo4 1 31e-8791 ~4ob4-9b08- 5 1040893 2004 jpg >

Rual-warkd soluticns for fighting HIV among young peaple IAS President Linda-Gail Bekker began the final official LAS 2017 press
cofenence with 8 rownd of applause for the more than 400 joumalists who stbended and reported on the conference, and the
countless additional reporters wha Followed tha news on the IAS 2007 Uve Fead. «<hitp:/flasociety. ust.list:
manage.com)track/click fu=3746d 1 2bbob 93 2 4625 8d 505Gk =ceSal 1 1 S8Ee=bdfifeq2be> That global media sttention keeps the
wirlkd focused on HIV, and the stenoe-driven strategies that can defeat i

Focusing e final briefing on HIV ameng young peaple was appropriate, Besker noted, because it means we kave Parts with their
nieads fresh on our mirds. Citing the disproportionate global impact of HIV on young people, and especially young womesn, South
African HIV director Yogan Fillay reminded the audienos that HEY (5 "a social disease a5 much a5 a biomedical disease,” and that
keseping wourk) girks in schoal, reducing urwanted pregnances, addresung sexual and gender vickrie and creating eonomic

apporturdties for young pecple are 3l key to halting the epidemic. Kate Thomson discussed a new Global Fund strategy to scale up
gender nesponsive HIV and seoual and reproductive headth programmes for young people, and support young people o engage n
decHion-making on programmes that will affect their hves. Speaking of how her persenal experionce informs her work 35 2 pesr

counseflor, 1AS Youth Ambassador Shanine Mushonga of Simbalwe said, “What rings tree |5 the pession of my peers when [ was
fost, and didn't know what was happening to my bedy.” And Anna Grimsrnud of the 1AS spoke on the need to make HIY treagment
mmwmﬁnrm&WMmmwmrlM" throwgh infdvative differentiated cane strategies tailored bo

Ives .

« hiitprs:  fgalery. malchimp.oom/ 374601 2Bbeb 3 284645845050 mages/c 77 16 350-02 31-441d-aa46-5a | BODG5e078.)pg=
Women, girls and HIV

hew research on MV and STT prevention presented at 145 2017 could impact the ves of women 2t nisk worklwide. among the
presentabions creating buZz on Wednesday wene:

* A cross-sectional analyss of mare than 4,700 women in South Alrica evalssting differences in MOV and ST1 rates between
wairsen whise partners wene circumdised of uncircumcised. The report provides criical evidence that male dreumcision presents
health benefits for women as well as men, (TUA0404 <hitp:/fiasociety. uss, list-
rnanage.comy'tracclick fu=13746d1 2bbob% 32 B46aS8d 505 Rid =4 FAbb Mol = bofbfed 2be = )

* An anabysis froem the MTH-020/ASPTRE study of the dapivirine vaginal ring. This large study, one of the few to evaluate ST1 risk
amang wsers of hoemonal implants and intrauterine devices {IUDs), which are commanly used in many African settings, anabysed
AT1 scguisition risk among women using different papular comtraceptive methods. (WEPDODL02 <hitp:/fissociety, ush. list-
mnanage?. comytrackdick fu=3746d 1 20k 693 2846a584505 chid =952 29851 3he=hdlefadbc> |

*  New daka from Scath Africa supporting community-based counselling and testing for adolescent girls and young women
(AGYW). AGYW in South Africa hine an HIV incidence rate four times higher than thelr make counterpants, but alsa had the highest
testing uptake of any age groups of either gender in this study irvolving more than 660,000 people, (TUACDR01

< hitpiffiasociety, ush, st -managel.oomytrackdick fus 3460 1 2bbosd 32 46a 5805050 8id = fShdepebaftue = bdfefeddbc> )

Tuming to the prevention of HIV transmission in childbeth, attendees heard about:

* A Thas study alfering encouraging data about the abilty of the integrase inhibitor ralbegrair 1o biocdk HIV perinatal transmission
among late-presenting HIV-positive pregnant women (WEALDDDZ <hitp:/fiasodely. ush. st
manage.comyrackclickfu = 374601 2 bhob Y3 2 B4GaS8d 505 Rid = 1 ddabbbb Sdke =bdfifedbe > ); a Brazilian shady of tate-presenting
pregriant women that found that that raltegrawr was associated with significantly higher rate of undetectable vical load o1 delivery
and lpwer incidence of adverse events, as compared with kpinandnfritonanir (WEACD201 «<hittp:/fiasochety. us. list-

manage 1. comytrackdick fu= 374601 Hoboba 1 284625845 05ckid = e5al 25775 1 &n= badfbfed 2o > ); and a lange French cohort study
that fourk no sgrificant assotation between 151 timester exposure 10 raltegravie and birth defects, (MOABI204
trm:.l'.l'ﬁntjet'g'.l.rsﬁ.ﬁtMW.WN'MIMEMWSDM- 107 dah 7eShe = hdfsled 2ne )

COMMUNITY CORNER
=hitp:/fiasociety, ush. st-manage ]l .comyitrack/ click fu= 37460 | 2bbosS 3284652580505 Aid = 61 2 readbabie = badfbfed 2o =
< hittpes:  galiery malichimp.com 3 746d1 2bbo5 1 2846a 580 5050 mages I eob - Lo 2 B-40%-Hed- 16062 Miesde jpg >



<hittpes: { f palbery_madchamp.com3746d 1 2bbebS3 284645845050 images B P07 -67d0 -4 3d- B2 fe- SchboB Mdle. jpg =

The ghobal HIV/AIDS epidernic: progress and chalienges — editorial and this week's cover FIASI01T <hitp:/ fiasociety. ush. list-
manage.com;trackfdick?u = 374601 2bbo653 2646a5 80505 8id = Bod09a 754 38e =bafbfedZbos  FUNAIDS <hitp:/fiasockety. s, list:
manage. com)track)click hu =35 4e6d1 2 bbob 5 B4EabBd S0GcRid = 207 HcallaShe=hdibfed2bo>  bittps:/it.cofauy'd1d0tdm

hitep: ) fiasecity, Lss fist-

manage, oom; track) click u= 374601 2bbob%3 2 B46a58d S05cEid = fcfGele 35 e = bafalfedZbc > pic. twitter com/MEBF T4
<hitp://ibociety, ust list -managel comitrack/dick u= 37464 1 2bbob a3 2 B46a 58050 5cBid = d Sedoldd d He=badfbled 2 =

= The Lancet [@Thelancet) July 21, 2017 <htip://lasocety.ush St
rnanage, oomy track o ick hu = 246001 1 Bbo6 %3 1 BAEatBdb0Gakid =d04 A0S a T he = badfbfea b

Study tested 3 placebo #MPTS <hiip:)fiasodety ush. list-
manage].comytrack/dick ®u= 374641 Hobet9 1 2846a584500ckid = TeSaMdedddhe s badfbfed 2bo = in women in 58 & Kerya, injectables
rated most highly, then rings, then pills. SIASHI1T <hitp:ffiasociety.ush st
manages. ooy rack chick fu = 3746012 bbob 53 B46aSBA SIGC RN =0 1 ba 7 3ol 9efhe = Ddfbled 2bc>  hbps: /oo 2plIFHPs2A
it fsncioty, usa, i -manage. comytrack idick Yu= 374641 HobobS 3 /896258050 5ckid = FiS0a5600 1 R = hdfefied Zhc

— Chedsea Polis, PhD {@cbpolis) July 26, 2017 <hitp://iasociety. us6 list-
manape,com) trackclick fu= 24601 2bbob 532 B4Ga SR 505k = (obdd Sofbcln = bodfbfed b =

MISF Laurchies rew algorithins for decisian making to trest #AIDS <hitp: ) fisociety. uss list-

manapel comytrackdick fu=3746d 1 HobcbS 3H846a 58450508 =e06 39aba? Hee=bdlofedbo = patients in low resowrce settings;
complement b new SWHD <hiip:fiasocety us list-

rnanage. com) irack/click Pu=374601 2 o603 1 B46a5BASDScEK = | G0 ATE P balp=haltledlbes guidalines FIASIOLT

=ity ffiasochety. ush st

manage ], comytrackdick fu=3T46d 1 Jbbc B8 138462584505 chid =B SbFI6E e =hafbfeil b  pic.twitter.com/nbMDTcEinG

< Pitp:fagociety, ush list -managed oomitrackdick fu= 37464 | 2bboi 832 BabaSBd S0 5c Rid =404 1050 2 B = haf ifpd 2 e

— MSF HEV (@M5F_HIV) July 23, T <http:/fiasockoty. ust st
manage.comy'rack/dick ?u=3746a1 2bbob 53 2 E40aSBAS IS id =AE8a 00 | 1 3ake=bdfbfed o>

It's been a momentous week for the #Uequeatsl) <hitp:flasomety.ush.list-
manage 1. comytrack/dickfu=1T46d 1 2bbcta1 2846858450 5ckid = 35aladd Sefe=bdfbfedibe > message with o much support
coming out &t #TASI01T <hiip:fiasocetyush. ist-
manage., oomrackchick Fu = 3 74641 2bbob%3 2 B46a58d 505ckid = 69ede 1 e = bifefod 2bc> . Onwands and upwards SHIVTIF
=hittp: ffiasociety. us, ist-
w.mmm-zrmummsm-m&m-mm: i twitier . com) upS1DEaZms
< hittp; ffiasociety, ush list-manage | comytrack cick Yu= 37460 1. 2bbo53 2 646a 580 505ckid = 3bER000C 5680 = baftfet 2 b

— Andrew Kiv Goyvaerts (@PMovingOnCICCED) July 26, 2017 <hitp://iasociety uss list-
manage.comy'trackclick fu = 3746001 2 bbob 32 64625 8d 505kl = 950 3dd 00 S6he = bdfbfed dbc =

"I e OF iever,. We have b window of opportunity o end BAIDS <hitp: )/ iasocioby, Lk lis-

managpe, oom)'trackcick u= 374601 2bbob%3 2 B46a58d 50505 = 088 me M2 abfe = badfbfed2bc > | says @MichetSidibe
<hittp://fiasociety, ush, list-manage | comyitrack dick fu= 3744 1 2bbof 9228462 580505 id = 20704 Eddele = bofbfedZbe> at
ELASZN T <hitp://iasociety. uth, iE-manage | com itrackfdick Pu=J3746d | 2 bbob32 BebaSRIS05cAid = oai 3P4 2 b he=bdibled 2be > |
Wiatch lives Rittps: it oo/ QEBETOrY s <mipc/flasociety. usb.kst-

manage. oomy track i iddohu = 37601 2 bbb 53 1 B4Ea S 8d S0 ckid =8 iceBe e =badfifedlbc>  pic twither, comGLUOEEQNAPS
<hitp:/fiasociety . ush list-manage. comftrack dick fu= 3746 1 Fhbcfa I X846 584 50 5chid = Tebod | aeebde = a2

= UNAIDS (BUNAIDS) July 23, 2017 <http:)/lasocety.ush.list:
manage] . comytrack/cick fu= 374601 2bbe 693 28462564505 chld =bc Tafac J6he=balbledlbe=

Dr. Jeffrey Joy from the @bocfe <hitp:/fiasociety.usk. kst-
manags. comy'trackchicku = 37461 2 bbobS 32 B46aS8d S05cEkid = b 82 bafSabe = bdfifed2bc >  cplains phylogenetic custering of HIV



in Canada at #IAS2IT <hitp:/iasociety. ush. list-

manage? comytrack/dick fu=3746d | HobcbS 318462 58d0505c8 k= 75157 c 1ol dte=bdfbfed2br= | @IAS_conference
=hitp:/fisocicby, ush list-

manage] comfirack/dick u=1746d 1 ¥bbcb93 8462584505 chid =62 3106 Aldake= bdfbfeddne > pictwitler.comDERDRGGE
=hittp:/fiasociely. ush. list-manage. comytrack ook fu= 374601 Zbbc 93 5846a 584 50 5ckid = 31 2560 e ke = bdfGlediinc >

— Ana Cecilia Ulioa (@ACUNIoa) July 26, 2017 <hiip:)fiasncisty. uss is-
manage, comy' trackchickfu = 3046001 2 bbob%3 2 G46a58d 505cE = S 2a s ciedbele = boftfed dho =

«<hittps: galiery malchimp.com/ITa6d 1 HoboB9 3 184625645050 images) 54 e P a- DAO0-46 - B515-1 1 5020357 50b. jpg =
< Fittpes: / fpaliery. malchimp.com 174601 26befO 1 1846580 05 CAmagisdated 6 T- 24 15-961 5-bac3-dftd4ptoc 04 fipg =
=hittps: /| galery malchimp.com 7464 1 20693 2846a584505¢ mages/2a06031-c06 7-4008 -4 - 6ebib4 124684, jpg >

<hifp: /fikociety. uss |t -manage ] comitrackdick fu= 314641 2bbob S 2846058050 5cBud = | 6l T a2 b8 R =bdfbfedthc >
For ricee highlights. from the web and socal media check out the Crowd360 Digital Hub.

=hitp:/fssociety, ush kst -manage. comyftrackdick fu= 374601 Xobofa 3 18462 58d 50 5chid =850 2036430 = bd ffed 2 =
-Ehtl:n:IIH-MEI‘.'.LEE.Hﬂ.-ﬁmge.mﬂﬂmmr}?ﬂﬁdlm}mﬂmm-dmm—-wfﬁﬂlub
<hitp;/fasociety, ush, st -manage.comytrack \dick Ty = 3746d 1 JobobS 358462584 505ckid = JeBdb 2 SHd8e = baftfed 2bc »
<hitp:/fasociety, ush . ligt-manage oomiitrack dick fu=3746d 1 2bboi 93 2846a 58450 5c id = 2468 192 3 dSe = haf bfei2 b =
-:h'l:l:n!.I'.I'ﬁnﬂeﬁl.usﬁ.Ifﬂ.ﬂrﬁgem@ﬂfﬂﬂ?u:]ﬂﬁdllbbﬂﬁgimmmmnﬁﬂﬁIﬂ'ﬂ-b&e:hﬂﬁl'-e-ﬂbt‘b

« hittps:/ fgalery. malchimp.com/ 374601 2bbob9 3 18462564 505 images e 77002 -bd 368-4056-9d9 7 -Scadeed 580 png

< hittps: / galery. madchimp.com3746d 1 2bbeBO3 1846584 505 images 4 1 c7799-B6 23 -4l - B2 Je- Pelacihiiad!. png >
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Sand Kilmnard, Peter (MIH/FIC) [E] </0=EXCHANGELABRSOU=EXCHANGE ADMINISTRATIVE GROUP
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Zeiviogel, Karn (NIHFIC) [C] fo=Exchangelabs/ou=Exchange Administrative Group

(FDIBOHFEISFOLT) fon=Recipienis/on =881 062 Yol F344b8a564d %5 fd 5 5dbbe- reitvogethd
Reciplent; =arin-zeitvogel Bnin.govs;

Puderbaugh, Ann (NIHFIC) [E] fo=Exchangelabs/ou=Exchangs Administrative Group

(FYDIBOHFEISPOLT) on=Reciplents'on=301630684faB4ad 4801 Je B 785 1460-puderha

< puderbaBmail. rih. gove

Sent Date: 2017/07/28 15:57:07
Delivered Dabe: 20170728 155700



Kiimarz, Peter (MIH/FIC) [E] f0=EXCHANGELARSOU =EXCHARGE ADMINISTRATIVE GROUP
From: (FYDIBOHFEISPDLT)/CN=RECIFIENTS /= E4ECFA4SBDMMBASFD SRS CRDAAD TEA- KILMARXFPH
=peter kimars@nih.govs

To: Caryl Feldacker <cleid@uw.edu>
Subject: Re: Decision on your submission tof " |
Date: 2017/05/23 23:07:56
Priority: Mommal
Type: Note

Hope so!
On May 23, 2017, at 10:31 PM, Caryl Feldacker <cfeld@uw edu=wrote:

| did send BMC a quick note. | am hnpinma\r be positive, Holding cut hope!

From: Kilmars, Peter (NIHFIC) [E] [mailto: r.kilmarx@nih.gov
Sent: Tuesday, May 23, 2017 1:20 PM

To: Caryl Feldacker <cield@uw edu> —
Subject: Re: Decision on your submission m]hH i

Up to vou of cnur-.m{ AR can be slow - FYL

On May 23, 2017, at 10:12 PM, Caryl Feldacker <cfeldi@uw edu=wrote;

| do not know. | feel like they have been less than reasonable with the initial submission and
revision process. | am happy to try, however. | am currently revising the paper, vet again, with
this latest & months of data.

From: Kilmarx, Peter {MIH/FIC} [E] [mailto:peter. kilmarx@nih.gov]

Sent: Tuesday, May 23, 2017 1.06 PM

To: Caryl Feldacker <cleldi@uw.edu>

Ce: Scott Barnhart <sbht@uw, edu>; Batsi Makunike <bmakunike@itech-zimbabwe grg>; Herman-Roloff,

Amy [CDCSCGH/DGHT) <biy2@cde.gov>; Marrianne M. Holec < mmholec@uw. edu>
Subject: Re: Decision on your submission tg™ " P48 |

Is 1t worth reminding them of this? That it 15 not a simple resubmission?
PK

On May 23, 2017, at 5:58 PM, Caryl Feldacker <cfeldiauw. edu>wrote:

It was submitted as research and now, decreased by 3000 words, as a debate to another




From: Kilmarx, Peter (NIHSFIC) [E] [mailte:peter kilmars@nih,gov]
Sent: Tuesday, May 23, 2017 8:36 AM

To: Caryl Feldacker <cleld@uw edu>

Ce: Scott Barnhart <sbhi@uw.edu>; Batsi Makunike <bmakunike@itech-zimbabwe. org>; Herman-Roloff,
Amy [CDCSCGH/DGHT) <bjy2@cdc.gove; Marrianne M. Holec emmhbolec@uw. edu>
Subject; Re; Decision on your submission ml‘”!"-ﬂi'-ﬁ-

Hi Caryl and sorry this is so challenging. I'm confused. Are they incomrect when they said it is a
resubmission of the same paper?

Thanks,
PE

Peter Kilmarx, Deputy Director
Fogarty International Center, NIH
EADM, US. Public Health Service

On May 23, 2017, at 5:17 PM, Caryl Feldacker <cfeldi@uw.edu>wrote:

Tl (N ' 2
i s0 we tried as a debate. Different

Just ridiculous. It was rejected as research by
papers. This 1s infuriating.

~=-=-Original Message----
AT,

I:-'-_-I'-.ltliqd:
Sent: Tuesday, May 23, 2017 7:24 AM
To: Caryl Feldacker <cleldiauw. edu>
"m.-uﬂ-

Subject: Decision on your submission to

BHAK (HHE




DA [HHE

Kilrnarx, Petér (MIH/FIC) [E] /0= EXCHANGELARS OU=EXCHANGE ADMINISTRATIVE GROUP
Sender: (FYDIBOHFZISPDLTY/CN=RECIPIENTS/ N =E4ECF49B0 7044 BASFDSA5CEDAADS 7B4- KILMARXPH
« peter. kiimanfinih.goyw s
Reciplent: Caryl Feldacker <cfeld@uw.edu>
Sent Date: 20170523 23:07:55
Delivered Date: 20170523 23:07:56




Kiimarz, Peter (MIH/FIC) [E] f0=EXCHANGELARSOU =EXCHARGE ADMINISTRATIVE GROUP
From: (FYDIBOHFEISPDLT)/CN=RECIFIENTS /= E4ECFA4SBDMMBASFD SRS CRDAAD TEA- KILMARXFPH
=peter kimars@nih.govs

Tad Caryl Feldacker <cheld@uw.edu>

€L Heman-Roloff, Amy :r:n-:.rmn-ﬂm h-kmm-ﬁmm G
[FYDIBOHF235PDL =b5AI20 60T a4 15 Thb] 2eSatded Imad-hiyE <biy2 Bodc.gov>;

Mufuta T agrem! by agieenens
v agresme |
Subject: Re: Prepex among HIV+ men for COC review
Date: 2017005703 20n43:06

Priosity: Normal
Type: hote

Thanks Cary] and good luck with revision,

Peter Kilmarx, Deputy Director
Fogarty International Center, N1H
RADM, LS. Public Health Service

On May 3, 2017, at 5:06 PM, Caryl Feldacker <cfeldi@uw.edu>wrote:
Hi All

I will take a first stab at the comments and send around a revised paper in the coming week or
two, Nothing too major, but still tme consuming.

Best,
Caryl

From: Masawi, Muchada (CDC/CGH/DGHT) [mailto:hok2f@ede.gov] On Behalf Of ZIM-ADS
(CDC)

Sent: Tuesday, May 2, 20017 11:18 PM

To: Caryl Feldacker <cfeldiuw, edu=; ZIM-ADS (CDC) <zimadsi@cde gov>

Ce: Mandisarisa, John (CDC/CGH/DGHT) <HOE 3@ ode.gove; Balachandra, Shinsh
(CDC/CGHDGHT) <ymx | fede.gov>; Rogers, John H. (CDC/CGH/DGHT) <yetbid cde.gove>
Subject: RE: Prepex among HIV+ men for CDC review

Hi Caryl,

Please find attached comments on the above. As usual, please revise and resubmit to us a clean
and a tracked version of the manuscript.

Thank you.



Best regards,
Muchada

[D::sn:npl:mn Dcsl:npunn Dcscnptmn {,[}C]ugn for email
= imbabwe/>Muchada Masawi

ADS.-':T{}AE‘ Annl:,'tl, Illl‘.lbﬂbwﬂ'

LS. Cemers for Disease Control and Prevention (CDC)

+263 (0) 772-129-118  mmasawiicde.gov<mailio:mmasawifiicde,
www.cdc.gov/globalhealth/'countries/zimbabwe<htip:/ /www.cde.gov/globalhealth/'countries/zim

babwe>

From: Caryl Feldacker [mailto:cfeldi@uw.edu]
Sent: Wednesday, April 26, 2017 6:27 AM

To: ZIM-ADS (CDC) <zimadsiicde. gov<mailto:zimadsi@cde. goy==>

Ce: Mandisarisa, John (CDC/CGH/DGHT) <HOK 3 eede gov<maillo; HOK 3wede, gov=;
Balachandra, Shirish (CDC/CGH/DGHT) <ymix | @ede.gov<mailto:ymx liwede gov>>; Rogers,
John H. (CDC/CGH/DGHT) <sverdiode. sovmailto: vetbedcde. pove==

Subject: RE: Prepex among HIV+ men for CDC review

Thank you, Muchada!

Sorry for the omission of the affiliations. | added in the remaining missing information, and |
placed the disclaimer and acknowledgement before the references as journal submission requires.
Thank you for added in those pieces.

I think this should be ready for submission!
Best,
Caryl

From: Masawi, Muchada (CDC/CGHDGHT) [mailiohok 2@ ede.gov] On Behalf OF ZIM-ADS
(CDC)

Sent: Tuesday, April 25, 2017 7:18 AM

To: Caryl Feldacker <cfeldiuw.edu<mailtiocfeldimuw edu=>; ZIM-ADS (CDC)
=gzimadsidicde. gov<mailto:zimadsi@icde,

Ce: Mandisarisa, John (CDC/CGH/DGHT) <HOK3 (@ ede. govamailio: HOK 3aede gov==;
Balachandra, Shirish (CDC/CGH/DGHT) <ymx | mede. gov=mailto:ymx li@ede gov>>; Rogers,
John H. (CDC/CGH/DGHT) <vethidode.gov<mailto: velbelcde. goyve==

Subject: RE: Prepex among HIV+ men for CDC review

Hi Caryl,

We have received commenis regarding the above paper. Feedback requested that author
affiliations, PEPFAR acknowledgements and the CDC disclaimer be included on the paper
which 1 have gone ahead and done but 1 would like for you to finalize the information and ensure
that it 15 correct, Please also include information on who the corresponding author is. As soon
as this 15 done, we can have the paper re-submitted in eClearance.



Thanks!
Muchada

[Deseription: Description: Deseription: CDC logo for email

aw <http:/fwww.cde.govi/globathealth/countnies/zimbabwe/>Muchada Masawi
ADS/COAG Analyst, Zimbabwe

U.S. Centers for Disease Control and Prevention (CDC)

+263 (0) 772-129-118  mmasawifaede.gov<mailto; awliaede, pov=
WWW ooyl alth/'countnes simbabwe<hitp: S waww cde rov) ;
babwe>

From: Caryl Feldacker [mailto:cfeldfauw, edu)

Sent: Tuesday, March 28, 2017 5:32 PM

To: Masawi, Muchada (CDC/CGH/DGHT) <hok 2{@cde. gov<mmlto:hok2(@ede. goves; ZIM-
ADS (CDC) <zimadsigede. gov<mailto:zimadsiiicde gov=>

Ce: Mandisarisa, John (CDC/CGH/DGHT) =HOK 3 @ede. gov<mailio: HOK 3facde.
Balachandra, Shirish (CDC/CGH/DGHT) <ymx | @ ede.gov<mailto;ymx | {@ede. gov=>
Subject; RE: Prepex among HIV+ men for CDC review

Dear Muchada,

I accidentally omitted Sino's concurrence, now included below. Of course, 1. too, concur:

I. Caryl Feldacker, agree 1o be a co-author on the paper titled “*Safety and Efficacy of the PrePex
Device in HIV-infected men: a single-arm study 1n Zimbabwe ™, for CDC review in anticipation
of submission to PLOS ONE.

Please pass on our paper on Prepex among HIV+ men paper. We hope this will quickly pass
through CDC review so that it may be published in a timely manner, Thank you very much!
Best,

Caryl Feldacker

From: Caryl Feldacker

Sent: Monday, March 27, 20017 9:03 AM

To: Masaws, Muchada (CDC/CGH/DGHA ) (hok2ieede. gov-mailto:hok 2ede. gov>)
<hok2i@cde gov<mailto:hok2 @ cde.

Ce: John Mandisarisa <HOK3 (@ cde.gov<mailto: HOK 3 i.cde.gov=>; Balachandra, Shirish
(CDC/CGH/DGHA) (ymx | imede. pov<mailtorymx | @ode, gov=)

<ymxli@ede govmailto:ymy | @ede. gov=>

Subject: Prepex among HIV+ men for CDC review

Importance: High

Dear Muchada,

Please receive our paper on Prepex among HIV+ men paper. We hope this will quickly pass



through CDC review so that it may be published in a timely manner, Thank you very much!
Best,
Caryl Feldacker

Hi Caryl,
This is in great shape. Congratulations.

1, Peter Kilmarx, agree to be a co-author on the paper titled “Safety and Efficacy of the PrePex
Device in HIV-infected men: a single-arm study in Zimbabwe ™, for CDC review in anticipation
of submission to PLOS ONE.

Peter Kilmarx, Deputy Director
Fogarty International Center, NIH
FADM, U.S. Public Health Service

On Mar 24, 2017, at 5:36 PM, Caryl Feldacker <cleldiuw.edu<mailtocleldiuw edu>>

I, Gerald Gwinji, agree to be a co-author on the paper titled “Safety and Efficacy of the PrePex
Device in HIV-infected men: a single-arm study in Zimbabwe ™, for CDC review in anticipation
of submission to PLOS ONE.

On Fri, Mar 24, 2017 at 11:32 PM, Caryl Feldacker
<gfeldi@uw.cdu<mailtocfeldi@uw cdu=>wrote:

Thank you, Sino! [ will submit this statement with the paper.

Best,
Caryl

From: Sinokuthemba }'{aharm"“'“m
Sent: Tuesday, March 28, 2017 6:11 AM
To: Caryl Feldacker <cfeldiamuw, cdu<mailto:cfeld@muw, edu==

Ce: Vernon Murenje <vmurenjeiitech-zimbabwe org=mailto;vmurenjefitech-zimbabwe org=>
Subject: Re: Reminder: Concurrence needed for HIV+ study paper | for CDC submission

Dear Caryl

Thank you for the email, | concur to be a co-author of this study paper:

I, Sinokuthemba Xaba, agree to be a co-author on the paper titled “Safety and Efficacy of the
PrePex Device in HIV-infected men: a single-arm study in Zimbabwe , for CDC review in
anticipation of submission to PLOS ONE.



Kind regards

Sinokuthemba Xaba

Mational Male Circumeision Co-ordinator
Ministry of Health and Child Care (MoHCC)
HARARE

Cell N, feant by apeemen |
e-mail U MERn

Brigadier General (Dr) G Gwinji
{MB ChB, MS¢, MPH, MCPCPZ)

"Whatever work you do, do vour best”®
Ecclesiastes 9:10

I, Owen Mugurungi agree io be a co-author on the paper titled “Safety and Efficacy of the
PrePex Device in HIV-infected men: a single-arm study in Zimbabwe ", for CDC review in

anticipation of submission to PLOS OMNE,

On Fri, 24 Mar, 2017 at 11:33 PM Caryl Feldacker
<gfeldi@uw.edu<mailto:cfeldi@uw edu=>wrote:

Dear Caryl
I, Mufuta Tshimannga, agree to be a co-author on the paper ttled “Safety and Efficacy of the
PrePex Device in HIV-infected men: a single-arm study in Zimbabwe ™, for CDC review in

anticipation of submission to PLOS ONE.

Thanks you

Mufuta

Prof. Mufuta Tshimanga, MD
Director/Coordinator, ZimFETP
Department of Community Medicine
University of Zimbabwe

el aprommen

Office: 02634733675




Hi Caryl -
Thanks for all of your work!

I, Amy Herman-Roloff, agree 1o be a co-author on the paper titled “Safety and Efficacy of the
PrePex Device in HIV-infected men; a single-arm study in Zimbabwe ™, for CDC review in
anticipation of submission 10 PLOS ONE.

Thanks!
Amy

From: Dr Batsirai Makunike-Chikwinya [mailto:bmakunikef@itech-zimbabwe.o

Sent: Tuesday, March 21, 2017 12:06 AM

To: Caryl Feldacker <cfeld@uw,. cdu=mailto:cfeldiauw, edu=>

Subject; RE: Concurrence language needed for HIV+ study paper 1 for CDC submission

I, Batsirai Makunike-Chikwinya, agree to be a co-author on the paper titled “Safety and Efficacy
of the PrePex Device in HIV-infected men: a single-arm study in Zimbabwe ™, for CDC review
in anticipation of submission to PLOS ONE.

Regards
Baisi

Dear Caryl

I, Munyaradz Murwira, agree 1o be a co-author on the paper titled “Safety and Efficacy of the
PrePex Device in HIV-infected men: a single-arm study in Zimbabwe ™, for CDC review in
anticipation of submission to PLOS ONE.

Regands

Dr. M. Murwira (MBChB, MPH, MBA)

Executive Direclor

Zimbabwe National Family Planning Council (ZNFPC)
Box 5T 220 Southerton

Harare - Zimbabwe

Tel :- 2 .
Cell: o
e-mail:- edtwznipc.org. zw=mailto:edi@znipc.org.zw>

Website:- www znipe.org. zw<http:/www . znfpe.org. mw.' =
Family Planning; Its Your Choice

Hi Caryl,

I, Pesanai Chatikobo agree to be a co-author on the paper titled “Safety and Efficacy of the
PrePex Device in HIV-infected men: a single-arm study in Zimbabwe ™, for CDC review i
anticipation of submission to PLOS ONE,



Thank you!
Pesanail Chatikobo

From: Patricia Tapiwa Gundidza

i s |

Sent: Monday, March 20, 2017 12:03 PM

To: Caryl Feldacker <cfeld@muw, edu<mailto:cleldmuw, edu=>

Subject; Re: Concurrence language needed for HIV+ study paper | for CDIC submission

Caryl
As requested

I, Patnicia T, Gundidza, agree to be a co-author on the paper titled “Safety and Efficacy of the
PrePex Device in HIV-nfected men: a single-arm study in Zimbabwe ™, for CDC review in
anticipation of submission to PLOS ONE.

Kind regards
Patricia

1, Tonderayi | Mangwiro, agree to be co author on the paper titled " Safety and Efficacy of the
Frcp-::ﬂ Device in HIV infected men: a single - arm study in Zimbabwe", for CDC review in

anticipation of submission to PLOS ONE for p-uhllcalmn
Sent from Yahoo Mail on Android<https://ov

On Mon, 20 Mar 2017 at 20:34, Caryl Feldacker
Hi
I, Vernon Murenje, agree to be a co-author on the paper titled “Safety and Efficacy of the PrePex

Device in HIV-infected men: a single-arm study in Zimbabwe ™, for CDC review in anticipation
of submission to PLOS ONE.

Best regards,

Vernon Murenje | VMMC Program Manager

Intemnational Training &Education Centre for Health (I-TECH)

4 Bath Road | Belgravia | Harare | Zimbabwe

e b agreemnemi

Work: +263-4-TO0585/1 5<1el:962B263-4-TO4R90>| C.‘el]:rw




429<1el;%%2B265%207 1 %202%206 3 2% 2092 3=

Email: vimurenjei@itech-zimbabwe org<mailto:smabayafitech-zimbabwe org> | Skype:
murenje.vermon<http:'www.golitech.org~

I, Marrianne Holee, agree 1o be a co-author on the paper ttled “Safety and Efficacy of the
PrePex Device in HIV-anfected men: a single-arm study in Zimbabwe ™, for CDC review in
anticipation of submission to PLOS ONE.

Thank you,
Marrianne

I. Scott Bambhart, agree to be a co-author on the paper titled “Safety and Efficacy of the PrePex
Device in HIV-infected men: a single-arm study in Zimbabwe ™, for CDC review in anticipation
of submission to PLOS ONE.

Scott Barnhart, M), MPH

Professor, Departments of Medicine and Global Health
University of Washington

Telephone: +1 206-685-4875

Mobile; - Tt ipaas |

Facsimile: +1 206-221-4945

Skype: scoltbarnhart|

"A pessimist makes his opportunities difficult, and an optimist makes his difficulties
opportunities.”

Caryl Feldacker, PhDD, MPH
Clinical Assistant Professor
Kesearch & Evaluation Advisor/Zimbabwe

Intemational Training &Education Center for Health (I-TECH)
Depariment of Global Health, University of Washington

HMC #359932, 325 9th Avenue, Seattle, WA. 98104-2499
Phone: +1 (206) 543-3456 Fax: +1 (206) 221-4945

Skype; caryl. feldacker

Websie: hitp:/'www. godiech.org<hip:/‘'www. goditech. org/>

<image(1.png=>
“Comments-
Ye205afety ¥ 20and%e20EMNcacy %2 0002 0the%a20PrePex % 20Device Y 20in % 20.._pdf=



Kiimars, Peter (NIH/FIC) EE] = EXCHANGELABRS QU = EXCHANGE ADMINISTRATIVE GROURP
Sender: [FYDIBOHFEISPOLTYCN=RECIPIENTSA N = EAECFA-4IB0MFHBASFD SRS CRDAA D TBA-KILMARXPH

= peter klmars@nihgovs

Scott Barnhart, <gbbbBuw. edu>;

Masriarmne M. Holas <mmbsHecBus o>

Batsi Makunike <bmalounike@ech-zimbabee. org>;

Reeipient: Hemen-Rolofl, Ay (CDC/OGH/DGHT) fa=Exchangelabs/ou=Exchange Administrative Group
[F\'D!H-E"IF.HTDI.. cn=Recipients/on=b5H2 9659334157001 2e5a92e3 Jaced-hiy? <biy2 Bodc.gov>;

Sent Dabe: 20170503 20043:05
Dielivered Dabe: 201700503 2004306






From: [dmarx, Peter (NIH/FIC) [E] </O= EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFXISPOLT)/CN=RECIPIENTS/CN=EAECF449BD 044 BASFDSASCEDAADTBA-KILMARNPH >

Caryl Feidacker <clield@uw edux;

To: >Cott Barnhart <sbit@uw.edus;
Herman-Roloff, Ay (CDC/OGH/DEHT) Jo=Exchangelabs/ou=Exchange Administrative Groug
[FYDIBOHFEISPDLT) on= Reciplentsons b54f2 9650l a1 5 7obl JeSadled Jaced-bjy2 <bjyd Bodc.gove

oc: Masrianne M. Holes <mmhiec@uw. adu;
Batsi Makunike <bmalounikeiech-zimbabe, ong =

Subject: RE: next steps with integration paper
Dabe: 2017/04/14 14:43:00

Prigrity: Noona
Type: Note

Let’s hope the 7' time is the charm!

From: Caryl Feldacker [mailto:cfeld@uw.edu]

Sent: Friday, April 14, 2017 1:18 PM

To: Kilmarx, Peter (MIH/FIC) [E] <peter. kilmars@nih.gov>; Scott Barnhart <sbht@uw.edu=; Herman-
Roloff, Amy (CDC/CGH/DGHT) <bjy2@cdc.gov>

Ce: Marrianne M, Holec <mmhbolec@uw.edus; Batsi Makunike <bmakunike@itech-zimbabwe.org>
Subject: RE: next steps with integration paper

HI Peter,

, T, (Rt ) H .
We will try I:I::F“ ' kas a debate article. No need for your review. If we get a revise

and resubmit, that timing might be better for your input,

Thank you very much!
Best,
Caryl

From: Kilmarx, Peter (MIH/FIC} [E] [mailto:peter. kilmarx@nih.gov]
Sent: Friday, April 14, 2017 10:05 AM

To: 5cott Barnhart <sbht@uw.edu>; Caryl Feldacker <cfeld @uw.edu>; Herman-Roloff, Amy
{CDC/CGH/DGHT) <hjy2 @cdc. govs

Ce: Marrianne M. Holec smmbolec@uw.edu>; Batsi Makunike <bmakunike@itech-zimbabwe org>
Subject: RE: next steps with integration paper

Hi,
| agree we don't need to go for review if we are just shortening or changing authors.

.. [Ea,
| would go with >

Africa.

There have publishied several papers on implementation of VMMC in




Things are pretty crazy here with our elimination in the President’s Budget. I'm going on leave for the
next week and already have a briefcase full. I'd suggest not waiting for me to review. Otherwise it would
be at least a couple weeks,

PK

From: Scott Barmnhart [mailto:sbht@uw_edu]

Sent: Friday, April 14, 2017 12:58 PM

To: Caryl Feldacker <cfeld@uw.edu>; Kilmarx, Peter [NIH/FIC) [E] <peter.kiimars@nih.gov> Herman-
Roloff, Amy [CDC/CGH/DGHT) <hjy2@cdc.gove

Ce: Marrianne M. Holec smmbolec@uw. edu>; Batsi Makunike <bmakunike@itech-zimbabwe. org>
Subject: Re: next steps with integration paper

Hi Caryl: We do not need to go back to CDC for re-review. Thanks for persisting. Scott

Scott Barnhart, MD, MPH

Professor, Departments of Medicine and Global Health
University of Washington

Telephone: +1 206-685-4875
Mobile: For e sremsmse |

Facsimile: +1 206-221-9945
Skype: scottbarnhartl

"A pessimist makes his opportunities difficult, and an optimist makes his difficulties
opportunities.”

From: Caryl Feldacker <cfeld@uw_pdu>

Sent: Friday, April 14, 2017 327 AM

To: Kilmarx, Peter (MIH/FIC) [E]; Herman-Roloff, Amy [CDCS/CGH/DGHT); Scott Barnhart
Cc: Marrianne M. Holec; Batsl Makunike

Subject: next steps with integration paper

Hi Peter and peam,

e




BHAL (B

Which do you think we would have a better chance with? We have a version with 3500 words, attached, if you all
would like to see the greatly pared down version, It could benefit from some comments at this point as |
significantly condensed it and updated the information including adding in the pivot a5 otherwise the data was too
old and owtdated,

Alsg, is it time to change the authors on this? Add Vernon? Add Shirish from COC? Do we nesd 1o go back through
CDC review?

Thoughts?
Best,
Caryl

—ehriginal Message-----

From: Kilmarx, Peter (MIH/FIC) [E] [mailto: peter. kilmarg@nih. gov]
Sent: Thursday, April 13, 2017 2:10 PM

To: Herman-Raleff, Amy (CDC/CGH/DGHT) <bjy2 @ode pove; Card Feldacker <cfeld@uw.edu>; Scoit Barnhart
=ghht@yw, pdu>

Cc: Marrianne M. Holec <mmbolec@uw, edu>
Subject: RE: Your submission tof ™4 =08

Al ()

FK

—--Crriginal Message--—-

From: Herman-Roboff, Amy (COC/CGH/DGHT) [mailio:biy2 @odcgoy)

Sent: Thursday, April 13, 2007 12:10 PM

Tao: Caryl Feldacker <cfeld @uw edus; Kilmary, Peter (NIH/FIC) [E] <peter kilmarx@nih govs; Scott Barnhart

<shht@Euw. edus>
Cc: Marrianne M. Holec <mmbolec @uw. edu>

Subject: RE: Your submission tf’uii- [T

Hi Peter -

Would greatly appreciate your insight on this. Cand and | have brainstormed the journals to submit to to-date... do
you have any other ideas?

Thanks -
Amy

———-Original Message-----
From: Caryl Feldacker [mailto:cfeld @uww. edul
Sent;: Thursday, April 13, 2017 &:04 PM




T Kilmars, Peter (NIH/FIC) [E] <pgterkilmarx@nih,gov>; Scott Barnhart <sbhti@uw.edy>; Herman-Roloff, Amy
(COCSCGH/DGHT) <bjy2i@cdc oy
Cc: Marrianne M. Holec cmmhbobec@uw. edu>

Sulbject: RE: Your submission t:IE!HZ' [LTLT

Hi Peter,

We submitted tu-r":'f"i* LY |

It is now 2500 down from its ariginal G000,

Best,
Caryl

cere=(iginal Message=-=--

From: Kilmarx, Peter {NIH/FIC) [E] |maifto:peter kilmarx@nih gov]
Sent: Wednesday, April 5, 2017 2:24 PM
To: Caryl Feldacker <cfeld ®uw.edus: Seott Barnhart <sbhti@uew. edu>;: Herman-Roboff, Amy (CDCOGH/DGHT)

<hijydfede povs

Ce: Marranne M, Holeg <mmb i
Subject: RE: Your submission tof "F*h =05

Hi - if you can share the list of where you have sent already, we can think of other possibilities.

PK

-—--Crriginal Message-----

From: Caryl Feldacker [mallvoscield @ww. edul
Sent: Tuesday, April 04, 2017 10:56 PM

T Kilmarx, Peter (NIH/FIC) [E] <peter kilmarx@nih, gove; Scott Barnhart <sbht@uw. cdy>; Herman-Roloff, Amy
[COCSOGH/DGHT) <bjy2 @ cdc gov>

Cc: Marrtanne B4, Holec <mmh uw, eduz>
Subject: RE: Your submission tof "4 (=5

This is about the &th rejection, | think my plan now is to update with 2016 information, include the pivot, and
reduce to 2000 words as a commentary.

Other ideas?

Caryl

——-riginal Message-—-

From: Kilmars, Peter (NIH/FIC) [E] [mallto: peter kilmars
Sent: Twesday, April 4, 2007 3:22 PM

To: Caryl Feldacker <cfeld@uw edus; Scott Barnhart <shht@uw edu>; Herman-Roloff, Amy [CDC/CGH/DGHT]
‘Mﬂ crm'l' l]b:l.-li-

Subject: RE: Your submission t

Sarry and a bit surprised to see this, Next step?

Best,
P



..... m|5|na| ME“‘F" aam
Bl (B S

Sent: Tuesday, April 04, 2017 105 PM
Ta: Kilmars, Peter (MIH/FIC) [E] <peter kilmar@nih gows
Subject: Your submission mF'ﬂi' (P |

You are being carbon copled ("oc:'d") on an e-mail "To" “Caryl Feldacker® cfeld@uw.edu
CC: bmakunikei®itech-zimbabawe. mmbolec@uw edu, bochner@uw edu, arstepBuw.edu,

by ipne | peter kilmarx@nih.gov, biy2@cde gov, yih(d@ode gov,
o N |shitimbire@zach org.aw, st @uw.ady
WHAL (b
cender: Amarx, Peter (NIH/FIC) [E] </O=EXCHANGELABS/OU = EXCHANGE ADMINISTRATIVE GROUP

* [P DIBOHFXISPOLT ) CH=RECIFIENTS/CH = EAECF4+9 8004 BASFDSESCRDAA D B - K ILMARFH =

Caryl Feldacker <cfeld@ue.cdu>;
St Barmhart <shiyifiunw.edus;

Reciplent Hesrman-Rolofl, Ammy (COCHOGH/DGHT) fo= Exchanpelabs/ou=Exchange Administrative Group
{FYDIBOHFEISPDLT)/on=Recipientson=b54f2 %650 1a415 7obl 2eSaf e 3aced-biy2 <bjy Bcdc.govs;
Marriarng M. Hokeo <mmbolecBusedu>
Babsi Makunike <bmalunikefigech-zimbale. crg >

Sent Date: 201770414 14:43:56
Delivered Date: 2017004714 14:43:00



Kiimarz, Peter (MIH/FIC) [E] f0=EXCHANGELARSOU =EXCHARGE ADMINISTRATIVE GROUP
From: (FYDIBOHFEISPDLT)/CN=RECIFIENTS /= E4ECFA4SBDMMBASFD SRS CRDAAD TEA- KILMARXFPH
=peter kimars@nih.govs

Puderbaugh, Ann (NIHFIC) [E] fo=Exchangelabsfou=Exchange Admingtrative Group
Ta: [FYDIBOHFZISPDLT ) on=Recipients/on=003630684 e Baad e 3 Jeld TS 1 460- puderha
<« pirderba@mail reh. gove

Subject R URGENT PW: query from Fogasty re; PHASE 2 Z1EA VACCINE TRIAL BEGINS 1M L5, CENTRAL AND
SOUTH AMERICA

Dabe: H17/0405 10:19:18
Priority: Normal
Type: Note

Thanks very much Ann. I trust you are crunching this into a message.

Peter Kilmarx, Deputy Director
Fogarty International Center, NIH
RADM, U.S. Public Health Service

On Apr §, 2017, at 9:47 AM, Puderbaugh, Ann (NIH/FIC) [E] <puderbatamail.nih.gov>wrote:

Here's what Barbara dug up so far..,

From; 5ina, Barbara [MIH/FIC) [E]

Sent: Monday, April 03, 2017 2:58 PM

To: Puderbaugh, Ann (NIH/FIC) [E] <puderba@mail.nih gov>

Ce: Potash, Shana (NIH/FIC) [E] <Shana.Potash@nih.govs

Subject: RE: URGENT FW: query from Fogarty re: PHASE 2 ZIKA VACCINE TRIAL BEGINS IN U.S,, CENTRAL
AND 50UTH AMERICA

He's had a grant from NIAIDYDAIDS for Sao Paulo Clinical Trials Unit from 2008-2014- a pretty good
outcome for a trainee ENIAID. He could not get any more support from FIC or be a faculty member in an
HIV training program after 2012 because we eliminated Brazil as a country eligible for training grants.

From; Puderbaugh, Ann (MIH/FIC) [E]

Sent: Monday, April 03, 2017 2:28 PM

To: Sina, Barbara (MIH/FIC) [E] <sinab@mail.nih.gov>

Subject: RE: URGENT FW: query from Fogarty re: PHASE 2 ZIKA VACCINE TRIAL BEGINS IN U5, CENTRAL
AND 50UTH AMERICA

Very halplul—thanks 5o much!
Ann

From; Sina, Barbara [MIH/FIC) [E]
Sent: Monday, April 03, 2017 2:25 FM

To: Potash, Shana (NIH/FIC) [E] <5hana Potash@nih govs>



Cc: Puderbaugh, &nn (NIH/FIC) [E] =puderbad@mail.nih, gov=
Subject: RE: URGEMNT FW: query from Fogarty re: PHASE 2 ZIKA WACCINE TRIAL BEGINS IN U.5., CENTRAL
AND SOUTH AMERICA

From King Holmes's FY2007 progress report in which Casapia is listed as a new scholar:
“Martin Casapia, MD, is Co-Principal Investigator for the HIV Vaccine Preparedness Study and
several other related studies under the HIV Prevention Trials Nebwork in Iguitos, Peru. Dr,
Casapia received specialty training in Infectious and Tropical Diseases from the Universidad
Peruana Cayetano Heredia and post-graduate training in epidemiology in Mexico and Brazil. He
enterad the MPH degree program in the Department of Epidemiology in September 2005 with
Dr. Connie Celum as his faculty mentor.”

From Carey Farquhar” FY 2007 progress report in which Casapia is listed as a continuing M5/MPH
student:

“Title: Sexual risk and lack of circumcision associated with HIV and H5V-2 infection in men who have sex
with men in Peru

Country: Peru [Casapia)

F&A number of foreign site: P&A 0000 1941

Date of foreign IRE approval: 5/14/06

LW Human Subjects number and approval date: 06-1416-E/A 01, &/09,/08"

“Continuing Scholar Martin Casapia MD training period 9/05-9/07"

"Martin Cazapia. MD, is Co-Principal Investigator for the HIV Vaccine Preparedness Study and
spveral other related studies under the HIV Prevention Trials Metwork in Iquitos, Peru. He
entered the MPH degree program in the Department of Epidemiology in September 2005 with
Dr. Connie Celum as his faculty mentor. In June 2006 he returned to Peru to conduct his study,
"sexual risk and lack of circumcision associated with HIV and H3V-2 infection in men who

have sex with men in Perw," and returned to Seattle in March 2007 to complete his thesis and
graduate.”

He was not mentioned in the FY2008 renewal application.

Here are the papers | found that he published with Connie Celum, his UW mentor:

Effect of aciclovir on HIV-1 acquisition in herpes simplex vinus 2 seropositive women and men who have
sex with men: a randomised, double-blind, placebo-controlled trial Prof Connie Celum, MDa, b, ¢, Prof
Anna Wald, MDb, ¢, d, f, Prof James Hughes, PhDe, lorge Sanchez, MDg, Stewart Reid, MDh, i, Sinead
Delany-Morethwe, MDj, Frances Cowan, MDk, Martin Casapia, MDg, Lancet Volume 371, Issue 9630, 21-
27 June 2008, Pages 2109=2119

Male Circumcision and Risk of HIV Acquisition among Men who have Sex with Men from the United
States and Peru

Jorge Sancher, 1,3 Victor G. 5al y Rosas,2 James P. Hughes,2 Jared M. Baeten,3 Jonathan Fuchs,5 Susan P,
Buchbinder,5 Beryl A, Koblin,& Martin Casapia, 7 Abner Ortiz,8 and Connie Celum3,4 AIDS, 2011 Feb 20;
25(4): 519-523,

Before the UW AITRP program it appears that he worked with Gotuzzo in Peru (these are co-authored
papers | found):



Clustered local transmission and asymptomatic Plasmodium falciparum and Plasmodium vivax malaria
infections in a recently emerged, hypoendemic Peruvian Amazon community Oralee Branch, W Martin
Casapia, Dionicia ¥V Gamboa, Jean N Hernandez, Freddy F Alava, Norma oncal,

Eugenia Alvarez, Enrigue | Perez and Eduardo Gotuzzo Malaria lournal 2005 4:27

RELATIONSHIP BETWEEN INTENSITY OF SOIL-TRANSMITTED HELMINTH INFECTIONS AND AMERIA
DURING PREGMANCY

Authors: RENEE LAROCQUEL, MARTIN CASAPIAL, EDUARDO GOTUZZOL, THERESA W. GYORKOS f The
American Journal of Tropical Medicine and Hygiene VYolume 73, Issue 4 Oct 2005, p, 783 - TE9

A double-blind randomized controlled trial of antenatal mebendazole to reduce low birthweight in a
hookworm-endemic area of Peru Rende Larocque, Martin Casapia, Eduardo Gotuzzo, J, Dick Maclean,
Julio C. Soto, Elham Rahme, Theresa W. Gyorkas Trop Med &intrnl Health Volume 11, Issue 10 October
2006 Pages 1485-1495

Lack of Risk of Adverse Birth Qutcomes After Deworming in Pregnant Women Gyorkos, Theresa W,
PhD®; Larocque, Renee M5c®; Casapia, Martin MDt; Gotuzzo, Eduardo MD¥ Pediatric Infectious Disease
Journal; September 2006 - Volume 25 - lssue 9 - pp 791-794

According to his publications, in 2005-6 he was affiliated with Asociacio’n Civil Selva Amazo'nica, Iquitos,
Peru. Im 2007 he is listed as with the Direccidon Regional de 5alud Loreto, Ministerio de Salud del Peru,
Lirma, Peru as well as his previous institution.  In 2008 he was affiliated with Asociacion Civil Salud y
Educacidn, Impacta, Lima, Peru, Recently he was back with Asociacidon Civil Selva Amazdnica, Iguitos,
Peru [according to papers published in 2010-2017) where he continued to work on helminth and HIV
infections including clinical trials with a variety of L5, groups working in Peru (including several who had
FIC HIW traiming grants but | didn’t try to find out if he was a faculty in any of these programs- let me
kwno if you want this information).

Medicines for Malaria Venture [MMY] published an interview (&photo) with him refated to an anti-
malaria drug trial: h L WOOAL I, newsroomfinterndiews/dsm2as

He's listed as faculty for Global Health Fellows Morthern Pacific Global Health Research Fellows Training
Consortium: hittp:/fogartyfellows org/program-overview)/ peru/

He's the Pl of 2 NIAID PSO grant APS0AI09B574

Soil-Transmitted Helminthiases [5TH) and Dewoarming 2012-2016 [copy attached- includes biosketch)
DESCRIPTION {provided by applicant): The essential goal of the proposed Tropical Medicine Center is to
improve the health of populations, especially those in neglected tropical disease-endemic regions of the
warld, by undertaking and promoting interdisciplinary research excellence. Its specific objectives
include: i} the promotion and conduct of high quality basic, clinical and epidemiological research in
tropical medicine; i) engagement in collaborative research with local, national and international
researchers; and i) commitment to the training and mentoring of students and junior investigators. The
first concrete examples of this mission and objectives are illustrated in the three proposed research
projects which focus on three diseases causing the highest burden of disease among the neglected
tropical diseases, i.e., the soil-transmitted helminthiases of ascariasis, hookworm disease and
trichuriasis. These diseases are highly endemic in the Amazon region of Peru where the proposed
Tropical Medicine Center will be situated. Each research project addresses important research gaps ina



high-risk group (i.e., preschool-age children, school-age children and women of reproductive age) such
that results will be able to be used immediately by global agencies like the World Health Organization
and national authorities {and their partners) to inform health policy and intervention strategy on
deworming. Ultimately, this research will contribute to reducing the morbidity, mortality and disability
caused by the soil-transmitted helminthiases which currently are estimated to affect two billion people
living im resource-poor communities around the world. RELEVANCE: The proposed Tropical Medicine
Center will be based in the Amazon region of Peru and will be a center of research excellence in basic,
clinical and epidemiclogical research focusing on neglected tropical diseases, Because of the high
burden of disease caused by the soil-transmitted helminthiases, this cluster of diseases will constitute
the inaugural research focus of the new Center, Project 1: Improving Childhood Growth and
Development in Resource-Poor LMICs with Deworming by Incorporating Deworming in Integrated Child
Health Care Project Leader [PL): Casapia, M. DESCRIPTION [provided by applicant}: Preschool-age
children are one of the three high risk groups for morbidity attributable to soil-transmitted helminth
infections (STH). At this age, the 5TH infections of most importance are Ascaris and Trichuris infections.
WHO recommends deworming of preschool-age children as of 12 months of age, but there is no
empirical evidence on what deworming exposure [in terms of age at administration and frequency of
administration) has the most beneficial impact on health, This research project therefore proposes to
follow a cohort of preschool-age children who are known to have had different deworming exposure
histories between 12 and 24 months of age. By following these children up to five yvears of age,
cumulative health benefits will be measured and the optimal deworming strategy identified. It is
expected that these health benefits will extend into later childhood and bevond. Besearch results will
also be used to inform deworming health policy and strategies in 5STH-endemic reglons globally.
RELEVAMCE: An important window of opportunity exists between 12 and 24 months of age when health
and nutrition interventions play a vital role in both short and long term health. It is important to
measure this health impact, not only because it fills a research gap, but also because it is useful
feedback for program managers, and other partners, In following children up to five vears of age, this
cohort study will provide key empirical evidence on the health impact of different deworming strategies
targeted to this high risk age.

From: Wolfman, Celia [NIH/FIC) [E]

Sent: Monday, April 03, 2017 10:09 AM

To: Katz, Flora (NIH/FIC) [E] <katzi@mail.nih.gove; FIC DITR <ditri@ficod ficnih govs

Cc: Anand, Nalini (NIH/FIC) [E] <anandni@mail.nih.govs; Puderbaugh, Ann (NIH/FIC) [E]

< r iLnih, govs

Subject: RE: URGENT FW: query from Fogarty re: PHASE 2 ZIKA VACCINE TRIAL BEGIMS IN U.5., CENTRAL
AND SOUTH AMERICA

I found two of the mdividuals involved in the Zika Tral i Career Trac:

I. ASCA CRS lquitos (Iquitos, Peru):

Principal investigator: Dr. Martin Casapia Morales

*xx®*In CareerTrac his name 1s MARTIN CASAPIA but the email 15 the exact same. He was an
AITRP trainee of Carey Farquhar (D43TWT) from 2005-2007 who got funded for a Masters at
Univ of Washington,

2. Centro de Pesquisas Clinicas do Instituto Central da FMUSP/University of 8o Paulo;



Principal investigator: Dr. Esper Kallas
*##**In CareerTrac, he is shown as an AITRP trainee of Arthur Reingold {D43TW3). However
there is no in-training information.

From: Katz, Flora (NIH/FIC) [E]

Sent: Saturday, April 01, 2017 9:42 AM

To: FIC DITR <ditr@ficod.fic.nih.gove: Wolfman, Celia [NIH/FIC) [E] <celia,wolfman@nih.

Ce: Anand, Nalini (NIH/FIC) [E] <anandn@mail.nih.govs>

Subject: Fwd: URGENT FW: query from Fogarty re: PHASE 2 ZIKA VACCIME TRIAL BEGINS IN LS.,
CEMNTRAL AND SOUTH AMERICA

We are looking into whether any of those involved with the zika vaccine trials had any
association with fogarty, Please let me know if you recognize any of these names, Celia, can you
do a check in careertrac? Thanks, Mora

From: Stover, Kathy [NIH/NIAID) [E]
Sent: Friday, March 31, 2017 2:12 PM

To: Puderbaugh, Ann (NIH/FIC) [E] <puderba@mail nih gov>
Subject: RE: query from Fogarty re: PHASE 2 ZIKA VACCIME TRIAL BEGINS IN LS., CENTRAL AND S0OUTH

AMERICA

Hi Ann,
Here you go. Hope it helps:

Puecrto Rico Clinical and Tranlational Research Consoritum (PECTRC) (PI Dr. Clemente Diaz-
Clemente, Diaz{aupr.edu
San Juan City Hospital Research Unit (San Juan, Puerto Rico); Principal investigator: Dr.

Nicolas Rosario - nrosariof@sanjuanciudadpatria.com

Fundacion de Investigacion de Diego (5an Juan, Puerto Rico); Principal investigator; Dr. Grisell
Ortiz-Lasanta - mrti@ fdipr.com / infof fdipr.com

v agreememi

ASCA CRS lguitos {lguitos, Peru): Principal investigator: Dr. Martin Casapia Morales -

Centro de Pesquisas Chnicas do Instituto Central da FMUSP/University of Sdo Paulo (540
Paulo, Brazil); Principal invesugator: Dr. Esper Kallas - esper.Kallasi@usp.br

Fundacion Inciensa or FUNIN (Santa Cruz, Costa Rica); Principal investigator: Dr. Paula
Gonzalez - pgonzalesia provectoguanacaste. com



Costa Rican Center of Medical Rescarch ( Puntarenas, Costa Rica); Principal investigator: Dr.
Gisela Herrera - gherrera 1.C0.Cr

Hospital Civil de Guadalajara “Fray Antonio Alcalde™ (Guadalajara, Mexico); Principal
investigator: Dr. Ravo Mortin Otero — |

Instituto Conmemorativo Gorgas de Estudios de la Salud ( Panama City, Panama); Dr. Nestor
Sosa; [l = speemen | Dr. Israel Cedefio (Director of Epidemiology) -

cedenofiiminsa gob.pa

Bovicgi-bin/wa.exe PAO=nihpress>.

Kimars, Peter (MIH/FIC) [E] /0=EXCHANGELABSOU=EXCHANGE ADMIMISTRATIVE GROUP
Sender: (FYDIBOHFEISPOLTYCN=RECIPIENTS/ON = E4ECF4 B0 BASFDSA5CEDAA D FB4- KILMARXFH
< peter kimars@nih.go
Puderbaugh, Ann (HIHFFIC) [E] fo=Exchangelabsfou=Exchangs Adminstrative Group
Reciplent: (FYDIBOHFIISPOLT)/on=Recipients on=20363084feBiad4Re I 2eld FedS ] 460-puderha
< puderba@mall.nih. goy=
Sent Dabe: 2017004705 10:19:17

Deliverad Date: 2017004005 10:19:18



Kilmar:, Peter (NIH/FIC) [E] /0= EXCHANGELABS OU = EXCHARNGE ADMINISTRATIVE GROUP
From: (FYDIBOHFXISPOLT)CN=RECIPIENTS/(H=E4ECR4IBD A0 BASFDEASCRDAIDSTEA-KILMARXPH
=peter kimars@nih.govs

To: Scott Barnhart <sbhbfiuw. edus
Subject: Re: Make circ pubs this week: Proof of no adverse psychological effect; YMMC, Circ rates far Australia
Dabe: 101700322 1009:16
Priority: Mommal
Type: Kot

Right. Congress decides.

On Mar 22, 2017, at 10:04 AM, Scott Bamhart <sbhti@uw,edu=wrote:

T
Thanks Peter. It is rough on so many fronts just anticipating the fall n:rutr
B2 ]ﬁm'linded me the President doesn't have

the power of the purse. Nenetheless I'm on the board of a small ngo that helps first gen
students go to college and we are at risk of losing our 30 AmeriCorps staffers- what a
loss. Hopefully it won't happen. Best, Scott

Scott Barnhart, MD, MPH
Professor, Departments of Medicine and Global Health
University of Washington

"A pessimist makes his opportunities difficult, and an optimist makes his difficulties
opportunities.”

From: Kilmarx, Peter [NIH/FIC} [E] <peter kilmarx@nih.gov>

Sent: Wednesday, March 22, 2017 653 AM

To: Scott Barnhart

Subject: Re: Male circ pubs this week: Proof of no adverse psychological effect; VIMMC; Circ rates fior
Australia

| will do. With our Center slated for elimination in the president’s budget, is a busy time.
Between us, it's a lot quicker to clear something that is really ready for clearance. After a couple
iterations of careful review and substantive input, it's hard to maintain my usual rapid
turnaround time.

Best,

PKE



On Mar 22, 2017, at 9:45 AM, 5cott Barnhart <sbht@uw.edu>wrote:

Thx. We are all pumped. Also, if you can send your concurrence on the HIV+ that would be
great. We are trying to clear the table to look at new projects.

Scott Barnhart, MD, MPH
Professor, Departments of Medicine and Global Health
University of Washing

Facslmlile: +1 206-221-94945
Skype: scottbarnhartl

"A pessimist makes his opporiunities difficult, and an optimist makes his difficuliies
opportunities.”

From; Kilmarx, Peter (MIH/FIC) [E] <peter.kilmarx@nih.

Sent: Wednesday, March 22, 2017 5:37 AM

To: Scott Barnhart

Subject: Re: Male circ pubs this week: Proof of no adverse psychological effect; VMMC; Circ rates for
Australia

Waoot woot|

On Mar 22, 2017, at 9:20 AM, 5cott Barnhart <sbhht@uw edu>wrote:

Hi Peter: That would be great. I'm not sure whether we'll get to that in this cycle. | just heard
we got our highest numbers this week. 2600 this past week. Zach and Zichire are on fire and
filling the gap from loss of doing prepex (which had been up to 30% of our numbers). Thx. Scott

Scott Barnhart, MD, MPH

Professor, Departments of Medicine and Global Health

University of Washington
= G =Eahy H

"A pessimist makes his opportunities difficult, and an optimist makes his difficulties
opportunitics.”



From: Kilmarx, Peter (NIH/FIC) [E] <peter.kilmarx@nih, gov=
Sent: Wednesday, March 22, 2017 5:35 AM

To: Scott Barnhart
Subject; Re; Male circ pubs this week: Proof of no adverse psychological effect; VMMCE; Circ rates for
Australia

Thanks Scott.

I'd be happy to be involved in any overall evaluation of PDF in Zim. No clearance needed at NIH
;)

Cheers,

PK

On Mar 22, 2017, at 7:56 AM, Scott Barnhart <sbhht@uw edu>wrote:

Yes, it's interesting. The modeling done by CHAI and others suggests the benefits, prevalence of
HIV being equal, is greatest in district with lower penetration (better impact to get from 10%-
20% than from 70% to 80%). S0 pushing in districts which are the same as ART scale up may not
make that much sense but the differences are modest and there are some benefits to have a
smaller geographic area. We'll see that the future brings. As always, thanks for your early and
persistent support. It's been a good project and hard to believe we are almost done with Year 4.

Scott Barnhart, MD, MPH
Professor, Departments of Medicine and Global Health

University of Washington
Telep i 3
Mohile: s Ty R eOeTr

Facsimile; +1 206-221-4945
Skype: scottbarnhart1

“A pessimist makes his opportunities difficult, and an optimist makes his difficultics
opportunitics.”

From: Kilmarx, Peter (NIH/FIC) [E] <peter kilmars @ nib. gove

Sent: Wednesday, March 22, 2017 3:06 AM

To: Scott Barnhart

Subject: Re: Male circ pubs this week: Proof of no adverse psychological effect; VMMC; Circ rates fior
Australia

Oh right, | understand. | always thought we'd get more done on the steep part of the sigmoid
curve in mare districts rather than pushing to the top in fewer districts. Efficiency, equity, those
things.

Cheers,

PK



On Mar 21, 2017, at 10:56 PM, Scott Barnhart <sbht@uw.edu>wrote:

Hi Peter: Thanks, We have a great team there and here, With the COP 15 Pivot we went from
21 to 10 districts. 50, we have been intensively focused on fewer districts though we'd rather
have more districts to broaden our target pool. Best, Scott

Scott Barnhart, MD, MPH

Profeszor, Departments of Medicine and Global Health
University of Washington

Telephone: +1 206-5685-4875

Facsimile: +1 206-221-4945

Skype: scottbarnhartl

"A pessimist makes his opportunities difficult, and an optimist makes his difficultics
opportunities.”

From: Kilmarx, Peter (NIH/FIC) [E] <peter.kilmarx@nih.gov>

Sent: Tuesday, March 21, 2017 5:48 PM

To: Scott Barnhart

Subject; Re: Male circ pubs this week: Proof of no adverse psychological effect; VMMC; Circ rates for
Australia

Hi Scott,

Thanks for your reply.

What do you mean scaling up in half the districts?

I'll let you know if | have any good ideas after reading.
Congratulations on your successes in Zimbabwe.

All the best,

PK

Peter Kilmarx, Deputy Director
Fogarty International Center, NIH
RADM, U5, Public Health Service

On Mar 21, 2017, at 8:40 PM, Scott Barnhart <sbht@uw.edu>wrote:

Hi Peter:

Thanks. We are glad to get into press. As you can see it is a mixed bag. Bottom line is it
works. We've scaled up even now in half the districts. As we have done so we are having to rely



more on mobile teams as we outstripped the local clinic’s capacity to take up more work. We
have no good strategy to mitigate the downsides of PBF. I'd love suggestions. We have wanted
to move this forward in Namibia - the only other place where we are an |P. The structure there
is much more rigid and so far we have not gotten traction. Nor, have we gotten much in the
way of numbers (annual target is 8,000 and we struggle to get there). | hope the "Integration”
paper gets accepted. its been under review since August. | think the combination of using local
capacity and PBF is a good one but has many challenges in rapid scale up as with VMMC and
also COP 15 pivot. Hope you are doing well. Scott

Scott Barnhart, MD, MPH
Professor, Departments of Medicine and Global Health
University of Washington

Tel )
oy 2

Facsimile: +1 206-221-4945
Skype: scottbarmhart

"A pessimist makes his opportunities difficult, and an optimist makes his difficulties
opportunities.”

From: Kilmarx, Peter (NIH/FIC) [E] <peter_kilmarxi@nih.gov>

Sent: Tuesday, March 21, 2017 4:50 PM

To: Scott Barnhart

Subject: Fwd; Male circ pubs this week: Proof of no adverse psychological effect; VMMC,; Circ rates for
Australia

Hi Scott, I'm very interested to see this paper on performance-based financing and look forward
to reading. Are there any plans to modify the program in Zimbabwe or implement in other
countries?

Cheers,

PK

Peter Kilmarx, Deputy Director
Fogarty International Center, NIH
RADM, U.5, Public Health Service

Begin forwarded message:

From: Brian Morris <brian.morris@sydney.edu.au>
Date: March 21, 2017 at 7:26:16 PM EDT

To: Brian Morris <brian. morris@sydney. edu.au
Subject: Male circ pubs this week: Proof of no adverse psychological effect; VMMC; Circ rates

for Australia




hitps:/fwww nchinlm.nib gov/pubmed/ 28291263

Transl Psychiatry. 2017 Mar 14;7(3):e1063. doi: 10.1038/tp.2017.23.

Circumcision does not alter long-term glucocorticoids accumulation or psychological effects associated
with trauma- and stressor-related disorders.

Ulimann E1,2, Licinio J3, Barthel A1,4, Petrowski K5, Oratovski B1, Stalder T6,7, Kirschbaum C6,
Bornstein SK1.8.

Author information
1 Department of Medicine, TU Dresden, Carl Gustay Carus, Dresden, Germany,

2 Department for Child and Adolescent Psychiatry, Psychotherapy, and Psychosomatics, University of
Leipzig, Leipzig, Germany.

3 Mind and Brain Theme, South Australian Health and Medical Research Institute, Flinders University,
Adelaide, S&, Australia.

4 Endokrinologikum RUHR, Bochum, Germany,

5 German Sport University, Cologne, Germany.

& Department of Psychology, TU Dresden, Dresden, Germany,

7 Clinical Peychology, University of Siegen, Siegen, Germany.

8 Faculty of Life Sciences &Medicine, Endocrinology and Diabetes, Kings College Londaon, London, UK,
Abstract

Male infants and boys through early adalescence can undergo circumcision either far the sake of
upholding religious traditions or for medical reasons, According to both, Jewish as well as Islamic tenets,
circumcision is a religious rite symbolizing the bond with God. The World Health Organization [WHO),
the United Nations Council (UNC) as well as the American Academy of Pediatrics [(AAP], and the Centers
for Disease Control and Prevention (CDC) strangly recommend circumcision to promote hygiene and
prevent disease. This procedure has freguently been criticized by various communities claiming that
circumcision in infancy and early adolescence were psychologically traumatizing with medical
implications up into old age. Due to the lack of evidence concerning an alleged increase in vulnerability,
we measured objective and subjective stress and trauma markers, including glucocorticoids from hair
samples, in circumcised and non-circumcised males. We found no differences in long-term limbic-
hypothalamic-pituitary-adrenal axis activity, subjective stress perception, anxiety, depressiveness,
physical complaints, sense of coherence and resilience. Rather, an increase in the glucocorticoid levels
indicated a healthy lifestyle and appropriate functioning. Thus, our findings provide evidence that male
circumcision does not promote psychological trauma. Moreover, a qualitative approach, the
ambivalence construct, was used for the discussion, aiming at a discourse devoid of biases.

PMID: 28291263 DOI: 10.1038/tp, 2017,23




JAcquir Immune Defic Syndr, 2017 Mar 10, doi: 10.1097/0A1. 0000000000001 349, [Epub ahead of print]

Social disequilibrium and the risk of HIV acquisition: A multilevel study in rural KEwaZulu-Natal
Province, South Africa.

Tomita Al, Vandormael AM, Barnighausen T, de Dliveira T, Tanser F.

Author information

1Melson R Mandela School of Medicine, University of KEwaZulu-Natal 2africa Health Research Institute,
University of KwaZulu-Matal 3Department of Global Health and Population, Harvard T.H, Chan School of
Public Health 4institute for Public Health, University of Heidelberg SCentre for the AIDS Programme of
Research in South Africa [CAPRISA) 65chool of Mursing and Public Health, University of KwaZulu-Matal.

Abstract
BACKGROUMND:

Few population-based multilevel studies have quantified the risks that social context poses in rural
communities with high HIV incidence across South Africa. We investigated the individual, social and
community challenges to HIV acquisition risk in areas with high and low incidence of HIV infection
[hotspots/coldspots).

METHODS:

The cohort [N=17,376) included all HIV-negative adults enrolled in a population-based HIV surveillance
study from 2004-2015 in a rural South African community with a large labor migrancy. Multilevel
survival models were fitted to examine the social determinants (i.e. neighborhood migration intensity),
community traits {i.e. HIV prevalence), and individual determinants of HIV acquisition risk in identified
hotspots/coldspots.

RESULTS:

The HIV acquisition risk {aHR=1.05, 95% C1:1.01-1.09} was greater in hotspots with a higher
nelghborhood migration intensity amongst men, In women, higher neighborhood migration intensity
[aHR=1.02, 95% CI1:1.01-1.02) was associated with a greater HIV acquisition risk, irrespective of whether
they lived in hotspot/coldspot communities. HIV acquisition risk was greater in communities with a
higher prevalence of HIV in both men (aHR=1.07, 95% €1:1.03-1.12} and women [aHR=1.03, 95% C;1.01-
1.05), irrespective of hotspot/coldspot locations.

CONCLUSION:



HIV acquisition risk was strongly influenced by gender (i.e, young women), behavior {i.e. sexual debut,
contraception, circumdcision) and social determinants. Certain challenges (i.e. community disease
prevalence) for HIV acquisition risk impacted both sexes, regardless of residence in hotspot/coldspot
communities, while social determinants (i.e. neighborhood migration intensity) were pronounced in
hotspots among men. Future intervention scale-up requires addressing the social contest that
contributes to HIV acquisition risk in rural areas with high migration,

PMID: 28291049 DOI: 10.1097/0A1.0000000000001 345

https:/fwww.ncbi.nlm_nih_gov/pubmed/28301588
PLoS One, 2017 Mar 16;12(3):e0174047, doi: 10.1371/journal.pone 0174047, eCollection 2017,

Is it all about the money? A gualitative exploration of the effects of performance-based financial
incentives on Zimbabwe's voluntary male medical circumcision program.

Feldacker C1,2, Bochner AF1, Herman-Roloff A3, Holec M1, Murenje V4, Stepaniak Al, Xaba 55,
Tshimanga ME, Chitimbire VW7, Makayre 56, Hove |7, Barnhart 51,28, Makunike B4,

Author information

1 International Training and Education Center for Health (I-TECH), Seattle, WA United States of America.
2 Department of Global Health, University of Washington, Seattle, Wa, United States of America.

3 .5, Centers for Disease Control and Prevention, Harare, Zimbabwe.

4 International Tralning and Education Center for Health (I-TECH), Harare, Zimbabwe,

S Ministry of Health and Child Care, Harare, Zimbabwe.

b fimbabwe Community Health Intervention Project [ZICHIRe), Harare, Zimbabwe,

7 Zimbabwe Association of Church-related Hospitals (ZACH), Harare, Zimbabwe.

& Department of Medicine, University of Washington, Seattle, WA, United States of America,

Abstract

BACKGROUMND:

In 2013, Zimbabwe's voluntary medical male circumcision (VMMC) program adopted performance-
based financing (PBF] to speed progress towards ambitious VMMC targets, The 525 USD PBF intended to
encourage low-paid healthcare workers to remain in the public sector and to strengthen the public
healthcare system. The majority of the incentive supports healthcare workers [HOWs) who perform
VMMC alongside other routine services; a small portion supparts province, district, and facility levels,



METHODS:

This gualitative study assessed the effect of the PBF on HOW motivation, satisfaction, and professional
relationships. The study objectives were to: 1) Gain understanding of the advantages and disadvantages
of PBF at the HCW level; 2) Gain understanding of the advantages and disadvantages of PBF at the site
level; and 3) Inform scale up, modification, or discontinuation of PBF for the national VMMC program.
Sixteen focus groups were conducted: eight with HOWs who received PBF for WMMC and eight with
HOWs in the same clinics who did not work in VMMC and, therefore, did not receive PBF. Fourteen key
informant interviews ascertained administrator opinion,

RESULT5:

Findings suggest that PBF appreciably increased motivation among VMMC teams and helped improwve
facilities where VMMC services are provided. However, PBF appears to contribute to antagonism at the
waorkplace, creating divisiveness that may reach beyond VMMM PBF may also cause distortion in the
healthcare system: HONs prioritized incentivized VMME services over other routine duties. To reduce
workplace tension and improve the VMBC program, participants suggested increasimg HCW training in
VMM to expand PEF beneficiaries and strengthening integration of VRMMC services into routine care,

COMNCLUSION:

In the low-resource, short-staffed context of Zimbalvwe, PBF enabled rapid VMMC scale up and
achievement of ambitious targets; however, side effects make PBF less advantageous and sustainable
than envisioned. Careful consideration is warranted in choosing whether, and how, to implement PBF to
prioritize a public health program.

PMID: 28301588 DOI: 10.1371fjournal.pone. 0174047

Free full text

hitps:/fwww nebinlm.nib.gov/pubmed/28301626

) Drugs Dermatol. 20017 Mar 1;16(3):285-287.

Zoon Balanitis Revisited: Report of Balanitis Circumscripta Plasmacellularis Resolving With Topical
Mupirocin Ointment Monotherapy.

Lee MA, Cohen PR,
Abstract

INTRODUCTION: Zoon balanitis is an idiopathic benign inflammatory condition of the glans penis and
prepuce. A patient with biopsy confirmed diagnosis of Zoon balanitis who was successfully treated with
topical mupirccin ointment monotherapy is described



PMETHOD: A search using PubMed database was performed using the following termis: Zoon balanitis
(cases, diagnosis, treatment of], balanitis circumscripta plasmacellularis, and mupirocin. Relevant papers
and their reference citations were reviewed and evaluated.

RESULTS: The gold standard of treatment for Zoon balanitis has previously been circumcision. Mare
recently, topical calcineurin inhibitors have been shown to be effective. Qur patient had successful
resolution of his Zoon balanitis after 3 months of mupirocin sintment monotherapy.

DISCUSSION: Zoon balanitis is a benign inflammatory dermatosis. Previous successful treatment
modalities include circumcision, phototherapy, laser therapy, and topical calcineurin inhibitors, Topical
mupiracin ointment twice daily resulted in resolution of Zoon balanitis in our patient. Additional
evaluation of mupirocin ointment as a therapeutic agent should be considered as a potential first-line
therapy in patients with Zoon balanitis,

1 Drugs Dermatol. 2017;16(3):285-287.

PMID: 28301626

http:! fhelmetorhoodie weebly com//home/australian-helmet-and-hoodie-stats-by-year

Latest statistics on circumcision status of men in Australia by year of birth from 1245 through 1998, i.e.,
age approx. 13 to 71 years,

Circumcision Academy of Australia: http://'www_circumcisionaustralia.org

Circumcision Academy of America; hitp,/ fwww circumcisionamerica.org
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YOUR DONATION 1S USED 100% TOWARDS EDUCATION AND INFORMATION ON MALE CIRCUMCISION
TO IMPROVE PUBLIC HEALTH



EITHER

By electronic funds transfer to: National Australia Bank:
Account Mame: Circumcision Academy of Australia Inc.
BSB number: 082372

Account number: 840325369

(I vour funds transfer is from outside Australia, the SWIFT code is NATAALII3I0IM)

OR

By mailing a chegque to:
Circumcision Academy of Australia
PO Box 1776

Bondi Junction, NSW 2022

Australia

Briam J. Maorris, DSc PhD FAHA

Professor Emeritus

School of Medical Sciences and Bosch Institute
Anderson Stuart Building (F13)

Sydney Medical School

The University of Sydney

Sydney, M5W 2006, Australia
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many issues thal academic stafl are expert in the University does not maintain any specific policy.

Kilmnars, Peter (MIH/FIC) [E] f0=EXCHANGELABSOU=EXCHAMGE ADMIMISTRATIVE GROUP
Sender: (FYDIBOHFEISPOLT)/CN=RECIFIENTS/ N =E4ECFA49BDMM4 RAGFD S SCRDAA0 TB4- KILMARXNPH
< peter kimarx@nih.govs

Recipient: Scott Barnhart <sbbtBuw.edus
Sent Dabe: 201703022 1000916



Kiimarz, Peter (MIH/FIC) [E] f0=EXCHANGELARSOU =EXCHARGE ADMINISTRATIVE GROUP
From:; (FYDIBOHFISAOLTCN=RECIPIENTS N = E4ECR49BD M BA RN ZAGCRN A0 TRI- KILMARNPH
< peter klmara@nih.govs
Tae Caryl Feldacker <cleld @ edu=>
Hizmman-Roloff, Amy (COCAOGHDGHT) fo= Exchanpelabs/ou=Exchange Administrative Group
(FYDIBOHFZISPOL T fen=Reciplenison=bS4i 200500 22415 Thbl 2e5atde3 daced-biy? <biy2 Bedc.govs:
Batsl Makunike <bmakunike@fech-2imbatee. ong>;
Sentt Barmhart <sbbt@uw,edus;
Verian Murefije <vinurenjeB ibech-gmbalve ong=;
Masrianne M. HoeC <mmbHeciBus.eiu>
Subject: Re: REVISED HIV4+ AE paper draft

Date: 20170304 15:45:52

oc:

Priority: Normal
Type: Note

Thanks. I'll look forward to seeing once all the updates you mention below are finalized.

Peter Kilmarx, Deputy Director

Fogarty International Center, NIH
RADM, U.S. Public Health Service

On Mar 3, 2017, at 6:04 PM, Caryl Feldacker <cfeldimuw edu=wrote:

Thanks, Peter. Anyone else wish to review this version? | have no further revisions to make.
Best,
Caryl

From: Kilmarx, Peter (NIH/FIC) [E] [mailto:peter. kilmars@nib.gov]

Sent: Friday, March 3, 2017 2:20 PM

Ta: Caryl Feldacker <cield@uw. edu>; Herman-Roloff, Amy (COC/CGH/DGHT) <hjyl @ode govs
Cc: Batsi Makunike <bmakunike@itech-zimbabwe. org>; Scott Barnhart <sbht@uw.edu>; Vernon
Murenje symurenje@itech-zimbabwe org>; Marrianne M, Holec smmbolec@uw, edu>

Subject: RE: REVISED HIV+ AE paper draft

Hi Caryl,
Thanks for your reply. Let me please wait until it is finalized and ready for submission before reviewing
again,

Thanks and best to all,
PK

From: Caryl Feldacker [mailto:cfeld@uw.edu]

5ent: Friday, March 03, 2017 2:17 PM

To: Kilmarx, Peter (MIH/FIC) [E] <peter kilmars@nih govs; Herman-Roloff, Amy (CDC/CGH/DGHT)
<hjyd Elcdc. g o

Cc: Batsl Makunike <bmakynike@itech-zimbabwe,org>; Scott Barnhart <sbht@uw, edu>; Vernon




Murenje <ymurenje@itech-zimbabwe org>; Marrianne M. Holec <mmholec@uw edu>
Subject: RE: REVISED HIV+ AE paper draft
Importance: High

Dear Peter,

Thank you so much for this careful review. The paper is significantly improved. | completed the
revisions as fully as | could. The remaining issues on definitions and clinical issues related to AEs
will have to be answered by Prof.

| hope you will find this to be ready for submission.

Scott: | think that | will need some help to respond to Peter’s and you last questions on the AEs.
We can get his last clarifications when this group is happy with the paper.

Also, | did not update the citations or attach the appendices to this draft. | am having some
trouble accessing the server. Apologies.

Best,
Caryl

From: Kilmarx, Peter (NIH/FIC) [E] [mailto:peter kilmars@nih_gov]

Sent: Saturday, February 25, 2017 12:01 PM

To: Caryl Feldacker <cfeld@uw.edu>; Herman-Roloff, Amy ([COC/CGH/DGHT) <bjy2 Bcdc.govs
Cc: Batsi Makunike <bmakunike@itech-zimbabwe,org>; Scott Barnhart <sbht@uw, eduz
Subject: RE: REVISED HIV+ AE paper draft

Hi Caryl,
Thanks for the chance to review again, 1 made a number of edits and suggestions. Ideally it should be
essentially ready for journal submission befare it is submitted for COC clearance, Pleasa complete the
revision before sharing again.

Thanks!
PK

Patar H. Kilmarx, MO, FACP, FIDSA

RADM, U.S. Public Health Service

Dﬂpu'r:,.r Dlreclur Fogarty International Cenier
pelitutes of Heatth

From: Caryl Feldacker [cfetd@uw.edu]

Sent: Thursday, February 23, 2017 5:23 PM

To: Kilmanx, Peter (NIH/FIC) [E]: Herman-Roloff, Amy (CDC/CGH/DGHT)
Cc: Batsi Makunike; Scott Bamhart

Subject: REVISED HIV+ AE paper draft

Dear Peter and Amy,



This reflects minor revision. If you can, review this version please. If you started on the other,
no worries. This has the data updated from the Phase || trial onfy.

Thank you both so much for making time in your crazy schedules. | really appreciate it!

Best,
Caryl

From; Kilmarx, Peter [MIH/FIC} [E] [mailto:peter kilmars@nih gov]

Sent: Wednesday, February 22, 2017 1,55 PM

To: Caryl Feldacker <cfeld@uw.edu>: Herman-Roloff, Amy (COC/OGH/DGHT) <hjvZ @cdc.govs
Cc: Batsi Makunike <bmakunike@itech-zimbabwe, org>; Scott Barnhart <sbhif@uw, edu>
Subject: RE: Review of first HIV+ PrexPex Manuscript

Hi Caryl,
Sorry it's a busy time (although probably not as busy as Amy's). I'll plan to review and comment this
wieek,

Thanks,
P

From: Caryl Feldacker [mailto:cheld@uw . edu]

Sent: Wednesday, February 22, 2017 9:36 AM

To: Herman-Roloff, Amy (COC/CGH/DGHT) <bjy2 @cde gove; Kilmarx, Peter (MIH/FIC) [E]
wpeter.kilmar<@nih.gov>

Ce: Batsi Makunike <bmakunike@itech-zimbabwe, org>; Scott Barnhart <sbhif@uw, edu>
Subject: Review of first HIV+ PrexPex Manuscript

Dear Amy and Peter,

| wanted to make sure you saw this. | would love your feedback before | do the final revisions
and submit to COC. Thank you both so much for your input. it's critical for the paper's success!
Best,

Caryl

From; Caryl Feldacker

Sent: Thursday, February 9, 2017 1:36 PM

To: "Kilmarx, Peter (NIH/FIC) [E]' <peter kilmarx@nih_govs; Herman-Roloff, Amy [CDC/CGH/DGHT)
<bjyEode. govs

Cc: Scott Barnhart <sbht@uw.edu>; Batsi Makunike <bmakunike@itech-zimbabwe.org>

Subject: RE: Review of first HIV+ PrexPex Manuscript

Dear Amy and Peter,



| think this is closer. | made edits and corrections in response to your comments, and we got

some clarification from Prof, Before we go back to him, would vou do another review? Then |
will follow-up with Prof and revise quickly. | would like to send it to all authors and get it into
CDC review sooner than later as they may delay it quite a bit.

Hope it looks better. Thank you both so much for your help!
Best,
Caryl

From; Kilmarx, Peter [MIH/FIC} [E] [mailto:peter kilmars@nih gov]

Sent: Tuesday, January 31, 2017 407 PM

To: Caryl Feldacker <cfeld@uw.edu>: Herman-Roloff, Amy (COC/OGH/DGHT) <hjvZ @cdc.govs
Cc: Scott Barnhart <sbht@uw, edu>; Batsi Makunike <bmakunike@itech-zimbabwe org>
Subject: RE: Review of first HIV+ PrexPex Manuscript

FYT - a reference of interest;

https:/ fwww. ncbl.nlm.nih.gov/pubmed /28118337

PLoS One, 2017 Jan 24:12{1):e0170641, doi: 10.1371/journal.pone.0170641. eCollection 2017.

Could Circumcision of HIV-Positive Males Benefit Voluntary Medical Male Circumcision Programs in
Africa? Mathematical Modeling Analysis.

Awad 5£%, Sgajer sk, Lau Fi?, Mohamoud YaAY, Tambatamba BC®, Kripke KE®, Thomas AG”, Bock

n¥, Reed 18%, Njeuhmeli E°, Abu-Raddad L1132,
Authoar information
» = ‘Infectious Disease Epidemiology Group, Weill Cornell Medical College in Qatar, Cornell
University, Qatar Foundation, Education City, Doha, Qatar.
= » Surpo Foundation, Washington, District of Columbia, United 5tates of America,
= = ‘Department of Global Health and Population, Harvard T. H. Chan School of Public Health,
Boston, Massachusetts, United 5tates of America.
= = iDepartment of Global Health, University of Washington, Seattle, Washington, United States
of America.
= & *Ministry of Community Development and Maother and Child Health, Lusaka, Zambia.
# # ‘Health Policy Initiative, Avenir Health, Washington, District of Columbia, United States of
America,
= = "Maval Health Research Center, U.5. Department of Defense, San Diego, California, United
States of America.
» = 'Division of Global HIV/AIDS, Center for Global Health, Centers for Disease Control and
Prevention, Atlanta, Georgla, United States of America,
* Yhpiego, Washington, District of Columbia, United States of America.
+ =United States Agency for International Development, Washington, District of Columbia,
United States of America.
= “Department of Healthcare Policy and Research, Weill Cornell Medical College, Cornell
University, New York, New York, United States of America,
¢ Ulnllege of Public Health, Hamad bin Khalifa University, Qatar Foundation, Education City,
Daoha, Qatar.
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BACKGROUND:

The epidemiological and programmatic implications of inclusivity of HIV-positive males in voluntary
medical male circumcision [VMMC] programs are uncertain. We modeled these implications using
Zambia as an illustrative example.

METHODS AND FINDINGS:

We used the Age-Structured Mathematical [ASM) model to evaluate, over an intermediate horizon
[2010-2025), the effectiveness (number of VMMUCs needed to avert one HIV infection} of VMMC scale-
up scenarios with varying proportions of HIV-positive males, The model was calibrated by fitting to HIV
prevalence time trend data from 1990 to 2014, We assumed that inclusivity of HIV positive males may
benefit VMMC programs by increasing VMM uptake among higher risk males, or by cincumcision
reducing HIV male-to-female transmission risk. All analyses were generated assuming no further
antiretroviral therapy (ART) scale-up. The number of VMMCs needed to avert one HIV infection was
projected to increase from 12.2 VMMCs per HIV infection averted, in a program that circumcises only
HIV-negative males, to 14.0, in a program that includes HIV-positive males. The propartion of HIV-
positive males was based on their representation in the population {e.g. 12.6% of those circumcised in
2010 would be HIV-positive based on HIV prevalence among males of 12.6% in 2010). However, if a
program that only reaches out to HIV-negative males is associated with 20% lower uptake among
higher-risk males, the effectiveness would be 13.2 VMWMMCs per infection averted., If improved inclusivity
of HIV-positive males is associated with 20% higher uptake among higher-risk males, the effectiveness
wiould be 12,4, As the assumed VMM efficacy against male-to-fermale HIV transmission was increased
from 0% to 20% and 46%, the effectiveness of circumcising regardless of HIV status improved from 14.0
to 11.5 and 9.1, respectively, The reduction in the HIV incidence rate amaong females increased
accordingly, from 24.7% to 34.8% and 50.4%, respectively.

COMCLUSION:

Improving inclusivity of males in VMMC programs regardless of HIV status increases VMME
effectiveness, if there is moderate increase in VMMC uptake among higher-risk males and/or if there is
moderate efficacy for VMME against male-to-female transmission. In these circumstances, VMMC
programs can reduce the HIV incidence rate in males by nearly as much as expected by some ART
programs, and additionally, females can benefit from the intervention nearly as much as males,

PMID: 28118387

DOI: 10,1371 fjournal. pone 0170641

[FubMed - in process]

Free full text

Petar H. Kilmarx, MD, FACP, FIDSA,

RADM, U.5. Public Health Service

Depuly Direcior, Fogarty Inteérmational Cenler
.S, Mational Institutes of Health

co [ S oot

From: Kilmarx, Peter (NIH/FIC) [E]

Sent: Monday, January 23, 2017 12:30 PM

To: Caryl Feldacker; Herman-Roloff, Amy {(CDC/OGH/DGHT)
Cc: Scott Barmhart; Batsi Makumike

Subject: RE: Review of first HIV+ PrexPex Manuscript

Hi Caryl,



This s a great start on this paper. Please see my comments attached. | look forward to seeing the next
draft.

Suggested reviewers:

Maomi Bock = CDC

Jason Reed — IHPIEGD {formerly COC)

Cate Hankins = AIGHD

leffrey Klausner — LICLA

Paul Feldblum = FHIZ&D (Amy may know better about this suggestion.)

0 T

Hi Scott and Batsil

Best wishes,
PK

Peter H. Kilmarx, MD, FACP, FIDSA

RADM, U5, Public Health Servicea

Daeputy Direclor, Fogarty Intemational Center
.5, Mational Institutes of Health

Ced Ermail peter kilmanofnih gon

From: Caryl Feldacker [mallto:cfeld@uw edu]

Sent: Friday, January 20, 2017 5:00 PM

To: Kilmarx, Peter (NIH/FIC) [E] <peter kilmarx@nih_gove; Herman-Raoloff, &Amy [CDC/CGH/DGHT)
<bjy?@cdc govs

Cc: Scott Barnhart <sbht@uw. edu>; Batsi Makunike <bmakunike@itech-zimbabwe org>

Sublect: RE: Review of first HIV+ PrexPex Manuscript

Hi Peter,

Glad to be back in touch with some good progress! | look forward to your comments in the HIV+
Prepex paper. | also hope to hear some good news from WHO Bulletin about the integration
paper someday soon when they can find reviewers. On that note, do you have anyone that you
can think of who might look with interest and favor on our paper about the VMMC integrated
rmodel 7 WHO is having a hard time finding reviewers. It is significantly slowing the process.

Best,
Caryl

From: Kilmarx, Peter [NIH/FIC) [E] [mailte:peter. kilmars@nih.gov]
Sent: Thursday, January 19, 2017 2:08 PM

To: Caryl Feldacker <cfeld @uw.edu>; Herman-Roloff, Amy (COC/CGH/DGHT) <hjy2 @cdc gov>
Subject: RE: Review of first HIV+ PrexPex Manuscript

Hi and thanks Caryl and Amy. I'll aim to review carefully and provide comments this weekend,



Caryl = please note my new email address. The CDC affiliations should be used on the paper because
that was my affiliation when the work was done. My NIH affiliation may be noted as a footnote if you
want to include current author affiliations, but it doesn't matter to me.

Thanks,
PK

Peter H. Kilmarx, MO, FACP, FIDSA

FADM, LS. Public Health Service

Depuly Direclor, Fogarty International Cenler
.5, Mational Institutes of Health
Cedfesstedty | Email peder. kilmaroinih.goy
<imageld prg=

From: Caryl Feldacker [mailto: cfeld@ W . EDL]

Sent: Thursday, January 19, 2017 12:10 PM

To: Herman-Roloff, Amy [COC/CGH/DGHT) <bjy2@cde gove; Kilmarx, Peter [MIH/FIC) [E]
<peter.kilmarx@nih.gove

Subject: RE: Review of first HIV4+ PrexPex Manuscript

Thank you, Amy! Hello, Peter!

I'd appreciate any comments, Peter, at your earliest convenience, It has one or two sections
that are a work in progress = mostly on the sample size/design issues that we will face = but it is
almost ready for COC review.

Hopefully, it will have a speedy CDC review for submission to PLOS One by early February.

Best,
Caryl

From: Herman-Roloff, Amy (CDC/CGH/DGHT) [mailte:bjy2 @cde gov]
Sent: Thursday, January 19, 2017 5:43 AM

To: Kilmarx, Peter (NIH/FIC) [E] <peter. kilmarz@nih_gove

Ce: Caryl Feldacker <cleld@uw eduz

Subject: Review of first HIV+ PrexPex Manuscript

Hi Peter =

It was mice to chat with you today. As discussed, | am in the midst of reviewing the second draft of the
first paper coming out of the HIV+ PrePex study. You are listed as an author, and your in-depth review
would be most appreciated. Caryl is coordinating the writing and responses, and I've copled her

here. {Caryl = please note Peter's NIH's email address.)



Thanks -
Army
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Recipient: Batsi Makynike <bmakunikefitech-zimbabwe. org>;

Sent Date: 201703704 15:45:51
Delivered Date: 101740304 15:45:52



. Kimarx, Peter (NIH/FIC) [E] </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
From: | oy DIBOHF2ISPOLT)/CN=RECIPIENTS/CN =EAECFA40BD -4 BASFDSESCEDAADTBA-KILMARXPH

Caryl Feidacker «<clield @uw adu>;
To: Herman-Ralf, Amy (CDC/CGH/DGHT) fo= Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/on=Recipients/on=bSAr200690 22415 7bb 1 26529263 3aced- iy 2 <biy2 @ed.govs

Batsi Makunike <bmakunikeftech-zimbakbwe. org>;
Soott Barnhart <shib@uw.edus;

wWernon Murenje <ymurenje@itech-nmbabwe.ong>;
Masrianng M. Holee <mmbolecBusedu>

Subject: RE: REVISED HIV+ AE paper draft
Date: F017A0303 17 19:00

Priority: Momad
Type: Note

oC:

Hi Caryl,
Thanks for your reply. Let me please wait until it is finalized and ready for submission before reviewing
again,

Thanks and best to all,
PK

From: Caryl Feldacker [mailto:cfeld@uw.edu]

Sent: Friday, March 03, 2017 2:17 PM

To: Kilmarx, Peter (NIH/FIC) [E] <peter kilmars@nibh govs; Herman-Raloff, Amy (COC/CGH/DGHT)
<bjy2@cdc.gov>

Ce: Batsi Makunike <bmakunike@itech-zimbabwe.org>; 5cott Barnhart <sbht@uw.edu=; Vernon
hMurenje <ymurenje@itech-zimbabwe, org>; Marrianne M. Holec <mmholec@uw.edu=

Subject: RE: REVISED HIV+ AE paper draft

Importance: High

Dear Peter,

Thank you 5o much for this careful review. The paper is significantly improved, | completed the
revisions as fully as | could. The remaining issues on definitions and clinical issues related to AEs
will have to be answered by Prof,

| hope you will find this to be ready for submission.

Scott: | think that | will need some help to respond to Peter’s and you last questions on the AEs.
We can get his last clarifications when this group is happy with the paper.

Also, | did not update the citations or attach the appendices to this draft. | am having some
trouble accessing the server, Apologies.

Best,



Caryl

From: Kilmarx, Peter [MIH/FIC) [E] [mailto:peter. kilmars@nib.gov]

Sent: Saturday, February 25, 2017 12:01 PM

To: Caryl Feldacker <cleld@uw, eduz; Herman-Roloff, Amy (COC/CGH/DGHT) <hiy Bodc gove
Cc: Batsi Makunike <bmakunike@itech-zimbabwe.orgs; Scott Barnhart <sbhti@uw.edu>
Subject: RE: REVISED HIV+ AE paper draft

Hi Caryl

Thanks rﬁnr the chance to review again. I made a number of edits and suggestions. Ideally it should be
essentially ready for journal submission before it is submitted for COC clearance. Please complete the
revision before sharing again.

Thanks!
PE

Peter H. Kilmarx, MD, FACP, FIDSA

RADM, U5, Public Health Service

Depuly Direcior, Fogarty International Cenfler
LS. National Institutes of Heaith

el [Fadacied ¥y aeemen Emiail peter kilmar@nih gov

From: Caryl Feldacker [cfeld@uw.edu]

Sent: Thursday, February 23, 2017 5:23 PM

To: Kilmarx, Peter (NIH/FIC) [E]; Herman-Roloff, Amy (CDC/CGH/DGHT)
Cc: Batsi Makunike; Scott Barnhart

Subject: REVISED HIV+ AE paper draft

Dear Peter and Amy,

This reflects minor revision. If yvou can, review this version please. If you started on the other,
no worries. This has the data updated from the Phase Il trial only.

Thank you both 50 much for making time in your crazy schedules. | really appreciate it!

Best,
Caryl

From: Kilmarx, Peter (NIH/FIC) [E] [malto:peter kilmar@nih gov]

Sent: Wednesday, February 22, 2017 1,55 PM

To: Caryl Feldacker <cfeld@uw.edu>; Herman-Roloff, Amy (CDC/OGH/DGHT) <hjv? @cdc.govs
Ce: Batsl Makunike <bmakunike@itech-zimbabwe, org>; Scott Barnhart <sbhi@uw, cdus
Subject: RE: Review of first HIV+ PrexPex Manuscript

Hi Caryl,
Sorry it's a busy time (although probably not as busy as Amy's). I'll plan to review and commient this
wieek.



Thanks,
PK

From: Caryl Feldacker [mailto:cfeld@uw.edu]

Sent: Wednesday, February 22, 2017 936 AM

To: Herman-Roloff, Amy (CDC/CGH/DGHT) <bjy2 @cde gove; Kilmarx, Peter {NIH/FIC) [E]
<peter.kilmar@nih.gov>

Cc: Batsl Makunike <bmakunike@itech-zimbabwe org>; Scott Barnhart <sbhi@uw, edu>
Subject: Review of first HIV+ PrexPex Manuscript

Dear Amy and Peter,

| wanted to make sure you saw this. | would love your feedback before | do the final revisions
and submit to CDC. Thank you both so much for your input. it's critical for the paper's success!
Best,

Caryl

From: Caryl Feldacker

Sent: Thursday, February 9, 2017 1:36 PM

To: ‘Kilmarx, Peter (MIH/FIC) [E]' <pster kilmarx@nih.gove: Herman-Rolaff, Amy (COC/CGH/DGHT)
by @ ed. povs

Cc: Scott Barnhart <sbht@uw.edu>; Batsi Makunike <bmakunike@itech-zimbabwe.org>

Subject: RE: Review of first HIV4+ PrexPex Manuscript

Dear Amy and Peter,

| think this is closer, | made edits and corrections in response to your comments, and we got
some clarification from Prof. Before we go back to him, would you do another review? Then |
will follow-up with Prof and revise quickly. | would like to send it to all authors and get it into
CDC review sooner than later as they may delay it quite a bit.

Hope it looks better. Thank you both so much for your help!
Best,
Caryl

From: Kilmarx, Peter (NIH/FIC) [E] [mallto;peter kilmarx@nih.gov]

Sent: Tuesday, January 31, 2017 4:07 PM

To: Caryl Feldacker <cfeld@uw edu>; Herman-Roloff, Amy (CDC/CGH/DGHT) <bj cdc.gove
Cc: Scott Barnhart <sbht@uw, edu>; Batsi Makunike <bmakunike@itech-zimbabwe org>
Subject: RE: Review of first HIV+ PrexPex Manuscript

F¥T - a reference of interest;

https:/ fwanw. nebi.nlmonih.gov/pubmed,/ 28118337
PLoS One, 2017 Jan 24;12(1):e01 70641, doi: 10,1371/journal,pone. 0170641, eCollection 2017,



Could Circumcision of HIV-Positive Males Benefit Voluntary Medical Male Circumcision Programs in
Africa? Mathematical Modeling Analysis.
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Abstract
BACKGROUND:
The epidemiological and programmatic implications of inclusivity of HIV-positive males in voluntary
medical male circumcision (VMMC) programs are uncertain. We modeled these implications using
Zambia as an illustrative example.
METHODS AND FINDINGS:
We used the Age-Structured Mathematical [ASM) model to evaluate, over an intermediate horizon
{2010-2025), the effectiveness {number of VMMCs needed to avert ane HIV infection] of WMMC scale-
up scenarios with varying proportions of HIV-positive males, The model was calibrated by fitting to HIV
prevalence time trend data from 1990 to 2014, We assumed that inclusivity of HIV positive males may
benefit VMMC programs by increasing VMMC uptake among higher risk males, or by circumcision
reducing HIV male-to-female transmission risk. All analyses were generated assuming no further
antiretroviral therapy (ART) scale-up. The number of VMMCs needed to avert one HIV infection was
projected to increase from 12.2 VMMCs per HIV infection averted, in a program that circumcises only
HIV-negative males, to 14.0, in a program that includes HIV-positive males, The propartion of HIV-
paositive males was based on their representation in the population {e.g. 12.6% of those circumdcised in
2010 would be HIV-positive based on HIV prevalence among males of 12.6% in 2010). However, if a
program that only reaches out to HIV-negative males is associated with 20% lower uptake among
higher-risk males, the effectiveness would be 13.2 VMMCs per infection averted, IFf Improved inclusivity
of HIV-positive males is associated with 20% higher uptake among higher-risk males, the effectiveness
would be 12,4, As the assumed VMMC efficacy against male-to-fermale HIV transmission was increased

-



fromm 0% to 20% and 46%, the effectiveness of circumcising regardless of HIV status improved from 14.0
to 11.5 and 9.1, respectively. The reduction in the HIV incidence rate amaong females increased
accordingly, from 24.7% to 34.8% and 50.4%, respectively.

COMNCLUSION:

Improving inclusivity of males in VMMC programs regardiess of HIV status increases ViMC
effectiveness, if there is moderate increase in VMM uptake among higher-risk males and/for if there is
moderate efficacy for VMBC against male-to-female transmission. In these circumstances, VMMC
programs can reduce the HIV incidence rate in males by nearly as much as expected by some ART
programs, and additionally, females can benefit from the intervention nearly as much as males.
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35
Treatment failure in Cameroon : problems and current limitations of

the health care system

Background:

Although the WHO public health strategy aimed at eliminating the epidemic by 2030 has led to
widespread access to antiretroviral therapy in countries in the global South, the emergence of viral
resistance related to treatment failures poses a growing threat to individuals and the general public. In
Cameroon, various constraints hinder the prevention, detection and case management of treatment
failures. The aim of our study was to describe and analyze the context, determinants and modalities
related to case management of treatment failure,

Methods:

Between 2010 and 2012, we conducted a survey in four urban sites: the Central Hospital in Yaounde;
Laguintinie Hospital in Douala; Nylon District Hospital where an NGO (Médecing 5ans Frontiéres) is
involved; and the study site of the 2 Lady research project (ANRS 12169). Semi-structured interviews
and observations were conducted at the sites with 85 patients and 53 health and psychosocial care
professionals,

Results:

Treatment failure was often detected very late due to lack of routine viral load monitoring. Notification
of the failure is often associated with placing blame on patients, who are seen as bearing sole
responsibility for it, Capacities for prevention, detection and case management are limited by a lack of
procedures. Medical and psychosocial care is focused on starting first-line treatment and switching from
first- to second-line treatment, but long-term follow-up does not exist. Treatment failure redefines
relationships between caregivers and patients. Caregivers’ attitudes vacillate between compassion and
condemnation, while the failure reinforces the patients’ dependence. Current inaccessibility to third-line
treatment makes the possibility of a new failure all the more dramatic.

Conclusion:

Treatment failures are a powerful indicator of the current limitations affecting the health care system.
Our observations reflect the health system’s current inability to adequately deliver adapted case
management of treatment failures due to: unpreparedness of health care professionals and
unavailability of diagnostic tools and treatments,
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44
Examining Heterogeneity in HIV Comprehensive Knowledge among

Men and Women in Malawi

Background: There are few studies around socioeconomic determinants of comprehensive HIV
knowledge, which provide crucial insights from social and behavioral aspects of HIV and AIDS, These
provide insights on inter alia, the distribution and more importantly suggest potential mechanisms
through which such knowledge, or lack thereof, ultimately conditions sexual behavior which in turn
affect the HIV epidemic, However, there is an evident paucity of empirical literature examining in a more
detailed what factors contribute to the gapidifference) in HIV and AIDS comprehensive knowledge. With
this in mind, the main objective of this study is to empirically decompose the comprehensive HIV
knowledge gap [difference in proportion of people having HIV and AIDS knowledge), between male and
female in Malawi. Ta achieve this, the study first identifies the determinants of comprehensive HIV and
AIDS knowledge, Secondly we undertake a decomposition analysis to identify how separate social
economic factors contribute to the gapldifference) in comprehensive HIV and AIDS knowledge. The
study is important as it combines, a gender, behavior dimension into the social aspects of HIV and AIDS,
Not only that, it is a first application of labour economics method in the local context to understand the
phenomenaon,

Methods: Data for the study was obtained from thie 2010 Malawi Demographic Health Survey [MDHS). A
logit regression was used to assess factors assoclated with attainment of comprehensive HIV knowledge.
On account of some binary nature and non-linearity of the variable of interest, the study utilized the
Fairlie method to decompose the HIV and AIDS knowledge gap into its contributions. The decomposition
method divides the rural-urban gap between males and females in attainment of comprehensive HIV
knowledge into a part that is "explained” and “unexplained” (a residual part that cannot be accounted
for by explanatory variables). This part is often used as a measure for discrimination among groups, but
it also subsumes the effects of group differences in unabserved predictors, The Farlie's decomposition
allows a detailed decomposition of the separate contribution of each variable to comprehensive HIV
knowledge gap.

Results: Findings from this study indicate 39% of women have HIV and AIDS comprehensive knowledge
and 52% of men have comprehensive HIV and AIDS knowledge. This entails a difference of 14%. Of the
difference, 75% is explained by the differences in social economic factors and behavior of men and
women, where by 25% still remain unexplained. Having an HIV test reduces the gap as well as leaving in
a high HIV and AIDS prevalence areas .Religion doesn’t explain the gap. Exposure to radic and TV
reduces the difference in HIV and AIDS knowledge, Being rich explains 25.1% of the difference where as
being poorer reduces the gap (2.3%)

Recommendations: The results point to the need for a differentiated approach to HIV awareness taking
into account the differences in the factors that mediate attainment of comprehensive HIV knowledge
among men and women Also need for development or review of strategic documents with respect to
HIV communication and advocacy.
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Social adversities of HIV-pasitive adolescents in rural Uganda: a qualitative study
Authors: Schaolastic Ashabal, Christine Cooper-Vincel, 3, Dagmar Vorechowskal2, Alexander C, Tsail, 2, 3

Background

Availability of and increased access to antiretroviral therapy has significantly reduced morbidity and
maortality associated with HIV. As a result, perinatally HIV infected children are able to grow into
adolescents and young adults, In Uganda approximately 100,000-150,000 children and adolescents aged
between 10-19 years of age are living with HIV. Although major strides have been made in the
biomedical management of HIV among children and adolescents, there is limited information on the
social challenges of HIV-positive adolescents in rural settings in sub-Saharan Africa. Previous work about
the social challenges of HIV-positive adolescents has been limited to studies done in high-income
countries and/or urban areas in low-income countries. The purpose of this study was to explore social
challenges facing adolescents living with HIV in rural Uganda.

Methods

We collected qualitative data using focus group discussions and one-on-ong in-depth interviews
between February and May 2016, Participants in the focus group discussions included 26 adolescents
aged 13-17 years, 14 of whom were HIV-positive and 12 of whom were of unknown serostatus. We
conducted a total of 42 in-depth interviews, including 5 interviews with HIV-positive adolescents, 5
interviews with adolescents of unknown HIV status, and 32 interviews with adult caregivers (10 of
whom were themselves HIV-positive). HIV-positive participants were recruited from the Mbarara
Immiune Suppression Syndrome clinic, Participants of unknown serostatus were recruited from
Nyakabare Parish, a rural site 20 km from Mbarara town. All inteniews were audio-recorded, translated
and transcribed into English, and coded using thematic analysis to identify themes related to social
challenges.

Results

Social challenges faced by adolescents were categorized under 7 themes: 1) stigma and discrimination;
2) fear of unintended disclosure of HIV status; 3) poverty associated with lack of basic needs and missed
schooling; 4) ART adherence challenges; 5) food insecurity; 6) loss of parents; and 7) maltreatment.
Stigma/discrimination and poverty were the most frequently mentioned challenges. Data generated
from Focus group discussions were rich in content than in depth interview data.

Conclusion

Hiv-positive adolescents face numenous important challenges that could compromise their engagement
in HIV care.

sociobehavioural research
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The potential of advanced mHealth interventions for youth
populations: insights from mobile phone use in a mixed rural-urban sub

district in South Africa

Background: The ubiguity of mobile phone use in Sub-5aharan Africa is well documented in adult
populations. Measures of access to - and utilisation of - mobile phones among adolescents are lacking.
Mobile health [mHealth) interventions have begun to explore the potential of using more advanced
methods to engage young people in sexual and reproductive health messaging. These include mokbi
sites, social media, and applications {"apps”). To assess the potential effectiveness of advanced mHealth
technologies in adolescent populations, we must first understand how this group engages with mobile
phones, and across which platforms.

Methods: To describe mobile phone uptake and user behaviours amongst adolescents residing within a
mixed rural-urban health sub district, data were gathered from 1286 participants {10 = 22 years)
enralled in a prospective longitudinal cohort study (Mzantsi Wakho) In the Eastern Cape Province, South
Africa. The tablet-based guestionnaire collected optional guantitative information regarding: 1) access
to and personal ownership of a mobile phone; 2] SIM card ownership; 3) kind of device and operating
system; 4) purposes of engagements (e.g. health-seeking); and 5] general usage characteristics {e.g.
messaging preferences). Analyses were conducted using SPSS,

Results: Given that responses to all questions were not mandatory, there were variances in response
rates (range 1006 = 1229, 78.2% - 95.6%). When disaggregated by indicator, self-reported data show
that: 54.4% have access to a mobile device; 47.7% own a 5IM card; 34.8% have access to a smart phone;
and 25.3%, a basic phone. Possession of a personal phone {not shared) within the sample counted
smartphone ownership as higher than basic phones: 33.8% versus 29.2%. Further, 21.1% reported
owning a "brand name” phone, such as an iPhone or Blackberry device.

Lisage statistics demonstrated that 14.9% of mobile phone engagement was for the purposes of
gathering health information {including HIV-spacific materials) and job-seeking. 40%, 39.2%, 37.3%, and
31.2% reported using thelr phones for music, WhatsApp messaging, games, and Facebook, respectively.
5MS's remained the dominant mode of communicating, as reported by 44.7% of the sample.

Fernales reported having more access to mobile phones [61.8%) compared with males [44.73%)
{p=0.001). Of note, access to cell phones increased with age (x'=129.9678 a 0.5, df=4 ps0.00001): 29%
of those under 12; 42.9% 13-15 years; 66.6% 16-18 years; 78.5% 19-21 years; and 80% 22+ years. Smart
phone access also increased accordingly with the exception of those aged 22+, perhaps owing to small
sample size {n=5),

Conclusions: These results demonstrate a tangible shift away from basic cell phone use to more
sophisticated, smart phone devices. It also highlights gender disparities in terms of access to mobile
technologies. Thus, the potential to introduce novel mHealth interventions that target young people,
particularly fermales — who are also most at risk of HIV infection, shows promise. However, these
methods should be balanced with existing evidence-based programming to ensure a broader reach.
Interventions that do not rely on mobile platforms should be retained with a view to potentially
translate them to digital spaces as smartphones become less expensive, and thus more accessible to
young pecple.
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Barriers to ART uptake experienced by healthy clients in Malawi under

Test and Treat

Background: Malawi is one of the first countries in sub-5aharan Africa to implement antiretroviral
therapy [ART) regardless of clinical stage or CD4 cell count (Test and Treat). We evaluated barriers and
facilitators to ART uptake from the perspective of both asymptomatic newly HIV+ clients and HIV service
providers during the first & weeks of program implementation.

Methods: Routine data from 5 ART clinics were reviewed to identify clients >18 years of age testing HIV+
between July 14-September 23, 2016, Individuals were screened to determing if they were
asymptomatic at time of testing. In-depth interviews were conducted with asymptomatic clients, Twelve
focus group discussions were completed with ART providers {n=31), HIV counselors {n=19), and
community-based suppart staff (n=29).

Results: One hundred and fifty-three clients tested HIV+ and of those 22% (n=33) were asympiomatic,
Ninety-one percent of clients identified as asymptomatic completed in-depth interviews (n=30]. The
maost commaon barriers to ART uptake identified by clients were fear of disclosure [63%, n=19), fear of
experiencing side effects while healthy (57%, n=17), work schedules or other commitments that conflict
with clinic hours (33%, n=10), and needing time to accept their diagnosis before initiating ART (309,
n=9}, Dominant facilitators to ART initiation included the desire to stay healthy to provide and/or care
for family members [70%, n=21], motivation to prevent unwanted disclosure by becoming sick [23%,
n=7}, the desire to extend ane's life (43%, n=13), and personal knowledge of others who died from AIDS
due to delayed treatment (37%, n=11). Providers identified fear of disclosure, lack of privacy at ART
clinics, and poor knowledge about benefits of early ART as primary barriers to uptake among
asymptomatic clients, Additionally, providers raised concern that asymptomatic men may not engage in
HIV care.

Conclusions; Concern about HIV disclosure, lack of privacy, fear of side effects, and facility hours may
limit ART uptake among asymptomatic clients, Patient- and provider-reported barriers closely align.
Imterventions that improve privacy, support disclosure, increase patient knowledge, and improve access
to ART may facilitate ART uptake among asymptomatic HIV+ individuals under Test and Treat.
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Discordance, Disclosure and Normative gender roles: A triad of barrier
to couples HIV self-testing provided through a community-based

approach in urban Blantyre, Malawi

Background: Maost individuals living in established heterosexual relationships are unaware of their
partner’s HIV status, and most people with an HIV infected partner are unaware of their own status.
Early results from a community-based HIV self-testing study in Malawi demonstrated that not all
individuals living in established sexual relationships who self-tested for HIV tested did so their partner,
despite an option of getting two test-kits. We describe factors that dissuade individuals living in
established heterosexual relationships from self-testing for HIV with a sexual partner.

Method: Data were drawn from a 12-month qualitative longitudinal cohort study exploring the long-
term conseguences of semi-supervised HIY self-testing within couples in Blantyre Malawi, In-depth
interviews were conducted within a month of self-testing with 33 individuals living in established
heterosexual relationships who tested without a sexual partner were analysed.

Results: Both men and women whao tested alone did 5o expressed fear of dealing with HIV discordant
results within a trusting relationship when given a chance to self-test as couples. The failure to self-test
with a partner was gendered with more men overtly declining or unconsciously unable to have joint HIV
self-testing than women. Men feared blame and exposure of previous or current infidelity. Men were
also often not available at home for economic or wiork reasons and were usually missed by the HIVST
community-based approach,

Conclusions; The socio-structural landscape prohibited men differently fram having a joint HIVST when
compared to women owing to the normative notions of gender. To contribute towards achieving the
UNAIDS 90:30:90 goals, it is important to overcome the structural barriers to couples testing that
constrain the realisation of HIVST full potential in couples.
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Impact of Theater for Development and interactive Drama in

community awareness and community mobilization of VMMC services
Story Workshop Education Trust [SWET) conducted a baseline study in order to design Social Behavior
Change Communication programs on HIV prevention. This was followed by Theater for development
{TFD] wsing Interactive drama. The aim of the study was to assess the knowledge levels on Sexual
Repraductive Health and Rights among the youth aged between 15 to 24 years, The study was carried
out in Balaka district in Traditional Authority Chanthunya and Amidu, The baseline was canried out
through inter personal interview questions. This was followed by TFD sessions and data collection using
activity performance forms. The baseline interviewed 52 youth from the two traditional authorities.
This revealed that 24% of the youth are knowledgeable about Sexual Reproductive Health and Rights
{SRHR), 42% of which were females. Their main sources of information are their peers, making up to
40%. The percentage of yvouth engaged In sexual activities was found to be 57%. The percentage of
yvouth knowledgeable on Voluntary Medical Male Circumcision [WVMMCE) was found to be 92%. Males
made up 42% of the percentage on VMMC, The percentage of circumcised males was found to be 23%.
SWET facilitated Social and Behaviour Change Communication interventions through Theater for
Development and interactive drama sessions. A total of 40 Theater for Development and interactive
drama sessions were conducted in the area. This resulted into 84,741 vouth reached using interpersonal
forum discussions on SRHR. The Theater for Development sessions resulted to 1,143 youth demanding
VMMC services, TFD and drama communicates Information that is not discussed in most community
gatherings. Its use should be explored in order to invobve different age groups and trigger community
discussions on sensitive subjects like HIV and AIDS.
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Abstract
BACKGROUND:
The epidemiclogical and programmatic implications of inclusivity of HIV-positive males in voluntary
medical male circumcision [VMMC) programs are uncertain, We modeled these implications wsing
Zambia as an illustrative example.
METHODS AMD FINDINGS:
We used the Age-Structured Mathematical (ASM] model to evaluate, over an intermediate horizon
[2010-2025), the effectiveness (number of VMMCs needed to avert one HIV infection) of VMMC scale-
up scenarios with vanving proportions of HIV-positive males. The model was calibrated by fitting to HIV
prevalence time trend data from 1990 to 2014. We assumed that inclusivity of HIV positive males may
benefit VMMC programs by increasing VMMC uptake among higher risk males, or by circumcision
reducing HIV male-to-female transmission risk. All analyses were generated assuming no further
antiretroviral therapy (ART) scale-up. The number of VMMOIs needed to avert one HIV infection was
projected to increase from 12.2 VMMCs per HIV infection averted, in a program that circumcises only
HIV-negative males, to 14.0, in a program that includes HIV-positive males, The propaortion of HIV-
positive males was based on their representation in the population {e.g. 12.6% of those circumcised in
2010 would be HIV-positive based on HIV prevalence among males of 12.6% in 2010). However, if a
program that only reaches out to HIV-negative males is associated with 20% lower uptake among
higher-risk males, the effectiveness would be 13.2 VMMCs per infection averted. If improved inclusivity
of HiV-positive males is associated with 20% higher uptake among higher-risk males, the effectiveness
would be 12,4, As the assumed VMMC efficacy against male-to-fernale HIV transmission was increased
from 0% to 20% and 46%, the effectiveness of circumcising regardless of HIV status improved from 14.0




to 11.5 and 9.1, respectively, The reduction in the HIV incidence rate amaong females increased
actordingly, from 24.7% to 34.8% and 50.4%, respectively.

COMCLUSION:

Improving inclusivity of males in VMMC programs regardless of HIV status increases WVMME
effectiveness, if there is moderate increase in VMMC uptake among higher-risk males and/for if there is
moderate efficacy for VMM against male-to-female transmission, In these circumstances, VMMC
programs can reduce the HIV incidence rate in males by nearly as much as expected by some ART
programs, and additionally, females can benefit from the intervention nearly as much as males.
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Challenges in data quality: the influence of data quality assessments on data availability and
completeness in a voluntary medical male circumcision programme in Zimbabwe,
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Abstract

OBJECTIVES:

To assess availability and completeness of data collected before and after a data quality audit (D{A) in
voluntary medical male circumicision [VMMC) sites in Zimbabwe to determing the effect of this process
on data quality.

SETTING:

4 of 10 VMMC sites in Zimbabwe that received a DOA in February, 2015 selected by convenience
sampling.

PARTICIPANTS:

Retrospective reviews of all client intake forms (CIFs) from November, 2014 and May, 2015. A total of
1400 CiFs were included from those 2 months across four sites,

PRIMARY AND SECONDARY OUTCOMES:

Data availability was measured as the percentage of VMMC clients whose CIF was on file at each site, A
data evaluation tool measured the completeness of 34 key CIF variables. A comparison of pre-DOA and
past-DOA results was conducted using x° and t-tests.

RESULTS:

& B & &



After the DOA, high record availability of over 98% was maintained by sites 3 and 4. For sites 1 and 2,
recard availability increased by B.0% (p=0.001) and 9.7% (p=0.02), respectively. After the DQA, sites 1, 2
and 3 improved significantly in data completeness across 34 key indicators, increasing by 8.6%
(p=0.001}, 2.7% (p=0.003) and 3.8% (p<0.001), respectively. For site 4, CIF data completeness decreased
by 1.7% (p<0.01) after the DOA.

COMCLUSIONS:

Our findings suggest that CIF data availability and completeness generally improved after the DOA.
However, gaps in documentation of vital signs and adverse events signal areas for improvement,
Additional emphasis on data completeness would help support high-quality programme implementation
and availability of reliable data for decision-making.

Published by the BMJ Publishing Group Limited. For permission to use (where not already granted under
a licence] please go to http://www.bmj.com/company/products-services//rights-and-licensing/.
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Obtaining a male circumcision prevalence rate of 80% among adults in a short time: An observational
prospective intervention study in the Orange Farm township of South Africa.
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Abstract



Woarld Health Organization recommends a target for the male circumcision prevalence rate of 80%. This
rate will have a substantial impact on the human immunodeficiency virus-acquired immunodeficiency
syndrome epidemic in Eastern and Southern Africa. The objective of the study was to assess whether an
innovative intervention can lead to an increased voluntary male medical circumcision [VMMC) uptake
among adults in a short time. This prospective observational study of a demand generation intervention
was conducted in the township of Orange Farm (Sowth Africa) in August to November 2015. In this
community male circumcision prevalence rate among adults was stable between 2010 and 2015 at 55%
and 57%, despite regular VMMO campaigns at community level and the presence of a VMM clinic that
offered free VMMC. The intervention took place in a random sample of 931 households where 522 men
aged 18 to 49 years accepted to participate in the study. Among the 226 uncircumcised men, 212
accepted to be enrolled in the intervention study, & personal male circumcision adviser trained in
interpersonal communication skills was assigned to each uncircumcised participant, The male
circumcision advisers were trained to explain the risks and benefits of VMMC, and to discuss 24 possible
reasons given by men for not being circumcised. Participants were then followed for 9 weeks. Each
participant had a maximum of 3 motivational interviews at home. Participants who decided to be
circumcised received financial compensation for their time equivalent to 2.5 days of work at the
minimum South African salary rate, Among the 212 uncircumcised men enrolled in the intervention,
69.8% (148/212; 95% confidence interval [CI]; 63.4%-75.7%) agreed to be circumcised, which defines the
uptake of the intervention. The male circumcision prevalence rate of the sample increased from 56.7%
(296/522) 1o B1.4% (425/522; 77.9%-84.6%), P=0.001, corresponding to a relative increase of 43.6%
{95% CI: 35.4%-53.7%). The reported reasons for accepting circumcision were motivational interviews
with the male circumcision adviser (83.1%), and time compensation (39.4%).Increased uptake of VMMC
uptake can be obtained in a short time among adult males but requires an intense intervention centered
on uncircumcised men at an individual level and time compensation,
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Could Circumcision of HIV-Positive Males Benefit Voluntary Medical Male Circumcision Programs in
Africa? Mathematical Modeling Analysis.
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Abstract

BACKGROUMND:

The epidemiclogical and programmatic implications of inclusivity of HIV-positive males in voluntary
medical male circumcision (WMMC) programs are uncertain. We modeled these implications using
Zambia as an illustrative example.

METHODS AND FINDINGS:

We used the Age-Structured Mathematical [ASM) model to evaluate, over an intermediate horizon
{2010-2025), the effectiveness (number of VMMCs needed to avert one HIV infection) of VMMC scale-
up scenarios with vanving proportions of HIV-positive males. The model was calibrated by fitting to HIV
prevalence time trend data from 1990 to 2014, We assumed that inclusivity of HIV positive males may
benefit WMMC programs by increasing VMMC uptake among higher risk males, or by circumcision
reducing HIV male-to-female transmission risk. All analyses were generated assuming no further
antiretroviral therapy (ART) scale-up. The number of VMMCs needed to avert one HIV infection was
projected to increase from 12.2 VMMCs per HIV infection averted, in a program that circumcises only
HIV-negative males, to 14.0, in a program that includes HIV-positive males, The proportion of HIV-
positive males was based on their representation in the population {e.g. 12.6% of those circumcised in
2010 would be HIV-positive based on HIV prevalence among males of 12.6% in 2010). However, if a
program that only reaches out to HIV-negative males is associated with 20% lower uptake among
higher-risk males, the effectiveness would be 13.2 WVMMCs per infection averted. IF improved inclusivity
of HIV-positive males is associated with 20% higher uptake among higher-risk males, the effectiveness
would be 12.4. As the assumed VIMMC efficacy against male-to-fermnale HIV transmission was increased
from 0% to 20% and 46%, the effectiveness of circumcising regardless of HIV status improved from 14.0
to 11,5 and 9.1, respectively, The reduction in the HIV incidence rate among females increased
accordingly, from 24.7% to 34.8% and 50.4%, respectively.

COMNCLUSION:

Improwing inclusivity of males in VMMC programs regardless of HIV status increases WMMC
effectiveness, if there is moderate increase in VMMC uptake among higher-risk males and/for if there is
moderate efficacy for VMM against male-to-female transmission, In these circumstances, YMME
programs can reduce the HIV incidence rate in males by nearly as much as expected by some ART
programs, and additionally, females can benefit from the intervention nearly as much as males,

PMID: 28118387
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A national evaluation using standardised patient actors to assess 5TI services in public sector clinical
sentinel surveillance facilities in South Africa.
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Abstract
OBJECTIVES:
Cuality concerns in 5T1 service delivery and missed opportunities for integration with HIV testing and
prevention services in South Africa have been well documented. This national evaluation aimed to
evaluate current utilisation and adherence to national 5T1 guidelines, including partner notification and
integration with HIV services, for diagnosis and management of 5Tls.
METHODS:
Facility surveys assessed infrastructure and resource availability, and standardised patient (SP)
assessments evaluated quality of 5TI care in 50 public clinics in nine provinces in South Africa. The
primary outcome was the proportion of 5Ps receiving essential 5T care, defined as: offered an HIV test,
condoms, partner notification counselling and correct syndromic treatment. Weighted proportions were

generated, and 5P findings were compared by gender using x° tests with Rao-Scott correction,
RESULTS:

hMore than B0% of facilities reported medications in stock, with the exceptions of oral cefixime (48.3%),
oral erythromycin (75.1%) and paediatric syrups. Among 195 5P encounters, 18.7% [(95% C1 10.7% to
30.5%) received all hypothesised essential 5T1 services: offered HIV test (67.1%), offered condoms
{31.4%), partner notification counselling [70.2%) and recommended syndromic treatment [80.7%}. Men
were more likely than women to be offered all services (25.1% vs 12.3%, p=0.023), recommended
treatment [70.7% vs 50,9%, p=0.013) and partner notification counselling (79.9% vs 60.6%, p=0.020}.
Only 6.3% of providers discussed male circumcision with male $Ps, and 26.3% discussed family planning
with female 5Ps.

COMNCLUSIONS:

This evaluation of 5T services across South Africa found gaps in the availability of medications,
adherence to 5Tl guidelines, condom provision and prevention messaging. Limited integration with HIWV
services for this high-risk population was a missed opportunity, Quality of 571 care should continue to be
manitared, and interventions to improve quality should be prioritised as part of national strategic HIV
and primary healthcare agendas,
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The use of multi-criteria decision making models in evaluating anesthesia method options in
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Abstract
BACKGROUND:
Determining the most suitable anesthesia method for circumcision surgery plays a fundamental role in
pediatric surgery. This study is aimed to present pediatric surgeons’ perspective on the relative
importance of the criteria for selecting anesthesia method for circumcision surgery by utilizing the multi-
criteria decision making methods,
METHODS:
Fuzzy set theory offers a useful tool for transforming linguistic terms into numerical assessments, Since
the evaluation of anesthesia methods requires linguistic terms, we utilize the fuzzy Analytic Hierarchy
Process (AHP) and fuzzy Technique for Order Preference by Similarity to Ideal Solution (TOPSIS), Both
mathematical decision-making methods are originated from individual judgements for qualitative
factors utilizing the pair-wise comparison matrix. Qur model uses four main criteria, eight sub-criteria as
well as three alternatives. To assess the relative priorities, an online questionnaire was completed by
three experts, pediatric surgeons, who had experience with circumcision surgery.
RESULTS:
Discussion of the results with the experts indicates that time-related factors are the most important
criteria, followed by psychology, convenience and duration. Moreowver, general anesthesia with penile
block for circumcision surgery is the preferred choice of anesthesia compared to general anesthesia
without penile block, which has a greater priority compared to local anesthesia under the discussed
main-criteria and sub-criteria,
COMNCLUSIONS:
The results presented in this study highlight the need to integrate surgeons’ criteria into the decision
making process for selecting anesthesia methods. This is the first study in which multi-criteria decision




making tools, specifically fuzzy AHP and fuzzy TOPSIS, are used to evaluate anesthesia methods for a
pediatric surgical procedure.
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Abstract
OBJECTIVES:
To assess availability and completeness of data collected before and after a data quality audit (DQA) in
voluntary medical male circumcision [VMMC) sites in Zimbabwe to determine the effect of this process
on data quality.
SETTING:
4 of 10 VMMC sites in Zimbabwe that received a DOA in February, 2015 selected by convenience
sampling,
PARTICIPANTS:
Retrospective reviews of all client intake forms (CIFs) from November, 2014 and May, 2015. A total of
1400 CIFs were included from those 2 months across four sites,
PRIMARY AND SECONDARY OUTCOMES:
Data availability was measured as the percentage of VMMC clients whose CIF was on file at each site, &
data evaluation tool measured the completeness of 34 key CIF variables. A comparison of pre-DOA and

post-DOA results was conducted using x° and t-tests.

RESULTS:

After the DOA, high record availability of over 98% was maintained by sites 3 and 4. For sites 1 and 2,
record availability increased by 8.0% [p=0.001} and 9.7% (p=0.02], respectively. After the DOA, sites 1, 2
and 3 improved significantly in data completeness across 34 key indicators, increasing by 8.6%
(p<0.001}), 2.7% (p=0.003) and 3.8% (p<0.001), respectively. For site 4, CIF data completeness decreased
by 1.7% (p<0.01) after the DQA.




COMNCLUSIONS:

Our findings suggest that CIF data availability and completeness generally improved after the DOA.
Howewver, gaps in documentation of vital signs and adverse events signal areas for improvement,
Additional emphasis on data completeness would help support high-quality programme implementation
and availability of reliable data for decision-making.
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Primary penile cancer organ sparing treatment.
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Abstract
INTRODUCTION:
Surgical treatment of penile cancer is wsually associated with mutilation; alterations in self-esteem and
body image; affecting sexual and urinary functions; and declined health-related quality of life. Recently,
organ sparing treatment has appeared and led to limiting these complications.
MATERIAL AND METHODS:
An extensive review of the literature concerning penile-preserving strategies was conducted. The focus
wias put on indications, general principles of management, surgical options and reconstructive
techniques, the most common complications, as well as functional and oncological outcomes.
RESLILTS:



Analyzed methods, .g.; topical chemotherapy, laser ablation therapy, radiotherapy, Moh's microscopic
surgery, circumcision, wide local excision, glans resurfacing and glansectomy are indicated in low-stage
tumaors (Tis, Ta-T2). After glansectomy, reconstruction is also possible,

COMCLUSIONS:

Organ sparing techniques may achieve good anatomical, functional, and psychological outcomes
without compromising local cancer control, which depends on early diagnosis and treatment. Penile
sparing strategies are acceptable treatment approaches in selected patients with low-stage penile
cancer after establishing disease-risk and should be considered in this population,
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Background

Zimbabwe has reached sheus-gpprosimately 50% of i#sthe national 1.3 million voluntary medical
male circumcision (VMMO) trgpet for 2018 [1] wiih a nationsl VMMC program adverse event
(AE) rte of 0.35% |2]. Man-surgical mabe ciscumeision (MC) devices, such as Pre | ex, have the
podinitial 1o accelerate ndull VMMO programme scale up, Inplot studses and comralled imals in
sub-Saharan Africa. moderate and severe AE rates from device-bhased MC range from 0-5.9% [3-
9] with Few scvere AEs resulting n permanent ingpaitmaend.

Pre. ex may-behis been shown 1o be faster, simplenmon: simple 10 implement. and more cost
El'l'vrﬂll.'u' s “_hme.l:ml ti surgical vereumotsion- 30 [10=12] and may be safely applied by

pdres of nurses and clinkcians [7, 13, 4] o some contests, Bdevices,
such ns PrePox, alss appear more acceptable than surgical MO as they do not cause profonged pain
[6] mor imterrupt sctivities of daily living for meost clients [5]. Pre  ex has abso proven safe and
effective [3=5], For these reasans, PrePex ofTers an important tool o accelerate WWMC programs
i Mt Eargets especially in men over age 13 vears, Zimbabwe piloted the Pre: ex device in a
series of clinical tials from October 2001 to establish its safety and efficacy for VMMC among
HIV-negative adults [15] and sdobescents [16]. To date, WHO pre-gualification supports PrePex
for circumnscision of HIV negative adult men [17)

Stigma sssociated with identification as HIV-positive is a major barmier to the scale up of
VMO -t tinbabowe, including the use of Prefrex. While HIV wsnting ds psually noa
precondition to being circumcised in nutions] YMMC policies, in practive virually all men are
HEY 15t prioe 16 clipcumsison, and some men reporimssy svoiding ¥YMMO beemise they do nol
wand fn b HIV testoibid-she-spsme-siigpesisn-sopeegapiiom shad- H esiing-as-paraad b
corinselaa-bo-hoth-MEC pheiis-and-prosidess [ T8, 19], IF Prefex is shown 1o be safe among Hiv-
pwﬂwcmwmdmmﬂ[ imitaates] HIY testing would continue, but messaging ahoui
the perceived mandate for HIV testing before the procedune would be adapted, and the
umpartance of ihis practice would diminish. Moreover, as VMM scales up, excluding HIY-
posstive men in YMMC programs coubld increase stigmatizanion. Toe svoid ndisect wdentification,
HIV-positive men might seck MC surgery from potentially unsafe sources o mask their sero-
sl Seeibe v o E Y e bt aemeir sl e dhnse ClEca R S e s e e
son=Therefore, establishment of the safety of use of PrePex for VMMC of HIV-positive men

would by advantageous--£ sl b the régton

There 15 some evidene: bo suppoart il safety of surgical YMMO 16 healihy, HIV -pasitive men [20-
22]. but M= research on the safety of MO among HIV-positive adulis is limited, especially in the
comext of MO devices. This lack of evidence 18 most acube @ coundrses in the Afncan region
where mpid expansion of make circumcision programmes is most urgent, Therefore, we conducied
a ome-arm, open-label, prospective, cohort Geld smidy bo assess the safery, scoeplabibiny and
feasibility of the PrePex device nmong HIV-positive adult men. The pamary chjective was io
assess the safety of the Prefex device as measured through moderabe o severe AEs among HIV-
pmﬁn'-.- men_in orler o Fhe-resaliswill inform policy and clinical praciice permining g0 HIV

Besling among men secking circumeision.
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HIV = STUDY ADVERSE EVENTS

Panbcipant §: Seli-remaoval

T panicipant was an informal vendor, 33 years of age and was of WHO clinical siage 1. His
CIH coumt on day of device placement was 497c/ pl and was referred 1o the 0 clinie since he
was not on ART. The participant haed a size E device applicd on him on 26 October 20105 afier all
the stucly processes and procedures were met, On day 7 afier device placement (2 Movember
2013, the pamicipant did mot e wp for e schedubed visit and 50 was followed up. I was
discovered that the participant was in Mecambagque and had removed ibe device on day 3 after
device phcement. On 3 Movember 2015, the chient came at the she. On examination, swelling
and necratic of distal foreskin was noted, Debndensent amd secondary suturing was done. He was
encouraged o come for daily G&l deessing. He was given Cloxacillin and ibuprofen for pain,
Cin the second day afier suturing. the participant did nol tum up for bandage removal, He was
picked uwp from homs and was seen by a doctor who ondered dressing wath Betadine aml was
given Ciprofloxacin, Afler two days he came and banidsge was removed and wound cleaned with
Beladine solution. Client was instructed 1o do saling baihs and o abstain from sexual intercourse,
Complete wound healing wis noted on day 37 after device placement. This event was reporied to
MRCE.

Participant 2; Device Displacemend

The participant, an unmarmied man Y years of oge, had device size A applied on 2 Movember
200 5. Al the vinal signs wepe fine on day of sereening. He was of WHO clinscal stage 2 and had
o U count of 172 /pl. He was on first line of ARVs and was taking Tenolam E and
Catrimoxarale. He bad been on ART for one vear eleven moaths, Befare device placement, he
underacent a pychosocial mterview and portmyved some good understanding of the procedure,
The pamicipant did mat ture up for device removal on the schedulad day, On day 8, the
participant was visided at home but be was not there, A message was k20 for him oo visit the
clinic, The pamicipant was picked up from home on day 9 posi placement. He said tbe device had
been completely dasplaced on day | b had only noticed it the fnl]uwhg miornang, {in
exambnation the deviee displacement resubled in partial secrosis off the foreskin with gioss
oedema, There was no ulceration or evilence of sepsis neded. Dorsal <11 carcumcision was done
and ¢losed with 30 vieryl om a culting, dressed with paraffin ganee. Panscipant cans for weekly
review visits nmd seen o be completely healed on day 28, This event was reporied 1o MRCE,

Panticipant 3: Device Dhisplacemen

All vital signs were normal cn day of placement. He was on clinigal stnge 2 and bnd a CT34 cound
aff Dok efpl. He was on Grst lne of ARVs and was taking Tenolam E. He had been on ART sinee
9 MNovember 2000, The participant had size C device placed on 18 March 2006, The adverse
evenl occurmod while be was & home with the deviee on. The device had displaced on (ilth day




afler placement. Pariscipam sabd the devies moved while seratching the penis which was irchy
post placement. On exnmination of the site, foreskin was in full retraction and swollen distal to
the devioe. Swelling of shaft amd glnds could be seen. Mo septic sores were moted. Surghcal
circumcision using the sleeve meethaod was dong. Swiared with 20 Vieryl and dressed with
paraifin gawee. On day 7, the panicipam came for review. Sutureline was sepisc and graving in
the frenular aren. Swelling suhsided, discoloaring of the skin L 0C5cm between the ring line and
swillen e (Black band) was soded. Participant was advised on cleaning the wound wath saliy
water, On day 42, <lient was completely healed, This event was reponied o MRCE.

Pamicipant 4 Device Chisplacement

The pamicipant was @ 32 year old marricd man who bad size C deviee placed on 24 March 2016,
O oy of device placemsent, the panbcipant had a CDd count af 283 ¢/ul, was of WHO clinical
stage | ond was taking first line ARVs, Tenolam E and Cotrinsoxcazole. He had been initiated on
ART om 20 March 2016, The adverse event occurmed while the pasticipant was a1 homee with ihe
device on. The participant came on the 28 of March reporting that the device came off an thind
day after placement while taking a shower. On examination of the ste, foreskin was in fiall
refraction. Gross swelling of the penile shaft was noted bat was not sepdic. Dorsal slit was done
ungler local anacsthetic Lignocaine 2% aml Bupivacame (5%, Haemosthasis was achieved and
swtering with 3.0 Vieryl dene. Dressing of the wound was done and participant instructed 1o
redurmn an day 2 post operatively. Participant was given some Ciproflaxacin and Boufen. On day 9
post device placement, participant canse for review aed bandage was removed asd participant
was encouraged b skarl sall baths, 3utures swere miact. On day 12 post device placement, the
wininl anea hed mo sutures amd was septic. The doctor ordered daily G&1 dressings amd was
given Cloxascillin 500my. Participani was completely healed on day 52 post device placement.
This event was reported to MRCZE

Adverse B lated 1o the devi

Panbcipant 5:

The pambcipant o married 45 years of age man was of WHO climacal stage 2 and on first lne of
ARVs aking Tenolam E. He had been initiated on ART on M October 2012, His I3 conant on
day of devier placement was 361 ¢/l The participant had size C device applied on | Febraary
20el 6, The device was sueccessfully remwved on day 7 post placement and experienced pain level
VAS I when the device was being removed. The participant came for all schedubod visas and dsd
i report :|.|1]."|'x,tir|. O day 37 post device placement, the participant came for a review visit but
complained of difficulry in passimg urine and was referred o the doctor. Upon flanber
im'-n!.'ligulinru. ke pmhlﬂrl haedd staried i 34.11-|:ﬂ'nh!|' 2015 before he came for circumcision. He
hiad complete obstruction about 28 days post device placementl Lpon mealizing his problem, he
had gone to Kamnda Misston Hospital where eotherisation was unsuceessful ot unne stanied
coming ol He was experiencing pain tawards the incatsl opening when pasaing wrine. Om
examination the bladder was nod foll but bad some supmpubic fendemess, LSS done at a private
hioapital showed significant urine relenbion of about 39%. There wene mo slones seen, The
dlizgresis was urethml sinicture with unknown immediate couse, An ultrasound was done and
participant was refesred 1o Parrenvatwn OPD urobogy. Participant was completely lsealed on day
4% post device plecement, This event was reparted to MRCZ,




Panicipan &:

The participant was a 23 year old man whoe had o siee C device applied on 4 Apnl 206 after
all the study processes and procedures were met. On day of device placement, the participani
b 5 CTM count of 256 o/pl, was of WHO clinical stage | and was taking first line ARVs,
Tenolam E. He had been on ART for about Goar and a kalf years. Fantbcipant bealed on % May
216, 25 dovs after device placement. The adverse event ovcurred while participant was killed in
a road trailic accident st home on the 5% of June 2006, nearly &0 days afler circumcision. The
study team only got to know about it en the 4 of July after trying to contact the participant fo
rerminl him of the last review vianl which bad been schedluled for that day. This event was
reporied o MROL



From: man:, Peter (NIH/FIC) [E] </O=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFEISADLTCH=RECIPIENTSM N =1L MARN i 04 =

To: Heman-Roloff, Amy (COCAOGH/DGHT) <biyd@cdo gove;
Caryl Feldacker <cleld @UW.EDU-

Subject: RE: BLT 2016/ 184218 Acknowiedgment of Manuscript
Date: 2017401719 17:21:00

Priority: Mommal
Type: Hote

Thanks Ay,
Caryl - I'm naw back in the koop on this.

Cheers,
PE

uum I«'h]m-rn-r

Fram: Herman-Roloff, Ary (CDCCGHDGHT) [mailbacbiy2 Sode, gov]
Sent: Thursday, January 19, 2017 8:33 AM

Ty Kilmars, Peter {HIH/FIC) [E] < peter. kilmaroinih.gow

Subject: PW: BLT/A016/184218 Acknoradedgrnent of Manuscript

—--Onginal Message--—-

Frowm: bulkstin, submit.askSwha.int [malo: bulletin, submil. sk fwhoint ]

Sent: Monday, August 19, 2006 12:22 PM

To Caryl Feldacier <ofeld@uew. edu

Ce: Batsirai Makuwnike <bmakurike@itech-rimbabve.ong>; Mamianng Holed B e _edu > Aaron Bochner

= HT ) <bjyd@ode govs=; Taurayl
s Wuyelwa Chitimbire <chitimbire@zach.ong.ow>;

Bambart <shht@ursadu>
Subject: BLT 20046/ 184218 Acknowledgment of Manuscript
Dear Dr. Feldacker

IS IDe: BLT/2006/1842 18
15 TITLE: Emplementing voduntary medical male cinoumcision using an integrated, health systems approach: Experience from 21
districts in Zimbatwes

Thank you for the manuscript you hawve submitted to the Bulletin of the World Health Organization,

Thiss ranuscripl is being considersd. To follow the progress of your paper plaace go
to; hitpel fsubmit, bwhouorg and log in (o your Author Area.

1f wou hawe nob registened with the system please click on 'Creabe & rew socount’.
1f wou requing any assistance with the regstration process, please contact the editoriald office at bulletin, submit, ask @whao.int.

‘W thank you for your interest in the Workd Health Organization and the Bulletin,

Yours sincerely
Bulietin of the Workd Health Organization

Sand Kilrnarx, Peter (MIH/FIC) [E] </ 0=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP
 (FYDIBOHFIISPDLTCN = RECIPIENTS N = KILMARK FHARA >

Herman-Roloff, Ay (C0C/OGHDGHT) <bjy2@odo.gov:;
Reciplent: .| poiacker <clekd @LAW,EDU>

Sent Date: 201701119 17:21:46
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F . Kimars, Peter (NIH/FIC) [E] =/0=NIH/M=EXCHANGE ADMINISTRATIVE GROUP
" (FYDIBOHFEISPDLT)/ CN=RECIPIENTS A\ =KILMARXPHABA -

To: Herman-Roloff, Ay (CDCACOGH DGHT) W0 NIHAOU = NIHEXCHAMNGE o = Redments/cn=bjyl
' by Sodc.gove

Subject; RE; PLOS ONE: Notification of co-authorship on manuscript - [EMID:bch3eSdd9bS9e1a9]
Data: 2017/01117 17:35:00

Priority: Mommal
Type: Kot

Hi Ay,
Greetings from Bethesdal

I"'m updating my papers-in-progress list.
Do you know what happened to this one - Feldacker?

I've asked others about them, but would alse be interested if you have any news about TASP or
ZIMPHIA - the world AIDS day results were exciting, but interested in status of manuscripts {and
authorship).

| hope all is well with you guys.
PK

From: PLOS ONE <em@editodalmanager, com>

Sent: Tuesday, October 6, 2015 12:25 PM

To: Peter Kilmarx

Reply To: PLOS ONE

Subject: PLOS ONE: Notification of co-authorship on manuscript - [EMID:bch3eSdd9b59e1a9]

PONE-D-15-43969

Implementing voluntary medical male circumcision using an integrated, health systems
approach: Experience from 21 disiricts in Zimbabwe

Dr. Caryl Feldacker

Dear Peter Kilmarx,

You are receiving this email because you have been listed as an author on a manuscript recently
submitied to PLOS ONE and entitled "Implementing voluniary medical male circumeision using
an integrated, health systems approach: Experience from 21 districts in Zimbabwe™,

The corresponding author for the submission process is: Dr. Caryl Feldacker

The full author list for the submission is: Caryl Feldacker, PhD; Batsirai Makunike: Mamianne



Holec; Aaron Bochner; Abby Stepaniak; Robent Nyanga; Sinokuthemba Xaba; Peter Kilmarx;
Amy Herman-Roloff: Taurayi Tafuma; Mufuta Tshimanga: Vuyelwa Chitimbire; Scott Barnhart

If you are not aware of this submission, or if you should not be listed as a co-author, then please
contact the journal office at plosoneii plos,org.

Kind regards,
PLOS ONE
hitp://pone.edmgr.com/’

Cander: mant, Peter (NIM/FIC) [E] </0=NIH/OU=ECHANGE ADMINISTRATIVE GROUP
* [FYDMBOHFI3ISPOLT)/CN=RECIPIENTSACN = KL MARXPHARA >

Recipient: Hesrran-Roloff, Amry (CDCOGH/DGHT) /0= NIHA0U=HNIHEXCHAMNGE on = Redpients/cn=hijy2
<bjy2Bcdc.gov>

Sent Dabe: 201701717 17:35:53
Delivered Date: 201701017 17:36:00



F . Kimars, Peter (MIH/FIC) [E] =</0=NIH/MU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFEISPOLT) CH=RECIPIENTSA M =KL MARK PRABL >

To: Katz, Fiora (NIH/FIC) [E] A0 NIHADU=NIHEXCHANGE i =FIC/ cn=latel <katzf@mail.nih.gov>
Subject: FW: FIW: New projects in Kenya, Tanzania, and moe from intrahealth, ong
Dabe: 2016710731 15:48:00
Prigrity: Mormal
Type: Note

Ffl — attachment,

From: Ariel Pablos-Mendez [mailto:apablos@usaid.gov]

Sent: Monday, October 31, 2016 11:14 AM

To: Glass, Roger (NIH/FIC) [E] <glassr@mail.nih.gov>

Ce: Kilmarx, Peter (NIH/FIC) [E] <peter kilmars@nih.gov>; Frymus, Diana (GH/OHASSPER)
cdfrymusi@usaid.gove

Subject: Re: FW: New projects in Kenya, Tanzania, and more from intrahealth.org

Dhear Roger,

Ouir USALD Kenya Mission has had extensive investneents in HRH. The new award builds on previous ones and other
ongoing awards. Inirahealih has been a key panner in Kenva. More information on the work supported in HRIS, Human
Resource Management including an erergency hiring plan for health workers, Pre-Service Education can be found here.
Alse atizching a briefer with more information.

HIV funding is & major component of our HRH programs, Unfortunately, there hasn't been NIH participation on the
PEPFAR HREH TW for over a year which has hmited our engagement, Thene are many ongoang discussaons with DGAC
regarding funding approvals for all agency HEH HOP activities and ensunng coondination and preventing duplecation, |
am loopang in Diane Frymus, our POC in this arca and quite involved with global HEH sravegy as well. Our missions
would appreciale more engagement wilh MEPL

Cheers..

Ariel

Ariel Pablos-Méndez, MD, MPH

Assistant Administrator for Global Health
Child and Maternal Survival Coordinator
LIS, Agency for Intermational Development
Washmgton, [0,

Tel: +1 (£71) 551- 7060

Email: gpablos@usaid gov

On Sun, Oct 30, 2016 at 2:22 AM, Glass, Roger (NIH/FIC) [E] <glassri@mail.nih.gov=wrote:
Hedlo Ariel,




We just learned around this amazing imvestrment by USAID in Kenva and Tanzania. Could you tell us more
and see how this interacts or might interact with our MEPT activities in these countries. One big difference
is that the MEPI grants went directly to the schools in Africa which has really empowered their leadership
to do amazing things together. 1 wonder if there might be some real scope or though to link these
activities in the field. towards a common vision.

Best,
Roger

From: Kilmars, Peter (MIH/FIC) [E]
Sent: Friday, October 28, 2016 11:38 AM
To: McDermott, Jeanne (NIH/FIC) [E]; Katz, Flora (NIH/FIC) [E]

Ce: Glass, Roger (NIH/FIC) [E]; Wallick, Stacy (NIH/FIC) [E]
Subject: RE: Mew projects in Kenya, Tanzania, and more from jntrahealth,org

Thanks Jeanne, That's a significant investment by LISAID,

Through a new fve-year, $37.8 million award from the S Agency lor Intemational Devedopmant, [niraHealih
Intornational and s partears will strengthen health professional training programes and healh workforos
managemeni systems theowghout Kenya lo hedp the country improve the heatth of ils citizens

PH

From: McDermott, Jeanne (NIH/FIC) [E]

Sent: Friday, October 28, 2016 11:11 AM

To: Katz, Flora (NIH/FIC) [E] <katzf@mail.nih.gov>; Kilmarx, Peter (NIH/FIC) [E] <peter.kilmarx@nih.gov>
Subject: FW: New projects in Kenya, Tanzania, and miore from intrahealth.org

See new award to INTRAH for Kenya to *...work with our local partners fo increase the number of students
graduating from Kenya's haallh training insiutions and improve the guality and applicability of thair training 1o the
countny's distase bunden, Wi will also work with national and county-bmial leaders 1o improve health workforce
rmanagement and leadership and 1o sirengihan the abilily of health sector leaders o access and use health workfores
and apldameodogecal data 1o make informed and effactive decisions.

More details at https:/fwww intrahealth.org/page/new-project-in-kenya-will-bring-health-care-to-the-
Countrys- Inerable-

Jeanne McDermatt MPH PhiD

Program Officer, Div of Training and Research
Fegarty International Cenfer, NIH

Bldg 31 Rm B2 €39 , 31 Center Dr. MSC 2220
Bethesda MD 20B92-2220 USA

301 496-1492 301 402-0779 (FAX)

ieanne medermott&nih.gov

I telework an Fridays and can be reached wia emall




From: IntraHealth International [mailto:intrahealth=sintrahealth.org@maild 3. suw17.mesv.net] On Behalf

Of IntraHealth International

Sent: Friday, October 28, 2016 10:16 AM

To: McDermott, Jeanne [MIH/FIC) [E] <mcdermoj@mail.nih.gove
Subject: Mew projects in Kenya, Tanzania, and more from intrahealth.org




IntraHealth Awarded $123 Million to Improve

H

New Project in Kenya Will
Bring Health Care to the
Country's Most Vulnerable

With a new five-year, 5378 million
award fram USAID, IntraHaallh will

help counties build the health

o n ¥oan I

i nel m i

need,

Tohara Plus to Provide HIV-

Prevention Services to
More than 412.000
Tanzanians

Through a new five-year award from
the US Centers for Diseasa Control

and Prevention, IntraHaallh will

strengthen and scale up a
hensi f high-
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Interested in what you've read and want to help us do more?
Investing in health workers, especially those on the front lines of

carae_is one of the most cost-affective and sustainable ways to

improve health and save lives. Consider making a8 donation

today.
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The Government of Kenya has set ambitious targets for providing
essential health services to all its citizens. It has a plan to slash the

country’s persistently high maternal, child, and newborn mortality rates : :
by 2030, combat infectious and noncommunicable diseases as well as
expand the use of reproductive health and family planning services, Kenya

is also committed to accelerating its progress combatting HIV and AIDS.
47 counties are strengthening

To meet these goals, Kenya must ramp up and improve access 1o and human resources for health
quality of health care throughout the country. Kenya needs to produce policies, guidelines, and
and retain more health workers; update the skills and support the managemaent systems.

performance management system of its existing health workforce; and
build capacity at the county level for planning, deploying, and managing
an effective health workiorce.

IntraHealth International has worked in Kenya for over 30 years
strengthening health workforce systems at the national and county levels
to align Kenya's health workforce with the most pressing health care
needs of its citizens. Qur work has focused on improving the availability
and quality of family planning, HIV/AIDS, and maternal, newborn, and
child health [MMCH) services.

N

8,000+ health workers
received in-service training
on topics such as HIV, MNCH,

FUNZOKenya (2012-2017) A1) Taply planning St sight
Through the USAID-funded FUNZOKenya project, IntraHealth works regional training hubs.
with the Kenyan government 1o strengthen preservice education of
health workers, improve access to and quality of in-service training,
build capacities of training institutions and faculty, and link licensure to
professional development across the health system. For example, we:

» Establish regional training hubs that have updated 8,000+ health
workers in critical areas such as HIV, family planning, and MNCH, 5,000+ students received

* Improve the supply of health workers by forecasting the number of
new health workers required and working with training institutions to
increase their admissions capacities

loans making their
schooling to become
health workers possible.



* Develop scholarship and loan programs to
increase the supply of health workers through
the Afya Elimu Fund. To date, 341 students have
benefited from scholarships and more than 5,000
students have accessed loans.

* Harness technology to support 15 training
institutions to develop and deliver up-to-date
technical content and curricula through new
teaching modalities as well as eLearning and
mlLearning.

* Improve service delivery by strengthening
regulatory agencies’ abilities to identify
performance gaps, review curricula, and reinforce
the link between continuing professional
development and registration/relicensure.

* Develop the iIHRIS Train database, which contains
records for nearly 12,000 health workers, to
provide data for improving efficiencies and filling
training gaps.

Human Resources for Health (HRH) Capacity Bridge
Project (2014-2015)

The USAID-funded project builds on the successes
of the previous Capacity Kenya project by
strengthening HRH systems at the national and
county levels. We partner with county governments,
USAID implementing partners, the public and private
sectors, and faith-based organizations to build an
adequate, skilled, and equitably distributed health
workforce. The project's multilevel interventions
improve health workforce management through
strengthening mational- and county-level HRH
functions and rolling out an HRH information system
based on IntraHealth’s iHRIS software. For example,
we:

« Provide HRH leadership by convening donor and
partner coordination meetings and establishing an
HRH technical working group.

» Provide technical assistance to develop HRH
policies and guidelines at the national and county
levels.

« Establish five functional HRH Inter-Agency
Coordination Committees involving 34 counties.

« Develop interoperability between iHRIS and the
Afyalnfo District Health Information Systems
(DHIS-2) to link facility-level workload indicators
to service delivery statistics.

= Provide iHRIS training to county health personnel

Hal i

to improve human resources data and use of IHRIS
for decision-making.

= Facilitate the transition of 837 health workers
ariginally deployed under Capacity Kenya to 43
county government payrolls.

Impraving Reproductive Health Commodity
Management (2015-2016)

Through an Innowvation Fund grant awarded by the
Reproductive Health Supplies Coalition, IntraHealth
is improving reproductive health commodity
management in the Morth Rift Region. This project
is developing an eLearning course, building the
capacities of supply chain managers through
eTraining and mentoring, and strengthening county
capacity 1o budget for commodities and monitor
supply chain management performance.

Measurement Learning and Evaluation (2013-2015)
IntraHealth partners with the University of North
Carolina at Chapel Hill on this Bill & Melinda Gates
Foundation-funded project to promote evidence-
based decision-making in designing urban family
planning and reproductive health interventions.

CapacityPlus (2009-2015)

Through the USAID-funded, IntraHealth-led
CapacityPlus project, IntraHealth analyzes Kenya's
existing social welfare workforce relative to the needs
of the country's vulnerable children. The analysis
identifies gaps in service delivery and technical skills
and provides a roadmap to inform the government
as it plans, designs, and supports a more robust
social welfare workforce.

Phzer Global Health Fellows Program

Since 2006, IntraHealth has partnered with Pfizer's
international corporate volunteer program,

which places Pfizer employees in short-term
assignments with leading international development
organizations.

F'ast projects and funders
« Capacity Kenya 2009-2014 (USAID)

« Capacity Project 2004-2009 (USAID)

* APHIA I Morth Eastern Province 2007-2012, sub to
Pathfinder International (USAID)

= PRIME [T 1999-2004 (USAID)
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F . Kimars, Peter (NIH/FIC) [E] f0=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP
" (FYDIBOHFRISADLT)CN=RECIFIENTS MM =KILMARKPHABA <peter kimaru@nih.gov=

To: Dominguer, Ken (COCAOIDMCHHSTEY « (s NIHAOLU = MIHHUB /= CDC Proxy
" Listfen=SMTR: dd D GO

Subject; Fvd: Critical Evaluation of Adier?s Challenge to the CDCs Male Circumcision Recommendations
Date: M16/0801 20:34:59

Priority: Momal
Type: hote
Hi Ken,
Greetings from Bethesda!

Here's a publication of interest, Do you know when the CDC recommendations will be finalized?
August 1s always a good time for it

Best wishes, PK

Peter Kilmarx
Fogarty Internatonal Center, N1H

Begin forwarded message:

From: Brian Moms <brnian.mormsiels
Date: August |, 2016 at 20:03:38 EDT
To: Brian Morris <brian.morrisi@sydney. edu.au>

Subject: Critical Evaluation of Adler's Challenge to the CDC's Male Circumcision
Recommendations

htip://booksandjournals. brllonline. com/content/journals/ 101 163/15T1 81 82-
02402004; jsessionid= L degw 1 3ijubvm.x-brill-live-02

Critical Evaluation of Adler’s Challenge to the ¢DC's Male Circumeision
Recommendations

image of The International Journal of Childrenf&apos:s Rights

« Authors: Beth E. Bivin®: Douglas 5, Dickema® Anng O Mastroianni® John N
= Ericgerd; Jefirey D, Klpusner? and Brian J, Morris®

« Bource: The Intecnational Joumal of Children's Rights, Volume 24, Issue & pages 265
— 303 Publication Year : 2016
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We evaluate Peter Adler’s challenge to the Centers for Disease Control and Prevention (oo draft
recommendations on male circumeision (this issue, sée pp. 237=-262). The cpC advocates elective male
circumeision (MC) to improve public health in the USabased on strong scientific evidence. In marked
conbrast to the cpc, Adler’s criticisms depend on speculative claims and obfuscation of the scientific data.
Adler’s central argumient that circumeision in infancy should be delayed to allow a boyv to make up his
own mind as an adult fails to appreciate that circumcision later in life is a more complex operation,
entails higher risk, is more likely to involve general anaesthesia and presents financial, psychological amd
organisational barriers. These limitations are avoided by circumcision early in infancy, when it is
convenient, safe, quick, low risk, usually involves local anaesthesia and provides benefits immediately.
Benefits of male circumeision include; protection against; urinary tract infections that are ten times
higher in uncircumeised infants; inflammatory skin conditions; other foreskin problems; sexually
transmitted infections and genital cancers in the male and his female sexual partners, Circumeision
during infancy is also associated with faster healing and improved cosmetic outeomes, Circumcision does
not impair sexual function or pleasure. Some authorities regard the failure to offer circumcision as
unethical, just as it would be unethical to fail to encourage pasdiatric vaceination. Sinee the benefits
vastly outweigh the risks, each intervention 15 in the best interests of the child. In conclusion, Adler's
criticisms of the CpC’s evidence-based male circumcision policy are flawed scientifically, ethically and
begally, and should be dismissed as endangering public health and individual well-being.

Affilintions: 1 University of Washington School of Law, Seattle, Washington, USA brovin@Eww.edu

2: Treuman Katz Center for Pediatric Bioethics, Seattle Children’s Hospital, Seattle, Washington,

175A ;li_;'_kﬁuﬁ._ulu i 3 Section of Urology, VA Puget Sound Health Care Eystf:m and Schiool of Medicine,
University of Washington, Seattle, Washington, USA amastroi@uw.edu ; 4: Division of Infectious
Diseases, Department of Medicine, David Geffen School of Medicine, University of California Los
Angeles, California, USA, jkocger@yw.edu; idklausner@mednetuclaedy ; 5: BrieeJ. Morris DSc PhD,
Professor Emeritus, School of Medical Sciences, Building F13, University of Svdney, New South Wales
2006, Australia

Introduction

GO TOSECTION

We evaluate an article by Peter Adler (Adler, 2016), a legal advisor for an anti-circumecision

organisation. His article attempts to undermine draft recommendations favouring male circumeision



{me) in the United States that were developed by the Centers for Disease Control and Prevention
(ede) after a thorough evaluation of the scientific evidence (Centers, zo14), The ede's document
supports the policy statement on infant me (ime) from the American Academy of Pediatrics {aap) in
2012 which found that the benefits of ime outweigh the risks (American, 2o12a),

Adler elaime, ‘the draft ede recommendations are not medieally correct, ethically sound, legally
permissible, or procedurally valid'. He goes on to say, ‘accordingly they should not be implemented
and would be legally invalid if they are’. His statement that the ede’s draft recommendations,
‘provide erroneous and misleading advice to physicians that exposes them to the threat of

lawsuits ' by men and parents’, is based on fallacious arguments propagated by the anti-circumcision
lobby. Adler refers to, ‘thousands of official [?] comments [that] have been filed opposed to

the ede proposal’, and, ‘public protests against it”, This simply reflects the efficient use of social
media by anti-me groups to mobilise their members, most of whom are lay activists whose rrodus
aperandi is akin to childhood vaccination opponents. Almost all of those comments were short,
repetitions and lacked seientific merit or legal foundation for us policy. Policy should be decided on
seientifie evidence and current law, not public protests by fringe groups, Adler’s conclusion is that,
the ede must revise its draft guidelines to comport with the prevailing view that circumeision is on
balanee deleterious to health; that men have the right to make the “circumeision decision” for
themselves; that physicians are not permitbed to circumcise healthy boys; and that Medicaid cannot
be uzed o pay for UNNECessary SUrgery.

Below, we summarise the seientific and legal evidence that contradicts each of Adler's arguments,

1 Medically Justified?
GO TO SECTION

1.1 Unscientific and Isolated Medical Opinion?

1.1.1 Undiselosed and Unaddressed Criticisms?

Adler cites, 'a group of 38 distinguished physicians from Europe and Canada’ = (Frisch of al, 2013)
who criticised the aap's ime policy, that the cde supported. He fails to mention that

the aap responded at the time, arguing convincingly that a cultural bias against imc is more likely to

exist in Europe than cultural bias favouring imc in the usa, since the usa comprises similar
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To: Balachandra, Shirish (COCACGEH/DGHT) fO=NIH 04 = NIHEXCHARNGE on =Red pents/on=ymx 1
' aymul@ede.gov

Subject: RE; your thoughts?
Date: J016/06/24 11:14:51
Priority: Mommal
Type: Hote

Hi Shirish,
MNice to hear from you,

I like it! A& few suggestions attached.

AIDS Care or AIDS Behavior are good choices for this. You could start higher and at least hope for quick
MESPONSEs,

Thanks for inviting me to join, As you know, | already have a number of ongoing interests/papers in
Zimbabwe and probably would be best not to add to that. | don't think my inclusion would change the
journal outcomes,

Sorry won't see you in DUR. Get in touch if you are here when | am,

Cheers,
PKE

From: Balachandra, Shirish (CDC/CGH/DGHT)

Sent: Tuesday, June 21, 2016 5:37 PM

To: Kilmarx, Peter (NIH/FIC) [E] <peter kilmarx@nih.gov>
Subject; your thoughts?

Hi Peter]

| hope you're well. BGHT Annual Meeting a couple weeks back was a very good experience, but | kept
thinking I"d run inte you there, Anyway, as | alluded to before, | wanted your eyes and ideas on
something... take a look at the attached. The authors will be myself, Beth, Micola Willis and Joseph
Murungu. I'm just waiting for Beth's input, but otherwise | think it's nearly final. Please tell me what you
think... I'm not sure about where to submit. Beth was checking into this thing called JANE that gives
guidance on manuscript submissions, and its suggestion was AlDS Care, because stigma was a central
theme, This may be best. But | guess | was naively thinking that we could get a larger readership given
the Ministry"s co-authorship... but | don’t know if Lancet, BM), etc. welcome “uninvited commentary.”
What say yvou? And, it goes without saying that you're welcome to jump aboard if you have significant

suggestions on content and/or if your co-authorship can bump us into a higher weight class &

Many thanks,
Shirish



Shirish Balachandra, MD

Branch Chief, HIV Services

L5, Centers for Disease Control and Prevention, Zimbabwe
2" Eloor, Nestle House

38 Samara Machel Aveniue

Harare, Zimbabwe

Tel +263-4-T96-040

Cel [foscied by agreemens |
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H.Idphﬂl: Balachandra, Shirish (COCCGEHDGHT ) (O NIHADU = NIHEXCHANG Efon=FRad phents/on=ymmal
oy | o, gove

Sent Date: J016/06/24 11:14:50
Daliversd Dabe: 2016/06/24 11:14:51
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Pradesh, Gyan (MIH/NEL) [E] /0= MNIH/DU = EXCHANGE ADMINISTRATIVE GROU®
To: (FYDIBOHFXISPDLT)CN=RECIPIENTS/(M=Prakashg <gyan. prakash@nibgov:=;
Glass, Roger (NIH/FIC) [E] fO=NIH/OU=NIHEXCHANGE en=FIC/cn=glassr <glassr@mail.nif.govs
Subject: Integrated heslth cane nnovations in Africal
Date: J01G/06M17 14:30:44
Prigrity: Nomal

Type: Mote

John and Roger — thought you would appreciate this photo from Zimbabwe. Actually, the Indian Avarind
Eye Care System has trained male circumcision providers.

Best,
PK



https:/fscontent.xx. focdn. net v/t 1.0-
9/13418999_10207969229762186_5713791870906831678_n.jpg?oh=d7b8006d696844781c4325c9aT7

1be2b&oe=57E2795E

Peter H. Kilmarx, MD, FACP, FIDSA
CAPT, LS. Public Health Service
Deputy Director, Fogarty Intermational Cenler

U.5,_National Institutes of Haalth
Cod Email peter kilmarinih goy

1= 1

MIH - Fogarty Intersational Center - Advancing Science for Global
Health

Cand Kilmarx, Peter (RIH/FIC) [E] </0=NIHOU=EXCHARNGE ADMINISTRATIVE GROLP
* [FYDMBOHFI3SPOLT)/CH=RECIPIENTSAN = K1 MARK PHAEN =



Prakash, Gyan (NIH/NEI) [E] /O=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP
Recipient: [FYDIBOHFXISPDLT)/CN=RECIPIENTS/ W =Frakashg <gyan_prakash@nibgoes;
Glass, Roger (NIH/FIC) [E] /O=NIH/OU=NIHEXCHANGE/cn=FIC/en=glassr «glassr@mail.nih.govs

Sent Date: W016/06/17 14:38:43
Delivered Date: 2016/06/17 14:38:44
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* (FYDIBOHFZISPOLT)/CN=RECTPIENTSCN =KILMARXPHARA >
Catherine Hanking /0= NIH/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=Catherine Hankins446 <c.hankinsfaighd.org>;

From

Eity Katalbira
Serge Eholie
Serge Ehalie
Koully Sinata
Tm&l.ianm'Mﬂ Ay
Francois Venber B peersen
Debrovwork rd by agreemem |
T agiremneat |
By dgeement |
Kenly Sikwess [T |
Maing Schechiter b igeemenr
Chearles Boucher
cowumba kane i by apeenen ]

CC: Brandon ODell <b.odell@ijosplangeinstitute.org >
Subject: RE: Manuscript about INTEREST 10
Dabe: 2016/06/06 13:36:24
Priority: Normal
Type: Note

Thanks Cate for outstanding report, remarkably quickly produced.

Pty few comments attached, If you need to shorten a little, the emerging infections part could be
reduced or cut since it is not strictly related to the overall theme of ending AIDS as a public health threat
by 2030.

Best to all!
PK

Petar H. Kilmarx, MD, FACP, FIDSA

CAPT, LS, Public Heallh Service

Depuly Director, Fogarty International Cenler
.5, National Institutes of Health

el Placant by agpeemesF il pefer kilmarsioih oy

=1

MIH - Fogarty |Intemational Cenber - Advancang Sceence for Global

From: Catherine Hankins

Sent: Saturday, May 28, 2016 2:54 AM

To: Elly Katabira F""“”“‘* ki i serge Eholie
rosmed o aperes Eerge Ehalie oo & s I; Koulla Sinata [rismd s igeme |
Kilmarx, Peter (NIH/FIC) [E] ﬁpeter.kllmarx@n'rh.gﬂu}; Guide Ferrari <gflmp@duke.edu>; Franceis Venter




i Debrework ZewdigfFm v

Anna Laura Ro by agrecmeat | Kenly Sﬂ:wE:'.Eme T apreement + Maura Schechter
mw agremmient Charles Boucher fﬁﬁﬁdh ] [coumba kane
b igretmenl |

Cc: Brandon O°Dell <b.odell@joeplangeinstitute.org>
Subject: Manuscript about INTEREST 10

Hi evarnyone,

Trusd this s you a8 fine as May comes (o 8 close, The long report for the 10th INTEREST Workshop will hawve links
1o all thir prasentations that will be poested on the hitpoiintergsteorkshop orgl website. In the meantime, altachod is a
draft sciantdic manuscripd that | have edited from a praliminary draft based on the long report.

We are asking all inbernational and scientific organizing cemmittes members who attended INTEREST 2016 if thay
would Bke to be a co-author, if you are interastad, you will need 1o read the manuscript and provide comments. | have
approached the edilors but have not heard back yet on whether this right need i be shorensd S0 f you See arsas
that coudd be shortened, please feal free 1o ket me know. It would be helpful if you could get back to me by June 15th
aboa whether you would like to be co-author and any changes that you propose.

Al the b,

Cate

Catherine Hankins MD PhD FRCPC CW
Scientific Chair, INTEREST 2016
Deputy Dsrector, Science; Amsterdam Institute for Global Health and Development
Department of Global Health, Academic Medical Center, University of Amsterdam
Honarary Professar, London School of Hygiene and Tropical Medicine
Chanking @ aighd.org; catherine hankins@lshim.ac ik
+31 20 566 1233; «44 745 2144 294; +1 450 775 0032
Sand Kitrnary, Petes (MIH/FIC) [E] </0=NIHOU=EXCHANGE ADMINISTRATIVE GROUP
* [FYDIBOHFZ ISP DLT ) CH=RECIPIENTS/CN = KILMARX PHARA =
Cathesine Hanking /O=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP

[FYDIBOHFEISPOL =RECIPIE ={athering Hankinsd4é <o, hansinsfalghd. ong >
Efty ¥stabira by mprm
Elly Katabira
serge Ehalie
Senge Ehalie
Koulla Sinata
Guido Ferrar <gfimpiiduloe. educ;
Recipient: Frarcois Venter B ageemer ]

Sent Date: 2016/06/06 13:36:24



Comengnts — PK = June 6, 201

The 10 Internabonal Warkshop on HIV Treatmenl, Fathogeness and Prevention Resaarch
in Resource-Limitad Settings (INTEREST) in ¥aoundé, Camemon

Authors: o be defermined

The goal toond AIDS as a public health threat by 2030 1) was the underpinning theme of the
10" Iniematicnal Warkahop on HIV Treatmeani, Paihogenesis, and Prevention Resaach in
Resgurce-Limied Seflings (INTEREST) hald in Yaoundé, Camarcon, 3-8 May 36", Spirted
dabales on fhe UNAIDS 90-90-90¢ ireaimen cascade goad for 202042) and on ihe place of
antireiroviral pre-exposune prophylaces (FrEP) took place along with presantations on
ireatmer optimisation, acquired drug resistance, cixe of chiddren and adolesoents, laboralony
menitoning and dagnostics, implementation chalenges, HIV prevention, key populations,
vistcing and cure, hepatitis C, mHealth, financing the HIV response, and amerging
patnogens(3). Presantalions and videos are available 8l www.inleresiaorkshog.ong.

The meating attracted 509 registrants and 369 actiwe delegabes from 22 Alfcan counires,
Camarcon, Soush Africa, Nigern, Cole Divoire, Henya, Uganda, Zambia. Zimbabwe,
Bolswana, Ghana, Senegal, Tanzania, Benin, Burkina Fasa, Congo, Gabon, Guinea, Liberin,
Malawi, Mamibia, and Rwanda, and Swazikand, along with participants from the Methafands,
Canada, and Singapore, 4 total of 34 countries.

In mddition 1o B oral abairact presentations and 16 poster discussion presentations (mini-orals)
in tha main programma, the 109 INTEREST Workshop offered paraliel aary moming sessions
o ihnes momings. The Joep Lange research cAresr quidance Sessions siw misd-caness and
sanlar investigators explain how they gol started on 8 research caneer and ghve advice an how
to gel fumded, choose a menlor, and gel published. Research granspensonship Sessions weea
prasanied by the AMRS (France Recherche Mord & Sud Sida-hepatibes); the Fogary
Intemational Center, US, Naional Institules of HealthFogarty;, and the EDCTP (European &
Developing Counlries Chnlcal Trals Pamnershep.

HIV in Casmanoan

Felowing the opaning of the meeting by the Cameroon Minmster of Pubbe Health, André
Mama Fouda, the Pemanent Secratary of the National 4105 Programme, Dr, JB Elal,
presented an cvervies of HIV in Cameroon. With a population cunmenlly estimated al 22 2
milion, HIV prevalenca in 201 1 was 4.3%, wih urhan populabons and women
disproporionately affecied: 56% of women ve. 2.9% of men. In 2014, 34,158 people died of
AIDS. An estemated 320,000 chikdren have baean orphared by HIV. Comparing HIV
pravalence in key populations 1o the general populalion, men who have sex with maen (MSM)
have B-14 trmas higher (24-945%), neck drtvers have fhve times higher (16%), and fermale sex
workers (FSW) have six timas highar (3% ) HWV prevalence. Clients of FSW account far

Please vee www interesiwnckshop ooy

20{90-00 redirs 1 che targets of S0 of people Bving with HIV breedng thei serostatud, W% of thoss
wit krdra thay are WV -pacities being o artirgtroviral treatemaent [ART], and B0% of thase an ART
achicvirg viral suppression. This translates nto 709 of all people livieg with HIV being virally suppressed.




365% of new HIV infections annually. The Camercon national AIDS programme was
esiablishod a yoar afier the firsi case of HIV infection was identilied in 1585, After the
antiratrosiral treatmenl (ART) programme bagan in 2000, HIV prevalenca fall by 2006
bapbwpen 2004 and 2011 from 5.5% 10 4.3%, Prenalal consullations for prevention of mothar-
lo-child iransmizsson (PMTCT) have increased steaddy since 2009, with atlendanca
raaching T4% in A& Babwasn 2005 and 2015, the numbar of people on ART incroased
l&n-fold and approaemately TO00 children now receive ART. In 2015, BA2,639 Cameroonians
wera basted for HIV. Camancon ts working towards the UNAIDS 90-90-90 goals by
increasing access bo HIV lesling and ireatment sendices, reducing stigma, sirengthening the
supply chain, taaring HIV prevention for key populations, and building civil society capaciy.

TR

Achieving the UMAIDS 90-60-50 targets by 2020

The passicnate cebate that 1ook place aboul whether the 1argets can be achleved addressed
factors thal may prevent this such as insufficient resources (human. infrastructure, financial),
inabsdity 4o reach all peopie lveg with HIV [PLHIV) and retain tham i care, the fisk of amerging
dnug masistance, and intermational donor fatigue, Oplmists highlghted the tremendous
achigvemanis in ihe past decade bo provide ART 1o 15 milkan FLHDY, the opgomunily to hait
the HIV epsdema: now, and data from saveral couniies thal ane close 1o schieving the fanged
of 73% viral suppression, Althowgh the majornity of delegabes at the snd of the debate continued
to believe that achieving the targets is desiable, more peopls became corvinged that the
proposed timeframa is too shor,

Th first 80; HIV Tosting

Morm than 150 million HIV lesis am conducted in low- and middie-income countries anmmally
and although the goal of diagnoging 90% of PLHIV is achievable, besting must be dong with
100% accuracy bacause misdiagnosis has profound conspquences a1 boh tha individual and
population level. Oulreach programs ane necessary lor key populations who are manginalised,
stigmasized, ¢fien criminalised. and hard to reach

The sacond 50: antiretroviral treatment

The Weald Healih Orgaresabion recomemends an immadiate ofles of ART to all hosa disgnosed
with HIV infgction, regardiess of their CO4 coant that measures mmune stabus{d), By mid-
2015, 15.6 milkan peopls weare on ART, representing an estimated 41% of people Byving with
HIY {PLHIV) giobally, ART optimizaton is crucial 1o achigve the 50% treatment argat and i
sl be afsctive, wall oleabed, and quality adsured Increased accass 1o ART in resowios-
limited seflings has been made possible through volunlany licensing thal enables genaric
companies 1o manutacture antiretravieal (ARV) drugs in individual o combination farmuations.
Ganeric combinations can provide ART for USS100-130 per year. Yoluntary icensing of dugs
such as dolutegrivar and fenolovir alafenamide may reduce this cosl to USS80ear in the
maar fulie, however, mone efficacy and safaly daia in pregranl women and in HVTB. co-
infocted patients are needed before these drug can be olled out globally. Robust supply
chains are essanliad io prevent slock-outs and ensure continuity of ART. Increasing domestic
haalthcare funding in sub-Saharan Africa to reach the Abuja target of 15% of snnual
government budgets will refuce donor dependency and Tacililale sustainable programs,
Building on tha globad success of genanc ART, genedc versions of drugs for tubarculosis,
cancer, and hepatitis B and C could facilitale drug access Tor people in resouwce-imited
seftings Brownd the word al very afiprdable prices,
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The third 50: Viral supprassson

Rapid scabs wp of viral load (WL} monitoning iz essentlsd b track the third 90 and know how
many pationts achigwn viral suppression, This will require improved efficiences acress the WL
testing spectrum, from sample collection and transportation 1o laboratory peformance and
ensuring that resulls are sent io cinics and patients and are acied wpon appropriately. A major
barrier 1o achieving the 900% viral suppression langel is poor adherence, which kads ko the
emergence of dug resistance. Bacause redenton in care and adherance suppor are key o
schieving virolagical suppression, the design of effective interenticns must be anchared in a
comprehansive understandng of e multiple barmers at dflerent lavels thal pecple on ART
face,

The WHO recommends thal ART scale up s accompanied by high quality suregillance of HIY
drug resistance, which requires invesiment in human and laDoraiony FesoUrces, nnoeative and
officient echnical approachiss, robust supply chains, and quality assuranca measures, as wall
a% community and poltical commilrnent. Limiled laboratony capacily in sub Saharan Alica
(55A) i hampering dresg resistance moniionng, Specific sludies can idenlify sutable ARY
optiors, such as the ulra.deep pyrosequencing work al ihe Chanial Biya Intemational
Rederence Centre in Yaoundd, Camerocn thatl has shown thal protease inhib&ors and
maravirac ang likely to be offective in young Camerconian children{$). The author of this
ghstract recaived tha Joep Lange award for the iop-sconng abstract by an African scientist ad
the 10" INTEREST Workshap,

HIY Pravension

Mora than 10 mdlicn volumany medical male gircumcisions (WVMMC) have been periormed|é)
in sub-Spharan Alrica snce WHOUMAIDS recommendad male circomeison lor HIWY
prawveniion in settings with predominant heterosaxual transmessaon(T). Counlries anre moving
faraard to estabish sustainable VMMC pragrams locused on early infant and early adolescent
miale CircLMGEn as they achigve a high presalence of adut mae croumctsion.

In Adrica, pre-exposure prophytasis (FrEP) wilth antireiroviral drsgs has achieved regulalory
approval in South Africa and Kenya, following clinacal trials among sercdiscordant couplas,
ren whia iy sex with men, and heterosexual men and women. Lessons leamead fram Toliow-
on studies and demonsiration projects of oral PrEP in {ablet form have shoen that adharence
ia highes (han in sl sellings, possibly bacaude peaple know thal ey are taking an effective
product, Mowel products and delivery options under investigaton include infectables that would
bé Laken aairy 216 3 months, vaginal gel and dng larmulations, and manecianal anlibodies.
FrEP ts nol for everyona all the thme. Sercdiscordant coupbas can use PTEP unlil the parirar
slarling on ART & virally suppressed and i§ works for anyone experiencing a high risk of HIV
expasung during & specific ime of his of her life, A dabate on whether Affcs was resdy for
pro-pxposune prophylaces, following on a simiar debate at INTEREST A% in Harare,
Zimixabwe. persuaded some thal had been sure that Alfca was ready 1o wonder whether the
reguiatory, kngisticad, equity. and other issues had all been adequately addressed,

Waccing and Cuna

The saanch for & vacoine, Toliowing the promsng results of BV 144(8), includes active and
passiae approaches 1o HIV prevention. Clade-specific trials in South Africa and elsewhens e
part of the pos-prolein public-privals parnership (PS5 evaluating pox-proledn candidales.
Hypothasis-generaling Phase 2b trials are undersay of passive vaccine strafegies involving
monockonal anlibodies using valenl and leravalent vecslons 1o oblen Drosder Coverage
againsi HIV, Research o undarstand viral reserepirs with the goal of an eventual cure has
fawnd that Uigandans wshout HIY nfection have ncreasad imemune aclivalion and lymph noda
pathclogy that resembles aardy HO infeclion among patients in Minnescta, USA I they
goquire HIV, they may develop a langer HIV resenair with persisien] immuna activaion This
can lead ko lymph nede fibrosis that damages mechaniams. bo mantain C04 counts(8) and
may limi the déffusion of therapeulic agents to reduce he reseroir



Hey Populations

Alongside success siones in bringing down HIV prevalence among sex workers in countries
such as Rwanda, Burkina Faso, Kenya, and Mamibia, there is a pauciy of data on successiul
Internantions among men involved in sex work, regular parners of female sax workers, and
girls under 18 years who recedse monay of goods in exchange for soxual sarvices. Exciing
mew developments inclede sfudies of PFPEP use, inlegration of HNY and sexusl and
reprodisctive beaith services, and use of mobile lechnology, social media and béomeiric
mEasures 10 assist i studying the often mabie sex wark population, Striking dats on the usa
of haroin, tramadcd, and other opolds have led o the Alrican Uinken Plen of Action on Drug
Control thal recognises the burdan of HIV and hepatits C among people who inject drugs in
Adnca. Political barmars e holistic harm reduction remain Tor ot dugs and for alechal, a
psychoactive substance with dependence-produting propadses that has bean sircngly linked
o HIW nsk in Adrica and anound the world. Az a key populabon, men who have sex with men
hawa high HIV risks and contmise 1o be criminalised in many African couninies. making i
cehcu® 1o reach them with sarvices, In B Alncan couniries, babwaen 25 ard 85% ol hase men
aged 18-14 years are maating male sexual partners on line, suggasting that social media and
mobile plalforms could halp increase access ko HIV prevenbon and heatmenl

Emerging pathogens = lessons leamed for and from HIV

Lessons wem drivan from the Ebala epidemic of 20142015 for HIV and for emenging and ne-
emargng pathogens such as Zika and Lassa Fever. Developing and running Ebola clinical
trials prosed in ba wery chadenging in Guinea, Liberia, and Sierma Lepne, In Guinea, an
adaptive irial ‘ring vaconation’ design was used 1o evaluabe vactne candidabe, wilh real rme
mudifications to take account of the rapidly changing epldemic and logistical Eswas(8). Tha
impact of favipiravic on Ebola virus disasrse was evalusted in a singky arm, proal of concep
triaf that found it wall-toéerated and possibly more effective in 8 subset of patents(B)

It proved possibie to run high-quality studies slongside the response during an oulbreak, but
hpalthcare systoms must be sirengthened balore ancther epidemic coours. Ideally owtbreaks
of emerging and re-emerging pathogens should be anbcipated and potentsl drugs and
vaccings for them investigaied on an ongoing basis 5o that officacy inals can be initiated
guichly when an oulbreak coours. Engaging stakeholders, including communily slakehokders,
ot all stages of @ clinkcal triad contributes to robust irial design, faciliies trial conduct by
acldressing rumaouns and enhancing participani rebertion, and helps ansure ownership of e
results fpr action. The 20411 UNAIDSAVAC Good Participaiory Practices (GPP) guidalines for
bsamedical HIV prevenbon tnals(10) are cumendly being adapled for emerging palhogens,
Addressing ethical iswes is ey boensuring that studies are conducted ethically, communities
suppor them, and post-trial fegacies are assured, Robust public health infrastructure,
pppropriate legislation, and community nvalvemsanl were key in containing 80 Ebola oulbeak
of 20 cases in Migenia, Subsequent investmenis in the haalhcare sysiem have upgraded
destane surveillance, resaarch mirasireciune, and Featment TaciPies, wilh lBssons learmed
from Ebcla being applied to Lassa faver

Worldwide, infectious diseases remain among iha leading causes of death, despita
remandous progriss in lreating and preventing tham. New pathogens are emenging snd
known palhogens Bfe re-emenging in the 21% cenbury. with climale change and the
interconneciedness of the world increasing the risk thal humans will be exposed o zoonoses,
This underscoras the need for early waming survedlance, quick aclion responses by public
harailth aviharitios, and tmaly research o develop effoctive eatmenls and vaccinas. alongskde
visslor contiol and behaviour change.

Conclusions

Although mew HIV infectiong declingd in sub-Saharan Adnca by 419% bebagen 2000 and 2014,
in 204 alone there ware an astmated 1.4 milkon new HIV infections. An estimated 25.8
people are living wath HIV in sub-Saharan Africa, with women accounding for mone than half,
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Crwar 0.7 mellion pecple were aecessing ART, 41% of all peope living with HIV in the regon,
v from fawer than 100,000 people in 2002 (38% of men and 47% of womaen living with
HIVY 11| Alnowgh there has Deen a 48% daclins in rew HIV infactions amang childnan in the
21 pnarnty countrios of the Global Plan lo elimnate new HIV infections among chiidren and
keeping iheir maolhers akve in Africai12), 190,000 Alrican childdren bacame infected with HIV
infpctions in 2014(13), Late diagnosss of HIV infection is the most subslangal barrier to scaling
up HIW treatment, wilth 790 D00 peapés dying of AIDS-related cawses in sub-Saharan Africa in
2014,

The 10™ INTEREST ‘Workshop heard a call for eadership and aclivism among HIY
invastigalors and physicians o show global solidarity with FLHIV worldwide and b answre
thai resources are used effectively, Africa loses USS150 billion'year through illicit fmancial
fowes, cormuption, and money laundering. This money could replace inlemalicnal donations
and fund healthcare throughoud the continent. At the closing ceremony, the Yaoundéd
Declaration(14] was read oul, calling on African govemments; UNAIDS; development,
bikateral, ard mullilateral pariners; and covil society o adopt urgent and suslaned approaches
i end HI by 2030(15111).

2428 weords
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Hi,

Did you see the paper? Would be interested if it adds anything.

| hope the recommendations will finally be published this summer, 6.5 years after starting
clearance,

Hope vou are off to a good start to summer,

PK

Peter Kilmarx, MD, FACP, FIDSA

Fogarty International Center, NIH
dgzremaral |

From: Timothy Mastro

Sent: Saturday, June 4, 2016 9:449 PM

To: Kilmarx, Peter (MIH/FIC) [E]

Subject: FW: Circumcision of make infants and children as a public health measure in... - Academia.edu

This beat BOBS ONccianiissis

From: Academia.edu Weekly Digest [mailto:noreply@academia-mail.com]|
Sent: Saturday, June 04, 2016 9:30 PM
To: Timothy Mastro <TMastro@fhi3e0.org>

Subject: Circumcision of male infants and children as a public health measure in... - Academia,edu

ACABEM IA Academia.edu
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Brian D. Earp

Elnan ry University of Oxford, Philosophy, Department
Member

Circumeision of male infants and children as a public
health measure in developed countries: A critical
assessment of recent evidence

In December of 2014, an anonymous working group under the
United States’ Centers for Disease Control and Prevention (CDC)



issued a draft of the first-ever federal recommendations regarding
male circumcision. In accordance with the American Academy of
Pediatrics’ circumcision policy from 2012 - but in contrast to the
more recent 2015 policy from the Canadian Paediatric Society as
well as prior policies (still in force) from medical associations in
Europe and Australasia - the CDC suggested that the benefits of
the surgery outweigh the risks. In this article, we provide a brief
scientific and...
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Roula Choueiri

Early Intervention for Children With Autism
180T r .
Recommendations for Practice and Research

This article reviews current evidence for autism spectrum disorder
(ASD) interventions for children aged &lt;3 years, based on peer-
reviewed articles published up to December 2013. Several groups
have adapted treatments initially designed for older, preschoal-
aged children with ASD, integrating best practice in behavioral
teaching methods into a developmental framework based on
current scientific understanding of how infants and toddlers learn.
The central role of parents has been emphasized, and
interventions are designed to incorporate leaming opportunities
into everyday aclivities,...
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Food safety has been a major health challenge in both developed
and developing countries. Ensuring food safety is key to
preventing food borne ilinesses which are contracted through
consumption of unsafe foods. The aim of this study was to identify
the food safety practices of residents of a rural community in
Southwest, Nigeria. The study design was cross-sectional. Five
clusters were selected by simple random sampling from the
sampling frame. All households in the clusters were sampled to
achieve a sample size of 216 households. Dala were collected
using a semi-structured questionnaire....
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immunofluorescence localization studies
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Thanks Michael. The Malawi 90-90-90 paper is impressive,

Best,
PK
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Greetings from Atlantal Just a FYlin case you are interested. Best regards.
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Dear Field and Headquarters HIV Prevention Colleagues and Supporters,

We are pleased to share our second collection of prevention and prevention-related publications. Thanks much to HiP ||

scientific insights and innoavations.

Please stay tuned for further HiP communications coming out $00n as we are preparnng some exciting prevention works
combination prevention, pre-exposure prophylaxis and more, as part of the up-coming CGH EDGHT Annual Meeting fro

You will have received earlier announcements but just a quick reminder, that we are offering the one-day "Gender &5e:
skad@cde gov to register, Both HO and field staff are invited. OF note to supervisors, as an additional bonus, this trainir

I am looking forward to seeing many of yvou in Atlanta soon. Happy reading,

Irene

Irene Benech
DGHT HIV Prevention Branch Chief

Title

Introduction

Closer to 90-90-90, The cascade of care after
10 years of ART scale-up in rural Malawi: a
population study.

Journal of the International AIDS Society 19.1
(2016).

Ermpirical data on population-level coverage is important to assess an
estimates to help track progress on achieving UMAIDS 90-80-90 target
colleagues conducted a cross-sectional household survey in the Chirac
evaluate after 10 yvears of available ART services: (1) HIV prevalence a
HIV status and ART coverage, and (3) population viral load. The overa
was 17.0% [95% CI 16.1%-17.9%). Of HIV-infected participants, 76.7%
diagnosed, 71.2% were in HIV care, 65.8% were receiving ART, and 61
suppressed, The authors concluded that high population coverage of
with low HIV incidence, can be achieved in resource-limited settings.




The Impact of Methadane Maintenance
Treatment on HIY Risk Behaviors among High-Risk
Injection Drug Users: A Systematic Rewiew
Evidence Based Med Public Health (2016)

This systematic review explores relevant literature for evidence of me
treatment {MBT) an HIV risk behaviors among high-risk injection dru
studies conducted between 2005 and 2015 associate MMT with a sig
drug use and sharing of injecting equipment. Limited evidence on sex-
that MMT is associated with a lower incidence of multiple sex partner
literature also finds that the most significant factor in reducing these |
adherence,

ek ]

2010: Need for Action
Journal of Infectious Diseases
J Infect Dis, 2016 Apr 15;213 Suppl 2:353-8

This article presents findings of a cross-sectional observational study |
Kenya on compliance with safe, accurate phlebotomy techniques. Key
practices that could adversely affect patient and healthcare worker sa
guality. None of the bload collection procedures in this study adhereg
phlebotomy procedure as described by WHO, and the majority of dev
could compromise patient safety, including hand hygiene, gloves use,
identification, and sample labeling.

Supervised Oral HIV Self-Testing s Accurate in
Rural Kwafulu Natal, South Africa
Trop Med Int Health. doi:10.1111/tmi. 12703

The authors describe implementation of supervised HIV self-testing u
prevalence rural area in South Africa, with the specific aims of determ
to correctly perform, read, and interpret the rapid HIV test under coul
diagnostic accuracy of the oral self-testing method. Only two particip
OraCuick test as they accidentally spilled the developer solution vial, |
agreement was 99,.8% (Kappa 0.9925). Sensitivity for the oral self-test
99.6) and specificity was 100% [95%CI 99.8-100). Oral self-testing has
uptake of HIV testing and could be offered at clinics and community T
Africa.
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6 Months of

Antiretroviral Therapy

JTAIDS Jourmal of Acquired Immune Deficiency
Lyvndromes Publish Ahead of Print
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The protective value of pre-exposure prophylaxis for HIV-serodiscord:
data from the Partners PrEP Study, a prospective cohort study of 4743
serodiscordant couples in Kenya and Uganda. Findings show cumulati
blood viral suppression (<80 copies/ml) 3, & and 9-months after ART ir
and 89.1%, respectively. Among initially uninfected partners, HIV incic
100 person-years (35 infections; 2644 person-years), 1,79 for 0-6 mon
infections; 168 person-years), and 0 with =6 months of ART (D infectio
obviously good news for uninfected partners whose likelihood of prot
with the corresponding viral suppression of their HIV-positive partner

Influence of parental factors on
adolescents’ transition to first sexual
intercourse in Malrobi, Kenya: a longitudinal
study

Reproductive Health (2015) 12:73

While the overall global HIV mortality rate has been declining, the Hiv
adalescents is rising. In this article, Okigho et al. assessed the influenc
communication and discipline on the transition to first sexual intercol
adolescents, aged 12-19, and living in urban slums of Kenya. The stud
gender communication, i.e., mothers talking to sons and fathers talkir
with a delay in the onset of sexual intercourse; accordingly, targeted
reproductive health interventions that include parents, may be highl
choice to delay sexual debut, and may reduce sexual risk behaviors an
high risk settings such as urban slums.




The Relationship Between Distance and Post-
operative Visit Attendance Following Medical
Male Circumcision n Nyanea Provinoe, Kenya
AIDS Behav, 2015 Sep 30,

This study used VMM client demographic information, clinical data,
the relationship between distance to a VMM facility and attendance
visit. Among 1437 participants, 46.7 % attended follow-up. We foune
distance bevond which follow-up attendance significantly dropped. Tt
distance is an important predictor of attending follow-up, and this rel;
miodified by facility type,

Tetanus Cases After Valuntary Medical Male
Circumeizion for HIV Prevention — Eastern and
Sguthern Africa, 2012-2015

MMWE [ January 22, 2016 / Vol. 65 / Ma. 2

This report summarizes 12 tetanus cases from five sub-Saharan Mrical
PEPFAR from April 2012 — November 2015, Eight patients received col
four were circumcised via PrePex, a nonsurgical male circumcision des
Health Organization case definition, five of the eight cases were deter
associated with VMMC; three were determined to be indeterminate ¢
insufficient data. PEPFAR is working with implementing partners and |
strengthen national surveillance systems for VMMC-related adverse e
reported adverse events, and support the implementation of tetanus
accordance with WHO tetanus prevention recommendations for ViR
wound care for VMMC clients.
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FYl - background on Holmes/CIDRZ. Will likely host him for brownbag next month, Shannon is
communicating with him.

PK.

From: Charles Holmes [mailto:Charles. Holmes@cidrz.org]
Sent: Thursday, March 17, 2016 2:12 AM

To: Kilmarx, Peter (NIH/FIC) [E]

Subject: Ressarch career capacity building in Zambia

Dear Peter,

| hope this message finds you well. Congratulations on your position at NIH! | have been meaning to reach
out to you for some time to see if | could come by and update you, and potentially Roger as well, on the work
we've done to morph CIDRZ into a strong Zambian organization (2014 Annual Report attached). With our
new Deputy Director, Dr, lzukanji Sikarwe, our new Scientific Director, Dr, Roma Chilengl, and numerous
other local leaders in place, we have overcome some difficult institutional challenges of historical making,
and hawe built a foundation for successfully meeting our research, program and training goals. At the
moment, we are completely research/fprogram grant funded, and we are finding it particularly difficult to
support the capacity building and other elements that are needed to recruit, nurture and retain in science,
junior Zambian investigators, Wie have started talking with a number of funders, including the Bill and
Melinda Gates Foundation about ways to support this broader goal of building solid career pathways in
science for Zambians, and it would be great if you would have some time to talk abouwt the same.

| will be in the Washington area for the fast 2 weeks of April, and it would be great if you might have time to
connect,

Many thanks,
Charles

Charles B, Holmes, MD, MPH
Director and CEQ
Centre for Infectiouws Disease Bescarch in Tambia

5032 Great North Road, Lusaka, ZAMBIA| Lusaka Cell EE WM 'us Cell E"’;‘"

E!:h.ilrIﬁ.hnlmﬁﬁlcidn.mim.:idu.m

CIDRZ 15 an Independent Zambian organizsion with a missbon 1o “improve access w qualiny healibeane in Zambia through
capacity development, exceplsonal implementabion science and research, and impactfal sestainable pablic healih programmes.”
We are povermsd by & majority Zambdan Board of Direcions and a | 4-member Leadership Team. CIDRE ks collaborations with



nusmerows rerwvamed local and intemational universiises and other parmers that enable the organisation o stay ot the outing edge
of sclence, programime delivery and (Faiming.

COMNFIDENTIAL NOTE: The information In this E-mall and any attachments transmitted are originated by the
Centre for Infectious Disease Research in Zambda (CIDRZ) and ks ntended to be privileged and/or confidential
and only for use af the individual{s) to whom it is addressed. if you have received this E-mail in error please
forward it to the sender and delate it completely from your computer system, handheld or any device used to
receive it. If you are not the addresses you may not disclose, copy, distribute or take any action based on the
contents hereol. Amy total or partial unauthoerized retention, dissemination, distribution or copying of this
message |s strictly prahibited.
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Abouit CIDRZ

training.

Since inception, CIDRZ has been an active partner of the Government of the Republic of Zambia (GRZ)

through our collaboration with multiple Ministries, including the Ministry of Health, the Ministry of Community Development
Maother and Child Health. the Ministry of Home Affairs. the Ministry of Local Government and Housing, and other line
Ministries, as well as key stakeholders and institutions such as the Zambian Prisons Services, University of Zambia -

School of Medicine, and Cancer Diseases Hospital, among others.

CIDRZ programmes support healthcare-related activities in all 10 Zambian Provinces as we focus on
strengthening primary healthcare provision systems in the following areas:

< H|V/AIDS Prevention, Care & Treatment < Newborn & Child Health

2 Tuberculosis Diagnosis & Treatment 2 Women's Health, including Cancer

< Primary Care & Health Systems Strengthening <@ Hepatitis & other Infectious Disease

Think CIDRZ... for a healthier Zambia

2 CIDRZ for a healthy Zambia



Message from the CIDRZ Board Chair, Mr Bradford Machila

| am privileged to welcome you to the 2014 CIDRZ annual report.

This is our second annual report as a local Zambian organisation, and | hope you will find it informative
and inspiring. YWhat continues to motivate, drive and inspire the Board more than anything else, is the
prospect of and opportunity to contribute to CIDRZ's realisation of its Mission and Vision. | am confident
that this desire is shared with our hundreds of staff members, who are and remain key to this aspiration.

Asg you will read in the message that follows from Drs Holmes and Sikazwe, management faced some difficult challenges of
histarical making in 2014. My perspective as Board Chair. and that of my fellow Board Members, is that the new leadership has
dealt with these issues in an exceptionally fine manner, replacing them with positive developments that have put CIDRZ on track
for a long and productive future.

During the course of 2014 we also embarked on building a Board of Directors of highly committed individuals that bring
leadership and skills at the top of their professions to the service of CIDRZ, and we will continue this process into 2015, We have
also worked with management to put into place world-class governance procedures and controls that have allowed CIDRZ to not

only excel at its core mission, but to do o in an accountable fashion that is valued by our donors, partners and beneficiaries.

Lastly, CIDRZ has truly become a significant partner to the government of the Republic of Zambia, as evidenced by the
recently signed Memoranda of Understanding with three of the critical Ministries relating to health. My fellow Board Members and
| will continue to work with the dedicated CIDRZ management team to ensure that the organisation is in complete alignment with

Zambian national health priorities as CIDRZ contributes to improving health in our country through innovative service delivery,
locally-relevant research, and training of the next generation of Zambian health leaders.

!
e

Bradford Machila



Bnard of Directors as of 30t September 2014

In 2014, CIDRZ initiated a Board recruitment exercise to actively seek experienced and dedicated finance,
business, governance and controls, and science leaders to join our Board of Directors. Following best
governance practices, our target is a ten-member, 73%-majority Zambian board, that meets quarterly and
ad hoc as required. ®&s of the date of publication & full board has been constituted. Membership can be found at:

1 http:fweanwd cidrz.orgfabout-usboard-of -directors!
Owver the last year we are gratified that four exceptional new members have joined our board
to contribute their experience and expertise to furthering the CIDRZ mission.

"I was delighted to be asked to join the board of CIDRZ becauvse during 30 years’ of living and

2 : :
being involved in research in Africa | have been committed to the development of local insti-
tutions. I seein the team at CIDRZ great determination and potential to develop a genuvinely
Zambian institution which will make a real difference.” -- Professor Kevin Marsh

Former Director of Kenya Medical Research Institute (KEMRI)

3

I Chair, Mr Bradford Machila - Former Deputy Minister of Justice, Minister of Lands, and Minister of
Livestock and Fisheries Development, Zambia
2 Member, Dr Chipepo Kankasa - Consultant Paediatrician, and Director of the UNZA UTH HIV/AIDS
4 Programme and The Paediatric HIV Centre of Excellence, Zambia
3 Member, Ambassador Dr Eric Goosby - Former U.S. Global AIDS Coordinator, Distinguished Professor of
Medicine at the University of California, 5an Francisco, and United Mations Special Envoy for TB
4 Member, Mr Christopher Mubemba - Director of Transmission Development, ZESCO Ltd., Zambia
5 Member, Ms Annabelle DeGroot - Finance Director, Zambian Breweries Plc., Mational Breweries Plc.,
5 Heinrichs Beverages Ltd., Zambia
& Member, Professor Kevin Marsh - Professor of Tropical Medicine, University of Oxford. and Chair of the
World Health Organization Malaria Policy Advisory Committee

4 CIDRZ for a healthy Zambla



Message from CIDRZ Leadership

We would like to welcome you to our second annual report!
As you are likely aware, CIDRZ has undergone substantial changes over the last two years.
While 2013 was a year of serious challenges, 2014 was a year in which we
successfully addressed these challenges head-on. ;
We are pleased to say that the organisation is nothing short of transformed as we write this letter of introduction.

Mew additions to our management team have allowed us to bring integrity. smart ideas and hard work to tackle difficult historical
problems. We have built systems and controls in response to organisational issues identified in early 2013, overhauled the manage-
ment of the CIDRZ Central Laboratory and achieved re-accreditation with the Mational Institutes of Health Clinical Trials Networks,
adapted our labour practices to ensure local compliance, become fully compliant with local tax authorities. recruited a merit-based
Board of Directors well-versed in organisational governance, re-organised our HIV programmes and dramatically improved
performance, obtained substantial new grant funding after achievement of organisational milestones with key donors, and built strong
new research links with the University of California, $an Francisco and Johns Hopkins University, to complement existing collabora-
tions with the University of Zambia. University of Alabama at Birmingham. the London School of Hygiene and Tropical Medicine and
others, along with many other achievements made possible by our talented and committed staff.

What does all of this mean? It means that we now have a strong foundation on which to fulfill our mission of delivering better
health for Zambians. Although we collaborate with partners, we are now a completely independent Zambian organisation, with the
management and governance needed to face future challenges and to thrive. In the pages that follow, you will see examples of our
innovative and impactful healthcare, research, and training programmes. All of this work is done with the closest collaboration with
our colleagues in the Government of the Republic of Zambia, whose lead we take, and whose vision for a healthier Zambia we share.
Thank you for your support and interest in CIDRZ!

With best regards,

é{j f f Charles and lzukanji - | Fﬂl -

Dr Charles B. Holmes, MD, MPH Dr lzukanji Sikazwe, MBChB, MPH



VISION
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ThankYnu to the Government of the Republic of Zambia

CIDRZ would not be able to
contribute to the development
of a strong, responsive and
resilient local healthcare
systemn without the close
partnership of the Zambian
Government.

Since inception. over 14 years ago, CIDRZ has been privileged to
collaborate with Zambian health leaders at the District, Provincial
and Mational levels so that we may work together to find effective
programmes and interventions that are locally-relevant. culturally-
appropriate, and most importantly, acceptable. affordable and
sustainable to serve the Zambian people.

\We ensure our healthcare services and programmes, logistic. infra-
structure and technical support, and research activities align with the
Zambian Mational Health 5trategic Plans. We provide, or source
partners to provide, training activities that support local capacity-
building so that Zambians have the systems, skills and abilities
required to implement their development policies and achieve their
own economic, social, and environmental goals.

CIDRZ's Zambian Institutional Partners

Ministry of Health (MOH)

Ministry of Community Development Mother
and Child Health (MCDMCH)

Ministry of Home Affairs

Ministry of Chiefs and Traditional Affairs
Ministry of Education

Ministry of Gender

Ministry of Local Government and Housing
Cancer Diseases Hospital

Medical Stores Limited

Mational TB Programme

University Teaching Hospital

University of Zambia — School of Medicine
Zambian Medicines Regulatory Authority

Zambian Prisons Services




Thank you to the Government of the United States

The U.5. President’s Emergency Plan for AlIDS Relief (PEPFAR)
programme coordinated through the Centers for Disease
Control and Prevention (CDC) - Zambia has generously

provided significant financial support to CIDRZ without which
the organisation could not have contributed to efforts to

mitigate the Zambian HIV/AIDS epidemic.

In 2004, CIDRZ received a PEPFAR/Elizabeth Glaser Pediatric AIDS
P E P F A R Foundation (EGPAF)-coordinated grant through its affiliated
university for Project HEART. The story of partnership continued in 2011

when CIDRZ - as a newly minted independent local organisation -
Us AI D received its first-ever PEPFAR award as a Prime Recipient for the
FRIOM THE AMERICAN PEOPLE HIV Integraﬂﬂn into Local ﬂﬂﬂﬁEHhIp (HILO) grant.

llllll
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Zambia's rapid scale-up of HIV prevention, care and treatment services has been
among the most successful programmes in Africa and CIDRZ has been privileged to serve

As of June 2014,
over 400,000 Zambian
men, women and children
in 336 CIDRZ-supported

public clinics are enrolled
in long-term HIV ART care.

40,588 clients are
newly enrolled.

as a key technical and implementing partner in this response.

Supported by PEPFAR, our HILO programmes are aligned to support Zambia's strategic response
to the HIV/AIDS epidemic, and our longstanding engagement with local communities and their
health systems enable us to support Zambian priorities efficiently, holistically and respectfully.
Partnering with the Ministry of Health and Ministry of Community Development Mother and
Child Health, we integrate HIV programmes into primary healthcare settings. and build workforce
capacity at all levels to ensure sustainable delivery of HIV services to all clients.

The primary aim of HILO is to ensure access to quality HIV care and services while progressively
transitioning the anti-retroviral treatment (ART), Prevention of Mother-to-Child Transmission of
HIV, voluntary medical male circumcision, tuberculosis, cervical cancer, pharmacy, laboratory and
data management services we support through HILO to local ownership, ensuring that high-
quality, cost-effective HIV-related services are increasingly country-owned and country-driven.

From Emergency Response to Proactive Strategic Planning: CIDRZ Responds to the Changing HIV Epidemic

Significant progress has been made in the fight to tackle HIV and we are now within reach of an AlDS-free
generation: access to life-saving ART has been expanded, new infections are being averted, and losses in life
expectancy have begun to reverse. In light of these advances, CIDRZ has shifted focus from emergency
scale-up of HIV services towards a more comprehensive and sustainable approach of health service delivery
by building a well-trained and healthy workforce, that functions within a comprehensive, well-supplied and
sustainable healthcare system that is Zambia-owned and Zambia-driven, CIDRZ is committed to expanding
and strengthening the quality of local health services for all Zambians. Here is how...




Anti-RetruviraI Treatment (ART) - HILO PEPFAR/CDC

We Build Local Capacity:

CIDRZ has always invested in developing the capacity of the Zambian healthcare workforce.
We train, and support the training of, personnel from all levels of the Ministry of Health
and the Ministry of Community Development Mother and Child Health and also serve as
an essential resource for the 336 public system health clinics we support. Our rotating teams
of Technical Area Experts conduct joint site
visits with Provincial and District Health
Officers to provide mentorship and
technical assistance to both healthcare
facility and district staff,

Right: Some of our CIDRZ HILO programme team

We Invest in Communities:

We value a community-centred approach
and work to ensure that persons living with and affected by HIV and TB are included in
our prevention, care and treatment efforts.

Since the beginning. CIDRZ has been training and supporting community-based

volunteers to provide culturally-appropriate health education both in healthcare facilities
and the community. to promote healthy behaviour and positive living. and to follow-up
clients who have missed appointments. These Peer Educators and Treatment Supporters are
invaluable assets to clinic personnel and clients alike. Additionally. we work with the
traditional infrastructure and liaise with Traditional Leaders, Faith-based institutions and
Meighbourhood Health Committees to reach more people at the community level.

H HILO FY 2014 Highlights

240000
230,000
L0000
218,000
200,000
1o 00

recaiving ART
200,000
150,000
100D
50,000
a
20 2082 2013 2014

HIV-podilive adulls & children
riecetwing a clinical service

2013 2014

HIV-pewitive adults & children

| 100
35
&0
as

73

Percentage of HIV-posithve pregnand

wipmen recehving ART during
pregnancy & dellvery
2 202 43 204

10 CIDRZ for a healthy Zambia



Anti-Retrnviral Treatment (ART) - HILO PEPFAR/CDC
We Strengthen Health Systems:

Working hand-in-hand with our government counterparts and other partners, we support and strengthen data collection, record-
keeping and forecasting of the national supply chain so that pharmacies remain stocked, clinics get the supplies they need and
laboratories have the tools required to conduct testing for all clients in the public sector. We are also an instrumental partner in
government’s push to roll-out a nationwide Peri-natal and Adult HIV Electronic Medical Records system which aims to improve the
continuity and quality of care wherever a client seeks healthcare services in the public health sector of Zambia.

We Integrate Healthcare Services:

In all the programmes that we support we integrate comprehensive healthcare services so that HIV. and TB testing and counselling,

provision of ART and family planning. referral for cervical cancer screening, and voluntary male circumcision for HIV-uninfected male
partners is part of holistic care,

A HILO Success Story:
Building Capacity in Midwives Improves Ante-natal Care and ART Uptake

"This programme has been of great benefit to me as a heaithcare provider as well as to my patients.

Because | can now provide ART in the Maternal Chila Health clinic my pregnant patients don’t have
to wait a long time to be seen to receive their ART care. They are no longer ‘lost-referrals’ to the ART

I_'III'.rl'Il:. - ".-1.|-:g.|rr'. I.'I1|'.|~|'.|:_|-:'. Murse kidwife

In Zambia’s public sector health facilities, HIV-infected pregnant women are usually referred to separate HIV Prevention, Care and
Treatment clinics to access ART care. However, these clinics are under-staffed and overwhelmed by the high demand and as a result,
only a small proportion of pregnant women who need this healthcare actually access these services, thus delaying their initiation on
the recommended ART. To address this critical issue, CIDRZ piloted an “ART in Maternal Child Health® mentorship programme in 10
ante-natal care clinics. Midwives from the ante-natal clinics completed an intensive on- and off-site mentorship programme with CIDRZ
Clinical Mentors. Upon completion, the mentored midwives reported feeling more confident in their ability to provide quality services

to both HIV-infected and uninfected mothers, and there was a significant increase in the uptake of ART among HIV-infected pregnant
11 women at thelr ante-natal care visits.



Preventinn of Mother -To- Child Transmission of HIV (PMTCT) -
HILO PEPFAR/CDC

In 2013, the World Health Organization recommended

that National PMTCT programmes begin providing life-
long anti-retroviral treatment (ART) to pregnant and
breastfeeding women living with HIV, regardless of their CD4 T - cell count or

their WHO AIDS Clinical 5tage in a programme called OPTION B+.

In 2014, we supported
336 facilities providing PMTCT
services in 3 provinces.
100% of infants born to HIV-
infected women received a
VHCRGGIC IR Des A ORI Zambia adopted this strategy and beginning in 2014,
| AT 0 N CIDRZ through the PEPFAR/CDC- funded HILO
= ~ Programme has been supporting the Ministry of Health
and the Ministry of Community Development Mother and Child Health's efforts to promptly
roll-out Option B+ in health facilities across Zambia.

Working hand-in-hand with counterparts in the Ministry, Provingial and District Health Offices,

in health facilities and with Neighbourhood Health Committees, we are building the capacity of
new cadres of health workers to provide ART teo all HIV-infected pregnant and breastfeeding women, and strengthening the health
systems that make efficient delivery of these life-saving services possible.

= We trained 181 healthcare workers and 100 lay counsellors in Option B+ and

the PMTCT minimum package
= Introduced the Option B+ programme into 115 facilities

i
=== -, Supported initiation of 7,740 HIV-infected pregnant women on lifelong ART

G

treatment
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Vuluntary Medical Male Circumcision - HILO PEPFAR/CDC

As a local organisation, our research and programme activities are driven by the priorities
determined by the Zambian national health agenda.

In 2014, MC providers in

23 static & mobile clinics

circumcised 19,951 men
(105% of our target).

Trained 12 government
providers in surgical
circumcision skills.

increase of VMMC acceptance in Eastern Provinge, including some Chiefs who themselves “took
the step’ to become circumcised and become MC Champions encouraging others to do the same.
This approach enabled us to correct misconceptions and gain the trust of local leadership. In turn,

The Zambian government recently expanded the Voluntary Medical Male
Circumcision (VMMC) for HIV Prevention Programme, as the WHO
recommends it for countries like Zambia with high HIV prevalence (12.5% S ircumcision
UNAIDS 2013) coupled with low rates of circumcision as VMMC is a safe, ake
effective prevention strategy to reduce the risk of sexual transmis-

fep!

sion of HIV. However, male circumcision is not widely practiced
in some areas of Zambia and as a result uptake is low in several
rural areas, especially in Eastern Province.

To tackle this we increased our engagement and sensitisation of

i ; 1 . FaTY Above CIDRT VMM stal sensitising
community members trust the messages of their local leadership. This model was so successful in increas- the ChiePs Indunas {Advisors) in

ing male circumcisions that we replicated it with traditional leaders in other CIDRZ-served provinces with Vi Fraianie
similar success.

The CIDRZ HILO - supported VMMC programme also is an active partner in the government-led
Mational MC campaigns. In addition to providing actual services. throughout the year we
supported sensitisation via rural radio call-in programmes, community awareness and mobilisation
via megaphone and flier distribution, and gave awareness and Questions & Answers talks to
students. teachers, and at workplaces.




Cc:rnmunity COMPACT: Community-Led HIV Prevention Programme

The PEPFAR/CDC- funded Community COMPACT
Programme puts the community in charge of its
HIV/AIDS response by identifying the drivers of infection
and taking action to combat them.

Active in rural Kalabo in Western Province and over 870 km (600
miles) away in urban Kanyama, a congested shanty compound in
the capital Lusaka - the focus of COMPACT is to increase the num-
ber of pecple who are aware of their HIV status and accessing HIV
prevention, care & treatment. A key activity is to train Community
Volunteers in HIV/AIDS basics, Prevention with Positives, and
psychosocial & couples Counselling so they can support health
facility-based Voluntary Counselling and Testing (VCT) depart-
ments and also take part in quarterly community-based VCT
drives. In 2014, COMPACT Kanyama volunteers were trained in
PMTCT. while Kalabo volunteers were trained in rapid HIV test-
ing. Both groups received training on how to test vulnerable pop-
ulations such as commercial sex workers (C5W) or men who have
sex with men (M5M). Because of this and previous training. more
counsellors were available this year and able to reach more com-
munity members during door-to-door outreach activities.

COMPACT volunteers are now recognised and respected
as key sources of information on HIV prevention, care
and treatment in their communities.

In FY14:

24, 979 Adults and Children received VCT

(Includes 25, 232 couples, 59 CSW, and 61 MSM)

359, 118 Condoms distributed

114, 462 Language-appropriate education materials distributed

Another COMPACT activity is to
try to reduce barriers to care at
the local health facilities by
working with partners and stake-
holders. In Kalabo, there are
only two CD4 -T cell testing
machines in the entire district.
HIV-infected clients identified in the field must travel long
distances to the mission or district hospital for CD4 testing to

learn of the health of [T ] -*:::m their immune
systern and if they =T - 2 ‘ need to start
ART. In some cases —_— M, A 2 clients have
waited at the facility " N M for over a week

and have to return ﬁ‘ 4 B home without
seeing a clinician because their
food has run out. Therefore, CIDRZ is working with the
District Community Health Office in
Kalabo to ensure that clients who

4 test positive can have their CD4 T-
cell count determined as quickly as
possible,

14 CIDRE for a healthy Zambia



Ceruical Cancer Screening Programme

The PEPFAR/CDC and Pink Ribbon Red Ribbon - funded
Screen & Treat Visual Inspection with Acetic Acid (VIA) pro-
gramme features a nurse-led, low-cost, efficient & effective

technique where nurses are trained to wash the cervix with a
dilute vinegar, take a photo with a digital camera, and freeze /
any pre-cancerous lesions with carbon dioxide or nitrous ox-

| By September 2014, 168, 617
WOIMEN have been screened at
l 33 screening sites or received

ide gas. Real time. remote digital consultation is available, and women treatment at 21 LEEP sites.
with advanced lesions are referred to Loop Electrosurgical Excision Services are available in all
Procedure (LEEP) clinics or tertiary centres for comprehensive care. | 10 Provinces.

In Zambia, VIA Screening & Treatment prevents 1 DEATH from cervical cancer
for every 46 HIV-infected women SCREENED

In FY14 in addition to clinics being refurbished and opened, cervical cancer
screening sensitisation also reached new audiences in rural areas, at the mines
on the Copperbelt. and with the visually-impaired community in Lusaka.
As well as providing training to teams from other countries,
a free DVD and Provider Training manual was developed
and an e-learning platform launched.

See more at el.acewcc.org.

i
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[} Inthe Cervical Cancer Programme Pipeline for 2015

= Continue to train staff and introduce new cervical cancer screening and LEEP services throughout Zambia

" = With funding from Susan G. Komen introduce breast cancer screening services



Saving Mothers Giving Life (SMGL)

Known locally as the Accelerating Maternal care Access Initiative (AMAIL), this PEPFAR/CDC - funded programme
aims to rapidly reduce maternal & neonatal mortality in the CIDRZ- supported Lundazi
and Nyimba districts of the Eastern Province of Zambia.

AMAI Phase 1 aimed to improve maternal and neo-natal cutcomes by increas-
ing the demand for and access to local quality obstetric care. This was done by
sensitisation of key stakeholders, including health facility staff, and community
members about the importance of early care-seeking in pregnancy and the
benefit of health facility deliveries. In addition to better equipping local health
facilities (left: 5 ambulances were purchased to serve Lundazi and Myimba Districts). we supported Community Health Workers and Clinic Support
Warkers to spread health messages to seek early ante-natal care as well as to deliver at health facilities.

AMAL Phase 2 began in July 2014 and monitored and evaluated existing SMGL interventions, as well as performed baseline
assessments in a third underserved district, Chipata. After development of data collection tools to extract data from clinic registers and
government Health Management Information Systems and training on best data collection practices, teams collected data on 31 SMGL
indicators including: the number of basic & comprehensive Emergency Obstetric and Meo-natal Care trained and equipped health
facilities; the number of vaginal and caesarean deliveries: maternal complications and deaths. stillbirths and nec-natal deaths from
over 109 health facilities in Lundazi and Nyimba ranging from small rural health posts to district hospitals. In Chipata, 47 health facility
assessments were done to quantify staff, infrastructure. and available maternal and newborn healthcare services.

L

{} In the SMGL- AMAI Programme Pipeline for 2015

Purchase and distribution of basic Ante-natal care supplies

Provide Emergency Obstetric & Neo-natal Care (EmONC) trainings for healthcare staff in Lundazi, Nyimba & Chipata districts
Mentor Training of Trainers (TOT) participants for programme sustainability

Sensitise Chipata district traditional leaders about SMGL activities

Purchase and distribute incentives for community-based Safe Motherhood Action Groups (SMAGs)

Print back-up Health Management Information System tools

U 0o u U vl
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Eastern Province - Improving Maternal Outcomes

This PEPFAR/CDC- funded programme supports the provision of high-quality, comprehensive, integrated health
services to the underserved population of Zambia's Eastern Province through support of PMTCT activities
in 54 facilities in Chadiza and Lundazi districts; and TB activities in 43 facilities in Chipata district.

The aim is to build healthcare worker capacity & strengthen health systerns that promote improved health, sustainability, and local
ownership. Working through the District & Provincial Health Offices, we provide technical support through on-site training. mentor-
ship, and supervision. We also establish Quality Assurance/Quality Improvement systems and conduct data quality audits.

In FY14, we trained 25 healthcare workers & 25 lay counsellors in PMTCT: and 126 healthcare workers, 9 lay counsellors,
42 traditional birth attendants and 56 classified daily employees in Option B+.

We also held 15 Option B+ "Community Conversations’ and provided blood draw, syphilis testing and infant HIV testing

supplies, cooler boxes, transport for CD4 T-cell count testing, and bicycles for mother-infant follow-up in the community.

We aim to eliminate paediatric HIV by enhancing implementation of Option B+

= to provide lifelong ART to HIV-infected pregnant women.

Adults receiving HIV
cournseling & testing R

“ am Pre akale of Chadiza, Eastern Province and a mather of two children. During my fiest pregaancy |

S0000 & " Hied W gative so | knew my baby was £ Ul guring my second [ tested HIV-p P,
1 I couidnt accept my status gnd da no e ART: and m in bebies died. Duwning rmy Ehird pregnancy, after
29839 4 2 : - A L 5
D . A ’ i h] ,. ; 5
En13 Eulﬂ ] r, {4 IIII 1 f ] r, i r r g =" R ') r
HIV-Positive women
receivin ticn B+ ART ;
E.Cp e was HiV-negative! Thes 5 made me ex-
10Fs ent haby. i order bk e fike rie |
Ted falking fo worme
50% : ' .
m ART as it not anly sa
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Eastern Province - TB Programme

The goal of the Eastern Province TB Programme - also funded by PEPFAR/CDC - is to reduce morbidity & mortality
by improving diagnosis and co-management of TB & HIV co-infected patients;
and by reducing the spread of TB, particularly in HIV clinics.

Previously. an HIV-infected patient suspected of having TB was referred to the TB clinic and had to wait in another long queue to be
screened. This lead to patients being ‘lost to referral” and meant that HIV patients with active TB might not be screened and receive
treatment, risking their own health and spreading TB to others. The same was true for TB patients suspected of also having HIV infec-
tion. To integrate TB & HIV care and capacitate District health facility staff to provide holistic services we supported the training of
Provider Initiated Testing and Counseling (PITC). This means that now HIV counseling & testing is available at the TB Corner, and TB
screening is available in the ART & Maternal Child Health clinics. The Eastern Province TB Programme also focused on improving

infection control procedures to reduce the airborne spread of TB. particularly in HIV Care & Treatment Clinics.

TB Training

= Infection control to 25 healthcare workers

= PITC training to 25 Trainer of Trainers

= Fixed sputum smear slide preparation for
25 Laboratory staff

TEB Commodity Support

— Distribution of HIV & TB Diagnosis and
Treatment Guidelines
== Printing of Diagnostic Algorithms
= Prowition of 20 cooler boxes. 5,000
sputum containers, and 20 bicycles for

sample transportation to TB Diagnostic
Centres
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Tuberculnsis Programme Highlights

Qur CIDRZ CDC- funded healthcare service and TB & HIV training pro-
gramme assists the MOH to reduce the burden of TB in 4 provinces, 12
districts and 337 sites. We also focus on TB & HIV healthcare
service integration and completed evaluation of a pilot HIV & TB care
integration at 2 TB clinics in Lusaka which demonstrated an increase in the
proportion of co-infected patients enrolling into care, and initiating ART.

MTE/RiIf
diagnostic
technaology

TB Plus-Up 3 I's strategy of Intensified Case Finding, Isoniazid Preventive Therapy, & Improved Infection Control
In 2014 we implemented this CDC- funded initiative in 29 health facilities and 8 prisons In 4 provinces. This laboratory "hub’ and
clinic or prison based “satellite’ model uses Gene Xpert MTB/RIf TB testing (top right) to improve accuracy; decrease time to TB diagno-
sis thereby enabling earlier patient initiation on TB and ART treatment: decrease the number of patients lost to follow-up; and
ultimately provide better TB treatment outcomes. TB Plus-Up will end in 2015.

TB Op-X: Optimizing Clinical Outcomes in HIV-Infected Adults & Children Using Xpert MTB/Rif in Zambia
Another CDC- funded initiative has been implementation of the Xpert MTE/Rif
T LAM Ag rapid test diagnostic capability in HIV-infected patients at 3 peri-urban sites in Chongwe and Kafue
districts. Identifying concurrent TB and HIV infection is important as it can shorten time to
initiate necessary TB and ART treatment, thereby improving a patient’s clinical outcome. This
implementation study is comparing the performance of Xpert MTB/RIf to the existing
standard of care of culturing sputum for TB - the "gold standard’ - for TB diagnosis.

In addition, lipoarabinoman or LAM (left) is being tested for accuracy and utility as a novel
point-of-care TB diagnostic test that uses urine instead of sputumn. Results are expected in late
2016.




Prisuns Work

Hon, Deputy
Mlinister of Home

J .F" AfFairs {in pellow),
Prisons & CIDRZ
leaderskip at the
ZaPHSS Stake-
halders Meeting

In 2013, we implemented the successful and
high profile WHO - funded TB REACH

Programme which highlighted the extremely
high prevalence of both TB and HIV in Zambian
prisons and the threat this posed to community

public health oufside prison walls. This experience helped us source additional funding from the
European Union to build capacity within the Zambian Prisons Services.

This 3-year Zambian Prisons Health Systems Strengthening (£aPHS35) project aims to capacitate
the Zambian Prisons Service Health Directorate to plan, manage. and implement improved and
sustainable health services in Zambian Prison facilities.

This project is being conducted in 11 prisons and includes
conducting a qualitative study to better understand inmate
health and access to health care, as well as creating facility-
based Prison Health Committees of inmates and prisons staff
and training them on health needs assessment, peer educa-
tion, TB and HIV screening, and monitoring and evaluation.

Right: & training for & Prisons Health
Committes comprising of inmates & staff

*’:?' In the TB Programme Pipeline for 2015

= With funding from GlaxoSmithKline and Aeras, prepare to conduct the international multi-centre protective immunity TB Vaccine
Clinical Trial, TB-018

= With funding from Global TB Alliance for TB Drug Development, prepare to conduct the Shortening Treatment by Advancing
MNowvel Drugs (STAND) multi-centre international clinical trial to test a treatment-shortening, novel drug combination including an
investigational new drug, PA-B24. Both of these studies will start in mid-2015 and will help build capacity in both our laboratory
and clinical staff
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Programme for the Awareness and

Elimination of Diarrhoea (PAED)

The Ark and Comic Relief - funded PAED Programme is a comprehensive,
sustainable and scalable diarrhoea prevention and treatment programme
designed to decrease post neo-natal Under-5 child mortality in Lusaka Province.

After a successful pilot in Lusaka Province and training 561 frontline health workers on the
Improved Management of Childhood llinesses (IMCI), we worked through the Ministry of
Community Development Mother and Child Health to successfully roll-out the Rotarix ™ oral
_@l rotavirus vaccine nationally in November 2013 as part
i of the national Expanded Program for Immunisation
(EPI).

In June 2014, CIDRZ PAED hosted the 8% African

MCOMCH Han. Minister Katema speaking atthe  Riotayirus Symposium in Livingstone, the first time this
Natianal Rotavirus. Vaccine launch

scientific event was held in Zambia.

Crver 130 leading researchers and scientists from 35 countries -- 28 from across Africa --
attended to discuss current research results and epidemiological trends of the rotawvirus. A total

of 70 abstracts were accepted and 35 oral presenta- Abave : VIPs at the 8th ARS. Back row: Dr Umesh Parashar COC-Atlanta; Dr Evans Mpababwani University Teaching
tions were made during Haodpital Zambia; Dr Dundan Steele Bill & Melnds Gates Fowndation; Dr Rama Chilengi CIDRT; Dy Gedrge Armah Lri-

warsity of Ghana; Cheryl Rudd CIDRZ. Fromt row: Dr Penelopes Kalesha MODMCH; Dr Jason Mwenda WHO

the E-dﬂ'y" symposium. AFRD; Han, Mirster MCOMOH Ernerine Kabanihi; and Or Reger Glais U.S. Mational ingtitutes of Heslth,

"The African Rotawirus group began as a simple training grant which has provided critical data on the burden of retawvirus disease in Africa
leading to the rollout of vaccination pregrammes in mare than 14 countries in the region. This 8" African Rotavirus Symposium organised
by CIDRZ provided the first documentation of the impact of these vaccines and so was really o highlight of many years of training, support

Glass, Director of the F::l-; arty Intarnat onal Center and MIMH Associate Director for International Ressarch

and investment.” -- Dr Boger |

21



—

Tikucheking «
.

The Komboni Housewives:
A Behavioural Change Campaign

- B3 &

PAED also launched a Lusaka Province - wide behaviour change
campaign and research study to promote the prevention,

management and treatment of childhood diarrhoea.

Partnering with the London School of Hygiene and Tropical Medicine, funded
by Ark and Comic Relief, the Komboni Housewives (gossiping “Compound
Housewives™) was an innovative and edu-
taining ensemble of women, accompanied
by popular Zambian musician Afunika that conducted community events, radio programmes and con-
tests that trained parents and caregivers in the proper technique and times for hand-washing with
soap. the importance of exclusive breastfeeding up to & months of age, and the correct method to
constitute and use Oral Rehydration $alts {ORS) and oral Zinc to treat childhood diarrhoea. Qur
PAED's Komboni Housewives initiative advocated for a Zambian company to produce Zinc locally.
thus improving access and price competition for this life-saving commeodity. An evaluation of the
campaign impact is ongoing.

Aboe: Tambisn measic attist Afunika - encouraging audience participation in the Kemboni Houtewives campaign song of “Tiku Checking Ani® (Checking Up On Youl} Above right: The Kombond Mouse-
wives [m action.

("¢ In the PAED Pipeline for 2015
L

= With funding from Ark and Comic Relief, complete the PAED Programme Meonitoring and Evaluation

= With support from the ELMA Vaccine and Immunizations Foundation, strengthen the vaccine cold chain at the District and Health
Facility levels so that life-saving vaccines can reach every child in Zambia, including those that live in distant rural areas
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Water, Sanitation and Hygiene Activities (WASH) 1 Mlon
Sanitation Users
3 Million People Sanitation Programme: A Community-Led Total Sanitation SuccessStory! | 3 “Hﬂl?’

In July 2014, CIDRZ and WaterAid Zambia - both implementing partners - joined the Ministry of
Local Government and Housing, and funders UNICEF and DFID. to celebrate an important milestone
jlin the 3 Million People Sanitation Programme. This Community-Led Total Sanitation (CLTS) pro-
gramme promotes improvemnent in community-wide sanitation in rural Zambia through providing
awareness to promote the end of open defecation. After appropriate sensitisation. the community
itself must truly take the lead in this accomplishment by constructing latrines and "tippy tap” hand-
washing stations supplied with soap, or ash. to attain WASH Open Defecation Free (ODF) status in
order to reduce diarrhoeal disease and improve general well-being of the community.

The celebration of 1,000,000 New Sanitation Users was held in tiny Mupapa Village in Kafue district just outside of the capital Lusaka.
The Mupapa village effort towards attaining ODF status was triggered by a Community Champion in August 2013 and the village was
verified to be ODF - status in March 2014, Villagers like Josephine Aisam (below right with her new latrine and
tippy tap) were ecstatic to be recognised as a model village and chosen to
host the celebrations. The Honourable Deputy Minister of Local Government _ ; 2

W a y

and Housing Micholas Banda presented an ODF certificate to the

Village Headman (abowe). At the event, 15-year old Catherine lsam expressed [ =S 05
her joy at finally having a latrine that provided privacy, and how shameful it H a
was before when she and members of her household practiced open
defecation. She wholeheartedly encouraged other villages to emulate
Mupapa's achievement!

';;} In the WASH Programme Pipeline for 2015

= WWith support from DFID through UNICEF continue to improve Water, Sanitation and Hygiene through Community-Led Total
Sanitation (CLTS) and initiate School-Led Total Sanitation (5LTS) in CIDRZ-responsible districts in Lusaka Province.
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Better Health Outcomes through Mentoring and Assessment

The BHOMA 1 Project - in the 6" year of funding from the Doris Duke Charitable
Foundation under the Population Health Initiative and Training African Health
Initiative - is a collaboration with MOH, MCDMCH and Zambart focusing on 5

rural districts of Lusaka Province. The overall aim is to accelerate a shift from disease-
specific to sustainable, integrated primary healthcare programmes that strengthen
health systems and achieve measureable significant health improvements. Another aim
is to increase use of evidence-based health delivery and health systems planning by supporting
implementation research. In 2014 the BHOMA, 1 team completed implementations at 40 rural clinic
sites by setting up sustainable electronic data systems with over 1 million individual patient wvisit

records entered. Clinic staff received ongoing mentoring and supportive visits, and 500 volunteers
in 20 facilities received trainings in safe motherhood through "Community Conversations.”

BHOMA 2 Project

In 2013, Comic Relief provided funding for 20 existing BHOMA sites to focus intensively on
implementation of adapted best practices for maternal newborn care packages at the
community and clinic level. Titled BHOMA 2, this project is promoting establishment of
community-led and community-owned maternal support activities as well as implementation
of incentive-based traditional birth attendant activities to improve Ante-natal care
attendance, facility deliveries and family planning use.

Abowve: & BHOMA "Community Conversation” meeting

'E:?' Inthe BHOMA Programme Pipeline for 2015

= Scale-down mentoring support to BHOMA 1 sites
= Collect and map BHOMA 2 baseline implementation data around Sexual Reproductive Health (SRH) issues affecting target
communities: conduct sensitisations and *Community Conversations’ to address barriers to access of SRH care services
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Engaging the Community

Central to CIDRZ healthcare programme and research activity is engaging the
community and key stakeholders through the traditional social infrastructure.

g After all required Government, Ministry and local and international

Ethical approvals have been received. our health and research programmes must sensitise the
relevant health facility staff. local government ward counsellors. and
| other key stakeholders through face-to-face or small group meetings.

=| However, sensitising the general community is done Zambian style.
First, is the rhythmic pounding of the African drums to attract

attention interspersed with energetic traditional dancing and singing. This may be followed by a

humaorous skit or song to demonstrate the message, and end with a health talk or small group

sessions to allow for questions and answers. Formal events with dignitaries may follow the same style,

but may also include brass bands. flag-off marches, speeches, ribbon-cutting. and much pomp and ceremony.

When engaging the community it is very important to respect the Zambian social infrastructure
and ensure that the local Traditional Chief or Chieftainess. the Indunas (Advisors), Village Headmen,
B Traditional Marriage Counselors, and Traditional Health Practitioners are
1 also sensitised on the purpose of the programme/research or health message.

oA After a sensitisation event for traditional the National Rotavirus Vaccine lunch
rulers in Eastern Province the Voluntary Medical Male Circumcision (VMMC) ;
programme saw an increased acceptance of circumcision in the entire province, with some Chiefs becom-
ing MC Champions and undergoing the procedure themselves! Sensitising the Faith-based community and
MNeighbourhood Health Committes members is also very important as their involvement assists in raising awareness, and promoting the
health programme and the desired behaviours, because the public better trust the messenger and thus the message.
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Research: A Core Component of Our Mission

We conduct high-quality, clinical trials & implementation science
that follow Good Clinical Practices (GCP) and the UNAIDS/AVAC
Cood Participatory Practices (GPP). We have dedicated research
regulatory affairs, data management & analysis, quality control &
assurance, research pharmacy & lab departments. Every study re-
ceives all necessary local & international ethical and regulatory ap-
proval prior to initiation, and undergoes annual ethical review, All
research staff has current Human Subjects Protection certification.

Because of our strong focus on programme implementation,
integration & evaluation, many of our studies seek to directly
improve the provision and uptake of healthcare services, using
culturally-relevant, resource appropriate strategies. We collaborate
with District & Provindial Health Offices and working together raise
healthcare provision to new standards,

Knowledge generated during healthcare service delivery inform
research questions. and results of research studies directly inform
programmes. CIDRZ has conducted numerous influential studies,
and this work has been enhanced by our relationship and engage-
ment with local and international policymakers.

We strive to bridge the gap between research and policy, allowing
CIDRZ to inform clinical practice and promote evidence-based
strategies locally, regionally, and globally.

CIDRZ research activities range from small diagnostic and pharma-
cokinetic trials, to behavioural studies, to individual & multi-site
clinical trials, to multi-district or multi-country evaluations.

CIDRZ is committed to answering
key research questions relevant to Zambia.
As of September 2014, CIDRZ has 40 research studies
in planning, enrollment or follow-up.

@ Our U.5. National Institutes of Health-funded Clinical
Trials Unit takes part in international multi-site clinical trials as
part of the International Matemal, Pediatric, Adolescent AIDS
(IMPAALCT) Network. and the HIV Prevention Trials Network
(HPTN).
4= We also take part in the U.5. National Institute of
Allergy and Infectious Disease - funded International Epidemio-
logic Databases to Evaluate AIDS (leDEA) research consortium
which addresses unique and evolving research questions in
HIV/AIDS that are unanswerable by single cohorts. By pooling
large data sets data can be generated which address high prior-
ity research questions in a more timely and cost efficient man-
ner. We take part in the pooled regional analysis for ART. and
have sub-awards for hepatitis and malaria research.

4 We are involved in the LS. National Institute of Child
Health and Human Development-funded Global Metwork for
Maternal and Child Health and have completed over 10 field
studies.

-4 We also manage 6 observational databases.
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Mure About Our Research

Key NEW Research Project

Better Information for Health in Zambia (Betterlnfo)

This Bill & Melinda Gates Foundation supported grant award aims to systematically gain a better understanding of why
some patients enrolled in anti-retroviral treatment (ART) care stay in care, while others are ‘lost’ from care.

It is estimated that 25 - 40% of patients enrolled in ART care may be lost-to-follow-up.

The "Betterinfo’ study will trace lost patients. learn of their outcomes, and more importantly. why. It will provide more
accurate estimates of patient outcomes at both the clinic and provincial levels which will help the Government of the
Republic of Zambia to make informed decisions about HIV care service programmes and facilities to better meet the

needs of ART patients so that they stay in life-saving care, Study staff will use best practices when tracing "lost” patients to
protect their privacy and confidentiality, and patients that have stopped receiving care will be encouraged to resume.

Betterlnfo will be conducted in 30 sites in Lusaka, Western, Southern & Eastern Provinces over 29-months.
| The study involves dynamic stakeholder engagement including guidance by a local and international Advisory Committee
of scientists and government officials and quarterly meetings with Neighbourhood Health Committees at the sites,
Betterlnfo is lead by CIDRZ Principal Investigators. Dr Charles Holmes and Dr lzukanji Sikazwe, and Dr Elvin Geng of the
University of California, $an Francisco.

{ J In the Research Pipeline for 2015
)
= New collaboration with HIV Vaccine Trials Network (HVTN) to conduct a Phase 1 HIV vaccine trial to evaluate the safety and

immunogenicity of a candidate HIV Clade C vaccine in healthy, HIV-uninfected adult participants

= Mew collaboration with AERAS TB Vaccine Network to conduct TE - 018, a Phase 2b trial of a Protective Immunity TB Vaccine

= Mew collaboration with TB Alliance - Global Alliance for TB Drug Development to conduct the Phase 3 STAND trial to evaluate the
efficacy, safety and tolerability of a treatment shortening regimen for TB
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Select 2014 CIDRZ Publications | since inception CIDRZ has published
over 260 peer-reviewed manuscripts

Rainwater-Lovett K, Nkamba H, Mubiana-Mbewe M, Bolton Moore C, Margolick J, Moss W. Antiretroviral therapy restores age-dependent loss of
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tions for cervical cancer prevention in sub-5aharan Africa. Vaccine. 2013 Dec 29:31 Suppl 5:F73-4. doi: 10.1016/.vaccine. 2012.11.077. PubMed
PMAID: 24331750,
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Codfrey K. Chi B, Moore CB. Managing multiple funding streams and agendas to achieve local and global health and research objec-
tives: lessons from the field. ) Acquir Immune Defic Syndr. 2014 Jan 1:65 Suppl 1:532-5. PubMed PMID: 24321983,

Haolmes, Charles; Pillay. Yogan; Mwango, Albert; Perriens. Jos: Ball. Andrew: Barreneche, Oicar; Wignall, Steven; Hirnschall, Gottfried: Doherty. Meg C.
Health systems implications of the 2013 WHO consolidated antiretroviral guidelines and strategies for successful implementation.

AlDE: March 2014 Volume 2B p 5231-5239 doi: 10.1097/QAD 0003000000032 50 PMID: 24839483,

Topp 8M, Chipukuma JM, Hanefeld J. Understanding the dynamic interactions driving Zambian health centre performance: a case-based
health systems analysis. Health Policy Plan, 2014 May 14. pil: czue029 PMID: 24829316,

Harris JB, Siyambango M, Levitan EB, Maggard KR, Hatwiinda 5, Foster EM, Chamaot E, Kaunda K, Chileshe C, Kridner A, Henostroza G, Reid SE. Derivation
of a tuberculosis screening rule for sub-5aharan African prisons. Int ) Tuberc Lung Dis. 20014 Jul:18({7):774-80. doi:10.5588/1jtld. PMID: 24902551,
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berd PL. Liechty EA, Krebs NF, Hambidge MK, Buekens P. Carlo WA, Wright LL. Koso-Thomas M. Jobe AH, Goldenberg RL. and the Global Metwork Mater-

nal Mewborn Health Registry Study Investigators, A Global Metwork Cohort Study of Maternal Mortality and Risk of Adverse Birth Out-
comes in Communities in Low-resource Settings. Bull World Health Organ. 2014 Aug 1:92(8):605-12. doi: http://dx.doi.org/10.2471/BLT.13.127464.

Rainwater-Lovett K, Hc N, Mublana-Mbewe M, Moore CE, Jb M, Wi M, Changes in Cellular Immune Activation and Memory T Cell Subsets in
HIV-Infected Zambian Children Receiving HAART. ) Acquir Immune Defic Syndr. 2014 Sep 15, PMID: 25226208,

Mweemba A, Zanolini A, Mulenga L. Emge D, Chi BH, Wandeler G, Vinikoor M), Chronic hepatitis B virus co-infection is associated with renal im-
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Training: A Core Component of Our Mission

Training is central to almost every healthcare programme & research study we conduct.
S5ome examples are increasing the knowledge and skills of community - based counsellors to provide
door-to-door VCT and Couples Counselling at the grassroots level in our PEPFAR/CDC- funded
Community Compact programme; updating frontline health workers on how to correctly manage

Above: Community Compact programme
Prychosacial counseling graduates in
childhood diarrhoea as part of the rotavirus vaccine scale-up programme; training research staff on how rural Kalabo, Westem Province

to correctly administer informed consent to research volunteers following Good Clinical Practice (GCP)
guidelines; and mentoring District nurse-midwives, laboratory technicians and pharmacy personnel in
our PEPFAR/CDC- funded HILO programme.

In addition to project specific training, CIDRZ staff also received training
on Finance, ICT and ERP systems as well as extracurricular health messag- = CIDRZ hosts a Weekly Research Meeting where

es linked to celebrations of World Health Days & commemorative days. Lusaka-based healthcare and research members hear
'rhis ?Ear H-Iere. A wents I:,E.atur]rllg l-he. Empaﬁahﬂe ,.:’I' bll:“:’d dgnaﬁmn Iﬂfﬂl Eﬁ. interna fiﬂr‘liﬂ EHpEI‘tE pr‘E!El‘It o thEir aireas le
fﬂ“GW'Ed b-|.|| a blﬂud drive‘ tewi':al cancer pmentiﬂn and .screenjng1 EKDE‘I"‘-HSE. K’E‘f pFESEH’[a’[iDnS iﬂ 2':”4 WEre l.'.|E|i1u'E'l'Ed b'f:'
HIBTRIVRIIL BIFT SOps BICE RS AOOAIEGERCaI ¢ Dr Paul Kelly, London School of Hygiene and

Clthowiie;
Dr Joseph Tropical Medicine

%dm """"'"""‘uf"::“” + Dr Edward Hook, University of Alabama at
CIDRZ |Cimctor

| Zambsia National Birmingham

Blood Transfusien | 4 Dr Omar Siddigi. Harvard Medical School

Service; ICT train-

ing; T8 Knowledge + Dr Samuel Zuercher. Infectious Disease Institute of
the University of Bern

+ Dr Elvin Geng, University of California,

San Francisco

i

= CIDRZ researchers also come together at bi-weekly
Analysis Meetings and Journal Clubs.
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Public Health & Research Training Opportunities

CIDRZ HIVCorps Public Health Fellowships

This fellowship provides a valuable field training opportunity for Zambian and expatriate students and early-career public health pro-
fessionals through one-year long attachments in programme implementation & management, clinical trials research, clinical care quality
improvement systems, data management & analysis, implementation sdence, or public health communications,

Global Health Corps Fellowship Programme
CIDRZ is a site for this international programme for promising early career public health professionals. The emphasis on “paired” local
and international trainees enhances the bi-directional exchange of knowledge and encourages future collaboration.

Fogarty Global Health Fellowship

Through a competitive process, pre- and post-doctoral trainees are provided 12 months of dedicated Fogarty/U.S. National Institutes
of Health-support to gain international research experience. Mentored by senior investigators in Zambia, trainees work in the areas of
HIV. TB. maternal-child health. primary healthcare, childhood immunisation. and reproductive health screening. among others.

Doris Duke International Clinical Research Fellowship

Expatriate medical students explore international clinical research careers through exposure to one-year long attachments. Under
CIDRZ mentors. fellows gain experience in various steps of clinical and epidemiclogic research, including study concept development.
project implementation, and results dissemination.

Cervical Cancer Research Capacity Initiative

In collaboration with U.5. and Zambian institutions, CIDRZ has developed a multidisciplinary cancer research training programme
with U.5. National Cancer Institute funding to build research capacity within the Lusaka-based University Teaching Hospital and Cancer
Diseases Hospital through individualised mentorship and grant support for seed projects in various fields of epidemiology. nutrition,
pathology. gynaecologic oncology. radiation oncology. and virology.

Short-term CIDRZ Internship Attachments

We accept applications from Zambian under- or post-graduate students seeking one to six month long placements on a case-by-
case basis including a range of technical (e.g.. laboratory, study implementation, pharmacy) and administrative (e.g., accounting,
human resource, ICT) disciplines.
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Left:

Physician, HIY
prevention activist and
jeurnalist, Dr
Manmasseh Phiri with
Dusputy CEC Dy Izuboan|l
Sikarse

Training and Dissemination Events

8th National Anti-Retroviral Technical Update Meeting

Harmonised, Integrated and Simplified Quality HIV Care

Every year CIDRZ HIV/AIDS Clinicians, Pharmacists and Programme Managers take part in the
Mational ART Technical Update either through collaboration with MOH and MCDMCH colleagues to
organise the event, to make presentations, and/or to attend. This year's update included eight CIDRZ
presentations as well as a Civil Society Plenary chaired by CEQ Dr Charles
E Holmes and Dr Jonas Mwale of CDC- Zambia (left).

Right: Han. Deputy Minister of Mealth, Dr Chitaly Chilufrs, officially SESEEEEEEEE fn
opening the Pharmacy Research Conference [ l'l'lrﬂl-l'ﬂi-'l".'l' Hoall %
1 L

Pharmacy Research Conference

Promoting Pharmacists’ Involvement in Quality Research to Improve Health

With the support of ABBVIE Pharmaceuticals. the CIDRZ Pharma-
ceutical Services Department staff (left) convened a conference for local public and
private sector pharmacists and technicians to provide updates on ART and prevention of drug

resistance as well as to train on the role of pharmacy-related research. This training conference is
| intended to become an annual event.

TB Programme Dissemination

Presentations were made by CIDRZ TB Project Managers and Coordinators
fright) to multiple Ministries, Zambian regulators. partners, NGOs, TE stake-
holders. and the media. The event was officially opened by the Hon. Dep-
uty Minister of Health and closing remarks were delivered by the National
TB/Leprosy Control Programme Manager. Dr Nathan Kapata (left).




Key Organisational Updates

Successful Implementation of Sage X3 ERP

A big accomplishment in 2014 was the successful implementation of the Sage X3
Enterprise Resource Planning (ERP) business system; CIDRZ is the first NGO in Zambia to
do sol In the past, CIDRZ ran AccPac for accounting, PURIDIOM for web-based procure-
ment processing. and LIMS for lab tests, but these programmes could not exchange data
amongst themselves. thus slowing decision-making. reporting and increasing risk of error.
Implementation of ERP has increased transparency and accountability as users
can now view the workflow process to see how their task is progressing. Now,
performing financial transactions is streamlined with automated workflows and
controls built in. Implementation of ERP included initial and refresher staff train-
ing as well as the production of one-page training guides and tools.

» In 2015 we look forward to introducing 8 Human Resource 5Self-Service Portal

where staff will file time sheets, submit performance assessments and access
leave forms and payslips online.

| CIDRZ Celebrates National Labour Day

|
ZAMBIA || May 1" is important for the Zambian workforce, so it was with pleasure that in
"-i_ | Zambia’s Independence Jubilee year CIDRZ tock part in this annual event under
=T the theme “Zambia at 50: Creating Decent Work and Promoting Socio-Economic Justice for National Development”,

CIDRZ was the only health NGO represented at the event. Thirty staff volunteered to walk behind the CIDRZ banner in the National
march-past and Presidential Salute event. The following day staff gathered at the CIDRZ Head Office in Lusaka for a ceremony and
lunch to honour the 39 CIDRZ Labour Day employee awardees who received certificates, a gift voucher and a photo with the Board of
Directors Chairman. The categories of CIDRZ staff awards were: Most Qutstanding, Most Innovative, Most Cost-Efficient, and

Maost Improved and Committed Employees.

Ll
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Fundraising Campaign

In late 2014, CIDRZ launched the first-ever fundraising campaign
with the target of raising USD 2.5 million.

. Laft: CEO Dr Charles Holmes
In this initiative we chose to partner with Accordia Global Health Foundation,

an organisation dedicated to building Africa’s permanent capacity for health
leadership and innovation through the establishment and support of sustainable African Health
Institutions such as CIDRZ. Secure donations may be made through the Accordia website and
being a 501 (C) (3) organisation, individual donors may receive a L.5. Internal Revenue Service
deduction, if desired. (http://wwna.accordiafoundation.org/).

Although CIDRZ has a very successful record of winning and executing competitive grant

awards, as a newly independent organisation we also require non-grant or ‘unrestricted’ revenue.

A reserve of this nature will provide CIDRZ with the financial flexibility we need to be able to act
quickly on innovative ideas and strategic opportunities, to continue to develop our laboratory
and other infrastructure so that we may expand our programmes to serve more Zambians, to
provide professional development training for our staff, and to continue our work and training
to build the next generation of Zambian public health leaders.

To date the campaign has centred on social media call-to-action activities and small hosted
events where CEQ Charles Holmes. and other dedicated supporters such as Mary Fisher speak
and show our film CIDRZ: Bringing Hope and Health in Zambila (https:/fwww. youtube.com/

wiatch v =6g-tYLbMBEWSs) which features employee, health advocate and woman living with HIV,

Susan Chirwa sharing her CIDRZ story.

Mary Fisher, AIDS adwocate,
wrtist, author and kondgtime
CIDRT supporter

N

AC FGR Dlﬁ.

LOBAL FEALTH FOLSDA TN

Lo

Right: Accordia
Fowndstion President
Or Robsert L. Mailet
speaking at the CIDAZ
fumdralsing event

Our aim is for CIDRZ to be
a long-term resource to the
country of Zambia, one that
will create knowledge, build
the capacity of future health
leaders and save and
improve more lives.




Financials

01 October 2013 - 30 5eptember 2014

An independent local organisation, CIDRZ supports Zambia’s national
health priorities. Our ultimate aim is to strengthen primary health care
systems to improve health for ALL Zambians.

During FY 2014 CIDRZ focused on recruiting skilled and experienced Board members, and building robust internal management
structures and governance systems/controls to anchor organisational functioning. Success was achieved and CIDRZ now has:

= A reconstituted Board with subcommittees of Audit and Finance, Investment, and Scientific and Programmatic Performance
— A strong Internal Audit Department led by a Certified Internal Auditor and Fraud Examiner
= Implemented a Financial and Operations Enterprise Resource Planning (ERP) systemn to streamline organisational processes

In September 2013, CIDRZ signed Ministry of Justice approved Memorandums of Understanding with the Ministry of Health and
Ministry of Community Development Mother and Child Health as well as reached an agreement with the Zambian Revenue
Authority to ring-fence historical tax liabilities and become fully tax compliant regarding Pay-As-You-Earn source deductions for all
employees. Other notable accomplishments were the closing of both the 2013 and 2014 books with unqualified audits by top

auditing firms.

CIDRZ manages over
USD 34 million worth of grant
awards ranging from U.S. Federal
to Private Foundations.

Notable accomplishments this year was
winning 10 new grant awards totaling
over USD 6,325,000 with 4 awards from
new funders: M-AC AIDS Fund, Elma, the
Mational Cancer Institute, and the
HIV Vaccines Trials Network.

Program Income 2013-2014

W Local Ownership® Infegration of HIV
Pragramas in Pramary Hedl th Cane

W CIOAT Chimical Triaks Umit-HR
Friventon

= Exparsion of ART. TB & VT Progmms
o Zamibia

52.04% 3449 W Better Health Cutcomes through
beraaring K & iment

52207175 B Beiter Information for Health in
£15.989,.41 Tambia

1. 708 614
51181372 Elimination of Diarrhoea

W Programime fo the Saareness &

FE FHT
§9 488, 1932 = Other
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Thank You to Our Donors and Partners

Without the collaboration, confidence and generous support of our
donors and partners, CIDRZ would not be able to contribute to
improving health in Zambia. We thank you!

AIDS Clinical Trials Group

Abataka Zambia

ABBVIE Pharmaceuticals

Accordia Global Health Foundation

Apras

Ark

Bill & Melinda Gates Foundation

Bush Institute

Canadian International Development Agency
Cancer Diseases Hospital (Zambia)

Centers for Disease Control and Prevention
Cervical Cancer Research Capacity Initiative
Churches Health Association of Zambia
Columbia University ICAP

Comic Relief

Delft

DFID

Doris Duke Charitable Foundation

Doris Duke International Clinical Research
Fellowship

ELMA Vaccine and Immunizations Foundation
European Union

Fogarty Global Health Fellowship

35

GlaxeSmithKline
Global Advocacy for HIV Prevention - AVAC
Global Health Corps

Groundwork Initiative for Global Health at MIT Sloan

HIY Prevention Trials Metwork

HIVY Vaccine Trials Network

International Epidemiologic Databases to Evaluate
AIDS

International, Maternal, Pediatric Adolescent AIDS
Clinical Trials

International Initiative for Impact Evaluation 3ie
Japan International Cooperation Agency JICA
Johns Hopkins Lniversity

London School of Hygiene and Tropical Medicine
MAC AIDS Fund

Mary Fisher

Max M & Marjorie 5 Fisher Foundation

Ministry of Chiefs and Traditional Affairs

Ministry of Community Development Mather and
Child Health

Ministry of Education

Ministry of Health

Ministry of Home Affairs

Ministry of Housing and Local Government

Mational Cancer Institute

Mational Institute of Allergy and Infectious Disease
Mational Institute of Child Health and Human
Developrrent

Mational Institutes of Health

Pink Ribbon Red Ribbon

Susan G, Komen

T8 Alliance - Global Alliance for TB Drug
Development

UKAID

United Mational Children’s Fund

United States Agency for International
Development - USAID

.5, President's Emergency Plan for AIDS Relief
University of Alabama at Birmingham
University of North Caroling at Chapel Hill
University Teaching Hospital {Zambia)
Vanderbilt University

Wateraid Zambia

World Health Organization

Zambian AIDS Related Tuberculosis Project
Zambian Prisons Services

Zambian Center for Applied Health Research and
Development



Abbreviations and Acronyms

AIDS - Acquired Immunadeficiency Syndrome
AMAI - Accelerating Maternal care Access Initiative
ART - Anti-Retraviral Treatment

BHOMA - Better Health Qutcomes through Mentoring and Assessment
COC - Centers for Disease Control and Prevention
CLTS - Community-Led Total Sanitation

EGPAF - Elizabeth Glaser Pediatric AIDS Foundation
EmOMC - Emergency Obstetric and Neo-natal Care
EPI - Expanded Programme on Immunisations

ERFP - Enterprise Rescurce Planning

GCP - Good Clinical Practices

GPP - Gaod Participatory Practices

GRZ - Government of the Republic of Zambia

HILO - HIV Integration into Local Ownership

HIV = Human Immunodeficiency Vinus

H5F - Human Subjects Protections (Ethics)

ICT - infarmation, Commanication and Technology
IMCI - iImproved Management of Childhood lliness
LAM - Lipoarabinoman

LEEP - Loop Electrosurgical Excision Procedure
ML - Male Circumcision

MCDMCH - Ministry of Community Development Mother and Child Health
MLGH - Ministry of Local Governmient and Housing

MOH - Ministry of Health

MOHA - Ministry of Home Affairs

NGO - Man Gavernmental Organisation

MIH - Mational Institutes of Health

ODF - Open Defecation Free

DRS - Oral Rehydration Salts

PITC - Provider-Initiated Testing and Counselling
SLTS - School-Led Total Sanitation

SMAG - Safe Motherhood Action Group

SMEGL - Saving Mothers Giving Life

SRH - Sexual Reproductive Health

TB - Tuberculosis

TOT- Training/Trainer of Trainers

PEPFAR - U5, President’s Emergency Plan for AIDS Relief
PMTCT - Prevention of Mother to Child Transmission (of HIV)
UMZA, - University of Zambaa

UTH - University Teaching Hospital

VT - voluntary Counseling and Testing

VIA - Visual Inspection with Acetic Acid

VMMC - Voluntary Medical Male Circumcision
WASH - Water, Sanitation and Hygiene

WHO - World Health Organization

ZAMRA - Zambia Medicines Regulatory Authority

ZaPHSS - Zambia Prisons Health Systems Strengthening
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Centre for Infectious Disease Research in Zambia (CIDRZ)

CIDRZ Head Office
Plot 5032 Great North Road

PO Box 34681
I[ﬂ Lusaka, ZAMBIA 10101
E-mail: info@cidrz.org

facebook.com/CIDRZ twitter.com/CIDRZ



F . Kimars, Peter (NIH/FIC) [E] f0=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFEISAOLT) CH=RECIPIENTS/ M =KL MARKPH4BA <peter kimaruiinih.gov=

Toe Glass, Roger (MIHFIC) [E] f0=NIHA = NIHEXCHANGE cn=FlC fcn=glassr < glassr@mail.nih,gov =
Subject: Fv: Greetings: Vist of Albardan Minister of Health to NIH
Date: 2016/02/24 07:23:53
Priority: Normal
Type: Hote

FYI - Albania info,

Peter Kilmarx, MD, FACP, FIDSA
Fogarty International Center, NIH
From: Kilmarx, Peter (NIH/FIC) [E]

Sent: Monday, February 22, 2016 3:59 PM

To: Herrfurth, George (MIH/FIC) [E]
Ce: Bridbord, Ken (NIH/FIC) [E]
Subject: RE: Greetings: Visit of Albanian Minister of Health to NIH

Thanks very much Gearge for great legwark

| also found:

https:/ fen.wikipedia. wikifAlbaniafsScience _and techno

Science and technology

Main article: Science and technology in Alhania

From 1993 human resources in sciences and technology have drastically decreased. Various
surveys show that during 1991-2005, approximately 50% of the professors and research
scienhists of the universities and science institutions in the country have emigrated. =

However, in 2009 the government approved the "National Strategy for Science, Technology and
Innovation in Albania™*J covering the period 2009-2015. It aims to triple public spending on
research and development (R&D) o 0.6% of GDP and augment the share of gross domestic
expenditure on R&D from foreign sources, including via the European Unipn's Framework
Programmes for Research, to the point where it covers 40% of research spending, among others.
And link to the Strategy, which mentions public health but no details;

http://portal unesco.org/en/files/4 749971267 71157095T1_english, pdf/STI% 2Benglish, pdf

Also of note, 520 articles in:
http:/fwww.nchi.nlm. nih.gov/pubmed term=Albania%5BAffiliation%sD

PK

From: Herrfurth, George (NIH/FIC) [E]
Sent: Monday, February 22, 2016 2:43 PM
To: Kilmarx, Peter (NIH/FIC) [E]

Cc: Bridbord, Ken (NIH/FIC) [E]



Subject: PW: Greetings: Visit of Albanian Minister of Health to NIH
Importance: High

Hi Peter: Attached are the bios for the visitors from Albania.

We don't know too much about biomedical or behavioral research in Albania given the paucity of data
for the country. Health care in Albamia declined steeply after the collapse of socialism in the country, but
a process of modernization has reportedly been taking place since 2000, In the 2000s, there were 51
hospitals in the country, including a military hospital and specialist facilities. Albania has successfully
eradicated diseases such as malaria.

Life expectancy is estimated at 77.59 years, ranking 51st worldwide, and outperforming a number of

Eurgpean Union countries, such as Hungary and the Czech Republic, Demographic and Health Surveys
completed a survey in April 2009, detailing various health statistics in Albania, including male

circumcision, abortion and more,

The Faculty of Medicine of the University of Tirana is the main medical school in the country. There are
also nursing schools in other cities,

The general improvement of health conditions in the country is reflected in the lower mortality rate,
down to an estimated 6.459 deaths per 1,000 in 2000, as compared with 17.8 per 1,000 in 1938, In 2000,
average life expectancy was estimated at 74 years, compared to 38 years at the end of World War 11
Albania's infant mortality rate, estimated at 20 per 1,000 live births in 2000, has also declined over the
years since the high rate of 151 per 1,000 live births in 1960. There were 69,802 births in 1993 and the
fertility rate in 1999 was 2.5 while the maternal mortality rate was 65 per 100,000 live births in 1993. In
addition, in 1997, Albania had high immunization rates for children up to one year old: tuberculosis at 94
percent; diphtheria, pertussis, and tetanus, 99 percent; measles, 95 percent; and polio, 99.5%. In 1996,
thie incidence of tuberculosis was 23 in 100,000 people, In 1995 there were two reported cases of AIDS
and seven cases in 1996. In 2000 the number of people living with HIV/AIDS was estimated at less than
100 cases, The leading causes of death are cardiovascular disease, trauma, cancer, and respiratory
disease,

Alternative medicine is also practiced among the population in the form of herbal remedies as the
country is reportedly a net exporter of aromatic and medicinal herbs.

Hope this helps. However, it still does not address what, if any, significant biomedical research is
ongoing in the country of nearly 2.9 million

George

Sent: Monday
To: Glass, Roger (NIH/FIC) [E]

Cc: Bridbord, Ken (NIH/FIC) [E]; Herrfurth, George (NIH/FIC) [E]; Floreta Faber
Subject: RE: Greetings: Visit of Albanian Minister of Health to NIH
Importance: High

Dear Dr, Glass,



Please find attached the bios of the Albanian delegation's members that wall visit MIH,

Best regands,
Mamica

Mamica Toska

Minister Plenipotentiary

Embassy of the Republic of Albania
2100 5 5trest, NW

Washington DC 20008

Tel, (202) 223 4942

Fax. {202) 628 7342
Mok, g Pt |'
Emall, jiedacen oy agresmen 1

From: Floreta Faber

Sent: Monday, February 22, 2016 10:13 AM

To: Glass, Roger (MIH/FIC) [E]

Ce: Bridbord, Ken (NIH/FIC) [E]; Herrfurth, George (NIH/FIC) [E); Mamica Toska
Subject; RE: Greetings: Visit of Albanian Minister of Health to NIH

Dear Dr, Glass:

It was nice to hear from you and thank you for giving your time in putting this meeting and
tour together.

Please let me confirm Wednesday, February 24 at 9:00.

The delegation is composed as following, all Albanian citizens:

lir Begajf— " ="

Klodiana Spahiu, by agEremen
Floreta Faber,
Edmond Fabe

We will bring yvou shortly the Bios of the members of the delegation.

I would highly appreciate to also have the bio of who we are meeting at NIH, hopefully in a
very short note the meeting can also meet with Director Collins. 1 am also hoping that Ms.
Diane can also be with us during the visit.

Looking forward ko it.

Sincerely,

Floreta

Floreta FABER
Ambassador

Embassy of the Republic of Albania



2100 5 Street, NW
Washington DC 20008
Tel. (202) 223 4942

Fax. (202) 628 7342
M'l:lb B by e

Ermai ai} by Bgrisermend

From: Stover, Kathleen (MIH/FIC) [E] [stoverka@mail.nih.gov] on behalf of Glass, Roger (NIH/FIC) [E]
[glassr@mail.nib.gov]

Sent: Monday, February 22, 2016 9:33 AM

To: Floreta Faber

Cc: Glass, Roger (NIH/FIC) [E]; Bridbord, Ken (NIH/FIC) [E]; Herrfurth, George (NIH/FIC) [E]
Subject: FW: Greetings: Visit of Albanian Minister of Health to NIH

Dear Ambassador Faber,

We are delighted that you and Minister Beqgaj will be able to visit NIH this week, Unfortunately, Dr,
Collins' heavy schedule does not allow for a meeting with the Minister this week and | have

instead been given the honor of hosting the meeting to discuss issues of mutual interest, We propose
that the Albanian delegation meet us at 9:00 on Wednesday, February 24, in the Fogarty International
Center's facilities followed by a tour of the NIH Clinical Center at 10:004AM, time permitting.

If acceptable, then in order to adequately clear the Albanian delegation through NIH Security for the
visit we will need the full name [first, middle and last), dates of birth, and citizenship of each individual
and we will also need that information for the vehicle that you will be using to convey the delegation to
MNIH, including the make, model and color of the vehicle as well as the Driver's full name, date of birth
and citizenship. We would greatly appreciate the above information by 12 noon tomorrow.

Thank you and please do not hesitate to contact me if vou wish to discuss.
Best regards,

Roger

Roger I. Glass, M.D., Ph.D.

Associate Directar for International Research

EDirector, Fogarty International Center
MNational Institutes of Health

From: Floreta Faber [mailtcfF=oomen o aweerem
Sent; Sunday, February 21, 2016 10:09 AM
To: Roger Glass WY A

Cc: Glass, Roger TCTTE]

Subject: RE: Greetings: Visit of Albanian Minister of Health to NIH

Dear D, Glass:



I am s0 happy to have heard from you. Mimister of Health, HLE. Thir Begaj will be in Washington
DC available for meetings until Wednesday, February 24th.

I hope vou find appropriate one of the following time slots:

February 22, at 4.30 pm

February 23, at 9.00 am

February 23, at 3.30 pm

February 24, at 11.30 am

The delegation accompaining the Minister in visiting NIH will be:

Dr. Klodiana Spahiu, MP, Vice Chair of the Health Commision of the Albanian Parliament
Floreta Fabe, Ambassador of Albania

Dr. Edmond Faber, ex Director for Trauma Center in Albania, now hving in DC.
Thank you very much in advance.

Looking forward to hear from you.

Sincerely,

Floreta

Floreta FABER
Ambassador

Emb : - ic of Albania
Moh b

Seni from my Semsng devico

ceeeeees Original message --------
From: Roger Glass By agreemment ]
Date: 2/20/2016 12; T-05:00)

To: Floreta Fabey o 02 & Rsenen
Ce: glassrimail. nih. gov
Subject: Greetings: Visit of Albanian Minister of Health to NIH

[ear Ambassador Faber,

Grectings . Dione Baker spoke 1o us about vour visit and we have received the official notice from vour Cffice about
the arrival of your Minister of Health HLE. liia Begja 1o Washington. My office would be happy 1o sct ug a visit 1o
NIH and the clinical center and we can request & meeting with the Director, D, Collins, if he is available. [ serve as
his Associate Director for Global Health so we can also brief you and the Minister about NIH.



Mr. George Herrfurth in my office ( Herrfurgir mail nih.goy ) will be helping me and has already contacted the
Embassy to find the prospective dates, This note is to reassure vou that we will help facilitate the visit whenever the
Minister armives. Please let us know if the Minister has any arcas of special inferest.

Best personal regards and please let me or Mr. Herrfurth know if vou have questions or necd extra help.

Roger

Roger Glass, M.D., Ph.D
Director, Fogarty Intermational Center and
Associate Director for Global Healih
Matwanal Institutes of Health

Tel: 301-49%6- 1413

Sent from my iPad

Il prrniaceces | Irpdmo e i OITrnniiE W bl mEkarte SR | deslewinr wasss paT indigin ORe pe el Choren
B ol | daheh nisur, mund b pimmbaps makssials Konfidoncisls dho | ose M prvileguam veldm pdt marmésin. Cdo
riskikim, [rasmolim, shpérndars opo arpéde o dondl waimimd tebde 1§ rogaahsdm me ks, noo pedeonal S0 moa
subpiplite b T 80 ndryshena nga mamis) @ synar Gt | nostuer, Mk monmd gatsrmeshl uibd masarn, ju uiom
koriakioni ungentshi dipuesin e 1 dis shing goo materal & tasmetuar nié kompjulern waj. Me nok pranojmd
Eargh ity lhur ma déemirmr &0 hombpen & Shkaklusr nga peoce anss W dosmsleng Bapo Ngl vifuss | phivie
msin i negirhancis &0 plold, apo gpedes s gabuar dhe i géllimskFmo

Irlormacicn | irmsmobuge nd prmbaie 10 kit mesazt Gshdd | destinuar veblsm pér indiidin oo pbe nstiucioon
B8 ol ¢ Babas i, mund B plrnbapl mabeniks konhidencinle dha | ous 8 privisgiaanl yebl péromarnésin, Cdo
riaksbiim, rasenalim, shpdendaria AR krysdjs & RaonH Wi [alde 1 nopashden ma KEG. HOR parRonal S0 nos
subieliie b8 Tera M ndryshea nga mames! | synuardehis | nosdu. Mise movmi pabimisht kibé mosazh, ju lulem
korAakioni ungperdaht dbmuaiin & 5 dibe Tabrd cdo malerss & frearstunr o8 kompqubscs lua). Me huk prandsjmd
acirh cabyrim [T mmo Gderienin apo humbien & shiakiuar nga programe W damshema apo ngas viruss | phrng
rasif 8 negirhonoos =0 phidd, apo selpss =6 gobuar dibe jo gedlasfme

Senda: Kimars, Peter (NTH/FIC) [E] /O=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP
* (FYDIBOHFIISPOLTLCN = RECIPIENTS/CM = KILMARXPHARA < peter kimarnafnih.govs

Reciplent: Glass, Roger [NIH/FIC) [E] fO=NIH/0U=NIHEXCHANGE  cn=FIC/cn=glassr <glassr@mail.nih.gav>
Sent Dabe: 201602724 07:23:52
Delivered Date: 201602124 0F:23:53



Fro: Kivmars, Peter (NIH/FIC) [E] fO=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFEISAOLT) CH=RECIPIENTS/ M =KL MARKPH4BA <peter kimaruiinih.gov=

Toe Glass, Roger (MIHFIC) [E] f0=NIHA = NIHEXCHANGE cn=FlC fcn=glassr < glassr@mail.nih,gov =
Subject: Fv: Greetings: Vist of Albardan Minister of Health to NIH
Date: 2016/02/24 07:22:41
Priority: Normal
Type: Hote

Hi Roger,

George says you will be with Albanians. Please let me know if you want me to join you.
Thanks,

PE

Peter Kilmarx, MD, FACP, FIDSA

Fogarty International Center, NIH

From: Herrfurth, George (MIH/FIC) [E]

Sent: Tuesday, February 23, 2016 6:26 PM

To: Kilmarx, Peter (NIH/FIC) [E]

Subject: Re: Greetings: Visit of Albanian Minister of Health to NIH

RG will lead so you might want to check with him. There is no agenda as the Albanians never
clued RG in on exactly what they want to address.

Sent from my BlackBerry 10 smartphone.

From: Kilmarx, Peter (NIH/FIC) [E]

Sent: Tuesday, February 23, 2016 5:55 PM

To: Herrfurth, George (NIH/FIC) [E]

Cc: Bridbord, Ken (NIH/FIC) [E]; Officer, Jackie (NIH/FIC) [E]

Subject: RE: Greetings: Visit of Albanian Minister of Health to NIH

Hi George,
Do we have an agenda for tomorrow? Where are we meeting? 9 am?

Da you have an NIH 101 PowerPoint? Otherwise | can use mine.

Thanks,
PE

From: Herrfurth, George (NIH/FIC) [E]

Sent: Monday, February 22, 2016 2:43 PM

To: Kilmarx, Peter (NIH/FIC) [E]

Cc: Bridbord, Ken (NIH/FIC) [E]

Subject: FW: Greetings: Visit of Albanian Minister of Health to NIH
Importance: High

Hi Peter: Attached are the bios for the visitors from Albania.



We don't know too miuch about biomedical or behavioral research in Albania given the paucity of data
for the country. Health care in Albania declined steeply after the collapse of socialismi in the country, but
a process of modernization has reportedly been taking place since 2000, In the 20005, there were 51
hospitals in the country, including a military hospital and specialist facilities. Albania has successfully
eradicated diseases such as malaria.

Life expectancy is estimated at 77.59 years, ranking 51st worldwide, and outperforming a number of

European Union countries, such as Hungary and the Czech Republic, Demographic and Health Sumeys
completed a survey in April 2009, detailing various health statistics in Albania, including male

circumcisign, abortion and more,

The Faculty of Medicine of the University of Tirana is the main medical school in the country, There are
also nursing schoals in other cities.

The general improvement of health conditions in the country is reflected in the lower mortality rate,
down to an estimated 6.49 deaths per 1,000 in 2000, as compared with 17.8 per 1,000 in 1938, In 2000,
average life expectancy was estimated at 74 years, compared to 38 years at the end of World War Il
Albania's infant mortality rate, estimated at 20 per 1,000 live births in 2000, has also declined over the
years since the high rate of 151 per 1,000 live births in 1960, There were 69,802 hirths in 1999 and the
fertility rate in 1999 was 2.5 while the maternal mortality rate was 65 per 100,000 live births in 1993, In
addition, in 1997, Albania had high immunization rates for children up to one year old: tuberculosis at 34
percent; diphtheria, pertussis, and tetanus, 99 percent; measles, 95 percent; and polio, 99.5%. In 1995,
the incidence of tuberculosis was 23 in 100,000 people. In 1995 there were two reported cases of AIDS
and seven cases in 1996, In 2000 the number of people living with HIV/AIDS was estimated at less than
100 cases. The leading causes of death are cardiovascular disease, trauma, cancer, and respiratory
disease,

Alternative medicing is also practiced among the population in the form of herbal remedies as the
country is reportedly a net exporter of aromatic and medicinal herbs,

Haope this helps. Howewer, it still does not address what, if any, significant biomedical research is
ongoing in the country of nearky 2.9 million

George

From: Mamica Toska [mgﬂ;g'EEiEE; A |

Sent: Monday, February 22, 2016 11:11 AM

To: Glass, Roger (NIH/FIC) [E]

Cc: Bridbord, Ken (NIM/FIC) [E]; Herrfurth, George (NIH/FIC) [E]; Floreta Faber
Subject: RE: Greetings: Visit of Albanian Minister of Health to NIH
Importance: High

Diear D, Glass,

Please find attached the bios of the Albanian deleganon's members that sall visit NIH.

Best negards,
Mamica



Mamica Toska

Minister Plenipotentiary

Embassy of the Republic of Albania
2100 5 Street, NW

Washington DC 20008

Tel. (202) 223 4942

Fax. (202)] 628 7342

Mab, Y gt

Email , fri=s

From: Floreta Faber

Sent: Monday, February 22, 2016 10:13 AM

To: Glass, Roger (MIH/FIC) [E]

Cc: Bridbord, Ken (NIH/FIC) [E]; Herrfurth, George (NIH/FIC) [E]; Mamica Toska
Subject: RE: Greetings: Visit of Albanian Minister of Health to NIH

Dear Dr, Glass:

It was nice to hear from you and thank you for giving your time in putting this meeting and
tour together.

Please let me confirm Wednesday, February 24 at 9:00,

The delegation is composed as following, all Albanian citizens:

llir Begaj, DoB vy — |
Klodiana Spahiu, by agreemeni
Floreta Faber,

Edmond Fabe

We will bring you shortly the Bios of the members of the delegation.

I would highly appreciate to alse have the bio of who we are meeting at NIH, hopefully in a
very short note the meeting can also meet with Director Collins. 1 am also hoping that Ms.
Diane can also be with us during the visit.

Looking forward ko it,
Sincerely,

Floreta

Floreta FABER

Ambassador

Embassy of the Republic of Albania
2100 5 Street, NW

Washington DC 20008

Tel. (202) 223 4942

Fax. (202) 628 7342



Mob -

Erna|| [feosces By ¥

From: Stover, Kathleen (NIH/FIC) [E] [stoverka@mail.nih.gov] on behalf of Glass, Roger (NIH/FIC) [E]
[alassr@mail.nih.gov]

Sent: Monday, February 22, 2016 9:33 AM

To: Floreta Faber

Cc: Glass, Roger (NIH/FIC) [E]; Bridbord, Ken (NIH/FIC) [E]; Herrfurth, George (NIH/FIC) [E]
Subject: FW: Greetings: Visit of Albanian Minister of Health to NIH

Dear Ambassadaor Faber,

We are delighted that you and Minister Beqgaj will be able to visit MIH this week. Unfortunately, Dr.
Callins’ heavy schedule does mot allow for a meeting with the Minister this week and | have

instead been given the honor of hosting the meeting to discuss issues of mutual interest. We proposa
that the Albanian delegation meet us at 9:00 on Wednesday, February 24, in the Fogarty International
Center's facilities followed by a tour of the NIH Clinical Center at 10:004M, time permitting.

If acceptable, then in order to adequately ckear the Albanian delegation through NIH Security for the
wvisit we will need the full name (first, middle and last), dates of birth, and citizenship of each individual
and we will also need that information for the vehicle that you will be using to convey the delegation to
NIH, including the make, model and color of the vehicle as well as the Driver's full name, date of birth
and citizenship. We would greatly appreciate the above information by 12 noon tomorrow,

Thank you and please do not hesitate to contact me if you wish to discuss.
Best regards,

Roger

Roger I. Glass, M.D., Ph.D.

Associate Director for International Research
EDirector, Fogarty International Center
Mational Institutes of Health

From: Forétn Faber (maiig = oo |
Sent: Sunday, February 21, 2016 10:09 AM
To: Roger Glass ﬁ‘?"“‘“‘" |

Cc: Glass, Roger (NIH/FIC) [E]
Subject: RE: Greetings: Visit of Albanian Minister of Health to NIH

Dear Dr. Gilass:

I am so happy to have heard from you. Minister of Health, H.E. llir Begaj will be in Washington
DC available for meetings until Wednesday, February 24th,

I hope yvou find appropriate one of the following time slots:



February 22, at 4,30 pm

February 23, at 9.00 am

February 23, at 3.30 pm

February 24, at 11.30 am

The delegation accompaining the Minister in visiting NIH wiall be:

Dr. Klodiana Spahiu, MP, Vice Chair of the Health Commision of the Albanian Parliament
Floreta Fabe, Ambassador of Albania

Dr. Edmond Faber, ex Director for Trauma Center in Albania, now living in DC.

Thank you very much in advance.

Looking forward to hear from you.

Sincerely,

Floreta

Floreta FABER
Ambassador

Embassy of the Republic of Albama
Moh a——

Serl o roy Samsng devier

------- Original message «=s=-=-s
From:; Roger Glass 4=

Date: 22072016 12:02 ( -0 00}
To: Floreta Faber bl

Ce: glassrimmail nift gov
Subject: Greetings: Visit of Albanian Minister of Health to NIH

Dear Ambassador Faber,

Cireetings , Diane Baker spoke 10 us abowt your visit and we have received the official netice from vour OFce abowt
the arrival of your Minister of Health HLE. ia Begja 1o Washington, My office would be happy 1o set up a visit io
NIH and the climcal center and we can request o meeting with the Director, Dy, Collins, i he 15 available, | serve as
his Associate Director for Global Health so we can also brief you and the Minisier abowi MIH.

Mr. George Herrfurth in my office ( Herrfureie mail.nibogoy ) will be helping me and has already contacted the
Embassy o find the prospective dates, This note is to reassure vou that we will help facilitate the visit whenever the
Minister armives. Please led ws know if the Minister has any areas of special interest.



Best personal regands and please let me or Mr. Herrfurth know if you have questions or need exira help.
Roger

Roger Glass, M.D., PhD

Director, Fogarty [ntemational Center and

Assacinte Director for Global Healith

Matbonal Institutes of Health

Tel: 301-49%6- 1415

Semt from my ifad

Irlorrnace | irasmaiuse nd sk M kil measfs dahid | destirinr wibden par ndivifin ose g InsiBucenin
o i | Eshal niser, mond b pimnbajh matesiale ionfidonciake dhe ¢ ose W privieguan vebém pér marnésin, Gdo
rrafekim, rasmalim, shpérmdaris apo krysdje o ndonll vepnimd Bolés 1§ rgpeahden me ko, ngo pesonal S0 nga
subabkio 00 (W ndryahied niga manrdsi | oynuaroehis § noladisse MEsn mormd gaddresht kitd masazh, ju lulom
oriaidon ungendsht dimoesin o 1 dhe {shind gdo malecal b teameSunr nd kompubern tuaj. Mo nuk pranojmeé
Ebrgd arlyiin e ool el D P @ SREEkE N D Bl W hhmaleni B0 S use | PR
ritati W negiirhoncis sit plold, spo spelies s& gabuar dbe # gdilrrsbmo

Irlormacion | irnsmioleae nd gl e G0 bty maesacte éshad | destinunr veblsm pér indrdin 05 pbr nslduconin
B ol | EabAl nbser, mund b pimball matenials Konfidencisles dhe | ose 8 privisgraatd veblm pée marnésing Cdo
risbikim, ragmotim, shpdrmdans ape iryade o noani veprind (iolse 18 ngashéen me Ko, NoS pemonal S50 Nga
subekis 0 T 80 ndryshima nga mards! | synuarshls | nolaluar. Mase mermd gatemeshl kebs masazh, ju lulem
hordakioni ungendahl diipoesn & 1§ dis Tehas Odo motors oS asmssduar N kompfulersn fuaj. Me nok prangjmd
ek by T BT il R AP0 hienhesn o SRERKIUAE DA proaraiss W darmEhen 0 B VS | plnag
rasi ik negirhoncds sb plolé. apo sieljes & gabuar dha 10 géllrrshmo.

sender: KMy, Petes (NIH/FIC) [E] /O=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP
! [FYDIBOHFIISPOLT)CH=RECIPIENT SN = KILMARXPHARA <peter. kiimanaiinih.gov>

Reciplent: Glass, Roger (NIH/FIC) [E] f0=NIHMOU=MIHEXCHANGE cri=FIC cn=glassr <glasseiBmail.nih.govs
Sent Date: 2016/02124 07:22:41



Fro: Kivmars, Peter (NIH/FIC) [E] fO=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFEISPOLT) CH=RECIPIENTS/ M =KL MARKPH4BA <peter kimaruiinih.gov=

Yoo Hemfusth, George (NIH/FIC) [E] A0 NIH/ OU=NIHEXCHANGE/ on=FIC/on=herfurg
<herrfurg@mail.nih.gav>
Subject: Re: Greetings: Visit of Albanian Minister of Health to NI
Date: 2016/02/24 07:07:53
Priority: Mommal
Type: Hote

Thanks George.

Peter Kilmarx, MD, FACP, FIDSA

Fogarty International Center, NIH

From: Herrfurth, George (RIH/FIC) [E]

Sent: Wednesday, February 24, 2016 5:41 AM

To: Kilmarx, Peter (NIH/FIC) [E]

Subject: Re: Greetings: Visit of Albanian Minister of Health to NIH

It will be in the FIC Conference room. Thanks

Sent from my BlackBerry 10 smartphone.

From: Kilmarx, Peter (NIH/FIC) [E]

Sent: Tuesday, February 23, 2016 6:32 PM

To: Herrfurth, George (NIH/FIC) [E]

Subject: Re; Greetings: Visit of Albanian Minister of Health to NIH

Oh, thanks. | don't think Roger and | both need to be there. | may bow out, 9 am in Bldg 317
Peter Kilmarx, MD, FACP, FIDSA

Fogarty International Center, NIH

From: Herrfurth, George (MIH/FIC) [E]

Sent: Tuesday, February 23, 2016 6:26 PM

To: Kilmarx, Peter (NIH/FIC) [E]

Subject: Re: Greetings: Visit of Albanian Minister of Health to NIH

RG will lead so you might want to check with him. There is no agenda as the Albanians never
clued RG in on exactly what they want to address.

Sent from my BlackBerry 10 smartphone.

From: Kilmarx, Peter (NIH/FIC) [E]

Sent: Tuesday, February 23, 2016 5:55 PM

To: Herrfurth, George (NIH/FIC) [E]

Cc: Bridbord, Ken (NIH/FIC) [E]; Officer, Jackie (NIH/FIC) [E]

Subject: RE: Greetings: Visit of Albanian Minister of Health to NIH

Hi George,
Do we have an agenda for tomorraw? Where are we meeting? 9 am?

Do you have an NIH 101 PowerPoint? Otherwise | can use mine.



Thanks,
PE

From: Herrfurth, George (NIH/FIC) [E]

Sent: Monday, February 22, 2016 2:43 PM

To: Kilmanx, Peter (NIH/FIC) [E]

Cc: Bridbord, Ken (NIH/FIC) [E]

Subject: FW: Greetings: Visit of Albanian Minister of Health to NIH
Importance: High

Hi Peter; Attached are the bios for the visitors from Albania,

We don't know too much about biomedical or behavioral research in Albania given the paucity of data
for the country. Health care in Albania declined steeply after the collapse of socialism in the country, but
a process of modernization has reportedly been taking place since 2000, In the 20005, there were 51
haspitals in the country, including a military hospital and specialist facilities. Albania has successfully
eradicated diseases such as malaria.

Life expectancy is estimated at 77,59 vears, ranking 51st worldwide, and outperforming a number of
European Union countries, such as Hungary and the Czech Republic. Demographic and Health Surveys
completed a survey in April 2009, detailing various health statistics in Albania, including male
circumcision, abortion and more,

The Faculty of Medicing of the University of Tirana is the main medical schoal in the country, There are
also nursing schoals in other cities.

The general improvement of health conditions in the country is reflected in the lower mortality rate,
down to an estimated £.49 deaths per 1,000 in 2000, as compared with 17.8 per 1,000 in 1938, In 2000,
average life expectancy was estimated at 74 years, compared to 38 years at the end of World War 11,
Albania's infant mortality rate, estimated at 20 per 1,000 live births in 2000, has also declined over the
years since the high rate of 151 per 1,000 live births in 1960, There were 69,802 births in 1999 and the
fertility rate in 1999 was 2.5 while the maternal mortality rate was 65 per 100,000 live births in 1993. In
addition, in 1997, Albania had high immunization rates for children up to ene year old; tuberculosis at 94
percent; diphtheria, pertussis, and tetanus, 99 percent; measles, 35 percent; and polio, 99.5%. In 1996,
the incidence of tuberculosis was 23 in 100,000 people. In 1995 there were two reparted cases of AIDS
and seven cases in 1996, In 2000 the number of people living with HIV/AIDS was estimated at less than
100 cases, The leading causes of death are cardiovascular disease, trauma, cancer, and respiratory
disease,

Alternative medicing is also practiced among the population in the form of herbal remedies as the

country is reportedly a net exporter of aromatic and medicinal herbs.

Hope this helps. However, it still does not address what, If any, significant biomedical research is
ongoing in the country of nearly 2.9 million

George



From: Mamica Toska [ma'ﬂ@ﬁ Ty agrement |

Sent: Monday, February 22, 2016 11:11 AM

To: Glass, Roger (NIH/FIC) [E]

Cc: Bridbord, Ken (NIH/FIC) [E]; Herrfurth, George (NIH/FIC) [E]; Floreta Faber
Subject: RE: Greetings: Visit of Albanian Minister of Health to NIH
Importance: High

[rear Dir. Gloss,

Please find attached the bios of the Albanian delegation's members that wiall visit MIH.,

Best nepards,
Mamica

Mamica Toska

Minister Plenipotentiary

Embassy of the Republic of Albania
2100 5 Strest, NW

Washington DC 20008

Tel. (202) 223 4942

Fax, ; 734
N'Dtl. 'b:rq:p:nnl:
Erniail Jeaen by syreemen |

From: Floreta Faber

Sent: Monday, February 22, 2016 10:13 AM

To: Glass, Roger (NIH/FIC) [E]

Cc: Bridbord, Ken (NIH/FIC) [E]; Herrfurth, George (NIH/FIC) [E]; Mamica Toska
Subject: RE: Greetings: Visit of Albanian Minister of Health to NIH

Dear Dr, Glass:

It was nice to hear from you and thank you for giving your time in putting this meeting and
tour together.

Please let me confirm Wednesday, February 24 at 9:00,

The delegation is composed as following, all Albanian citizens:

lir Beqaj [ = |
Klodiana Spahiu, fetesdby ageeme
Floreta Faber,

Edmond Fabe

We will bring you shortly the Bios of the members of the delegation.
I would highly appreciate to also have the bio of who we are meeting at NIH, hopefully in a

very short note the meeting can also meet with Director Collins. 1 am also hoping that Ms.
Diane can also be with us during the visit,

Looking forward to it.



Sincerely,

Floreta

Floreta FABER

Ambassador

Embassy of the Republic of Albania
2100 5 Street, W

Washington DC 20008

Tel. (202) 223 4942

Fax. (202) 628 7342

Mob. vl by agrme
Email SRR

From: Stover, Kathleen (NIH/FIC) [E] [stoverka@mail.nih.gov] on behalf of Glass, Roger (NIH/FIC) [E]
[glassr@mail.nib.gov]

Sent: Monday, February 22, 2016 9:33 AM

To: Floreta Faber

Ce: Glass, Roger (NIH/FIC) [E]; Bridbord, Ken (NIH/FIC) [E]; Herrfurth, George (NIH/FIC) [E]
Subject: FW: Greetings: Visit of Albanian Minister of Health to NIH

Dear Ambassador Faber,

We are delighted that you and Minister Begaj will be able to visit MIH this week. Unfortunately, Dr.
Collins’ heavy schedule does ot allow for & meeting with the Minister this week and | have

instead been given the honor of hosting the meeting to discuss issues of mutual interest. 'We propose
that the Albanian delegation meet us at 9:00 on Wednesday, February 24, in the Fogarty International
Center's facilities followed by a tour of the NIH Clinical Center at 10:004M, time permitting.

If acceptable, then in order to adequately clear the Albanian delegation through NIH Security for the
visit we will need the full name (first, middle and last), dates of birth, and citizenship of each individual
and we will also need that information for the vehicle that you will be using to convey the delegation to
NIH, including the make, model and color of the wehicle as well as the Driver's full name, date of birth
and citizenship. We would greatly appreciate the above information by 12 noon tomorrow.

Thank you and please do not hesitate to contact me if you wish to discuss.

Best regards,

Roger

Roger I. Glass, M.D,, Ph.D,

Associate Director for International Research
EDirectar, Fogarty International Center
Mational Institutes of Health



Ta: Roger Glass tected by agreemen
Cc: Glass, Roger
Subject: RE: Greetings: Visit of Albanian Minister of Health to NIH

From: Floreta Faber {m:i!gﬁ?“ﬁm |
Sent; Sunday, February 21, 2

Dear Dr. Gilass:

I am 50 happy to have heard from you. Minister of Health, HLE. Thr Begaj will be in Washington
DC available for meetings until Wednesday, February 241h,

I hope you find appropriate one of the following time slots:

February 22, at 4.30 pm

February 23, at 9.00 am

February 23, at 3.30 pm

February 24, at 11.30 am

The delegation accompaining the Minister in visiting NIH will be:

Dr. Klodiana Spahiu, MP, Vice Chair of the Health Commision of the Albanian Parliament
Floreta Fabe, Ambassador of Albania

Dr. Edmond Faber, ex Director for Trauma Center in Albania, now living in DC.,
Thank you very much in advance.

Looking forward to hear from you.

sincerely,

Florema

Floreta FABER
Ambassador

Embassy of the Republic of Albania
Muhr*“""” Y A—

Seni (oo vy Somsan g device

Orginal message --------
From: Roger Glass ST A
Date: 2/20/2016 12:02 (GMT-05:00)
To: Floreta Faber {0 o7 sreeren




Ce: wimail.nih.gov
Subject: Greetings: Visit of Albanian Minister of Health to NIH

Dear Ambassador Faber,

Girectings . Diane Baker spoke 10 us about your visit and we have received the official notice from yvour Office aboud
the arrival of your Minister of Health HLE, Ilia Begja 1o Washington, My office would be happy o st up a visil 1o
NIH and the clinical center and we can request a meeting with the Director, Dr. Collins, if he is available. [ serve as
his Associate Director for Global Health 5o we can also briel you and the Minister abowt MNIH,

Mr, George Herrfunh in my office (Herrfurgiemail nib.gov ) will be belping me and has already contacted the
Embassy io find the prospective dates. This note is to reassure you that we will help facilitate the visit whenever the

Minister arrives. Please et us know if the Minister has any arcas of special interest,

Best personal regands and please let me or Mr, Herrfurth know if you have questions or need extra help,
Roger

Roger Glazs, M., Ph.D

Director, Fogarty International Center and

Aseocite Director for Global Health

MWational Institutes of Health

Tel: 300 -496- 1415

Sent from my iPad

rilormacory | irasmebnss né shrmbaies B kbl mesarty gabid | desbruar webien ple indivitin ose pit insifioonn
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Sender: Kirmar:, Peter (NIH/FIC) [E] /0= RNIHOU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFZISPOLT)/CN=RECIPIENTS/ CN=KILMARXPHABA <peter kimnars@nih.gov:

Recipient: Hirrfurth, George (NIH/FIC) [E] /O=NIH/OU=NIHEXCHANGEon=FIC \on=herfurg
< hesrfurg E@mail.nib.gove

Sent Dabe: 2016/027/24 07:07:53



. Kimarx, Peter (NIH/FIC) [E] /D=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP
From: | ey DIBOHF2ISPOLT)/CN=RECIPIENTS/CN=KILMARNPHABA <petes kimarx@nih.gov>

Tou Viboud, Cecile (NIH{FIC) [E] /0= NIH/OU=NIHENCHANGE/CN=FIC/CNVIBOUDC
<viboudc Srmail. nih. gow>

McKenzie, Ellis (NIH/FIC) [E] fO=NIHN = NIHEXCHARNGE fon=FIC cn=mckenie
€0 <mckenel@mailnib.govs;
Stephen Kissler <sk92icam.acuk>

Subject: RE: Lpcoming December visitars and seminass
Date: 2015/12/11 15:59:38

Prigrity: Nomal
Typa: Note

Re-reading below - I meant it was syphilis, not HIV!
PK

From: Viboud, Cecile {NIH/FIC) [E]

Sent: Friday, Decernber 11, 2015 2:26 PM

To: Kilmarx, Peter (NIH/FIC) [E]

Cc: McKenzie, Ellis (NIH/FIC) [E]; Stephen Kissler
Subject: RE: Upcoming December visitors and seminars

Thanks Peter, for these two papers, and | have cc-ed Stephen so that he can investigate these as well.

Interestingly, our data also come from SDI, although the company has been bought over by the giant
IMS Health since, which is part of our problem. It would be great to pull resources across sister agencies
to purchase these costly medical claims datasets —at this point, | feel we [in the RAPIDD/DIEPS group)
have exhausted the few contacts we still have within IM5 Health and have hit a wall...

Kind regards
Cecile

From: Kilmarx, Peter (NIH/FIC) [E]

Sent: Friday, December 11, 2015 1:02 PM

To: Viboud, Cecile (NIH/FIC) [E]

Cc: McKenzie, Ellis (NIH/FIC) [E]

Subject: RE: Upcoming December visitors and seminars

Hi Cecile,
| enjoved meeting Stephen.

Here's the Route 25 paper | mentioned. It was HIV, not syphilis;

Jnebi.nlm 3 PMCI 4
Am | Public Health. 1999 March; 89({3): 369-373. What's driving an epidemic? The spread of syphilis
along an interstate highway in rural North Carolina. R L Cook, R A Royee, J € Thomas, and B H Hanusa,



Also, we used 301 data for a paper on male circumcision at CDC:
http:/fwwow. ncbi.nlm.nib.gov/pmcfartickes/PMCASTETITY | could put you in touch with folks there {Bob
Chen} about joint data procurement.

Bon weekend,
PK

From: Viboud, Cedle (NIH/FIC) [E]

Sent: Monday, December 0F, 2015 9:54 AM

To: Alonso, Wiadimir (NIH/FIC) [C]; Ambikapathi, Ramya {MIH/FIC) [C]; Carreon, Danmy (MIH/FIC) [C];
Doan, Viyada (NIM/FIC) [C]; Durrani, Sahrish (NIH/FIC) [C]; FIC EPS Stone House; Gaffey, Robert
{NIH/FIC) [C]; Host, Christel (NIH/FIC) [C]; Kilmarx, Peter (NIH/FIC) [E]; Knobler, Stacey (NIH/FIC) [C];
Lang, Dennis (FNIH) [T]; McGrath, Monica (NIH/FIC) [C]; Nelson, Martha (NIH/FIC) [V]; Rasmussen,
Zeba (NIH/FIC) [C]; Richard, Stephanie (NIH/FIC) [C]; Rosenthal, Josh P. (NIH/FIC) [E]; Seidman,
Jessica (NIH/FIC) [C]; Skoczdopole, Kate (NIHJFIC) [C]; Szu, Shousun (NIH/FIC) [V]; Thomas, Elizabeth
{NIH/FIC) [V]; Viboud, Cecile (NIH/FIC) [E]; Kilmarx, Peter (NIH/FIC) [E]

Subject: Upcoming December visitors and seminars

Dear all
We have a busy schedule of visitors and seminars in the next few days, as follows:

- As announced by Martha: Tue Dec 8 (tomarrow)], 2.00-3.00pm. Midia Trovao, University of Leuven,
Belgium. The genetic fraceability of viral pothogens: from isolation by distance to proximity by host
maobility.

- Fri Dec 11, 11.00am-12.00pm. Stephen Kissler, University of Cambridge, UK. Spotiotemporal
patterns and age structure of the 2009 influenza pandemic in the LS.

- Mon Dec 14, 2.00-3.00 pm; Simon Pollett, University of California at 5an Francisco and University of
Sydney, Australia. Applying molecular and digital epidemiological tools in the Americas: case studies,
challenges and future directions

All seminars will be held in 164,

Nidia, Stephen, and Simon will stay with us for a few days, so even if you miss their talk, please drop by
the 3" floor and say hello!

Kind regards
Cecile

Kiirmnary, Peter (MIM/FIC) [E] f0=NIMAOU=EXCHANGE ADMINISTRATIVE GROUIP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=KILMARXPHARA <peter kimara@nih.govs

Wiboud, Cecile (WIH/FIC) [E] f0=HIH/OU=NIHEXCHANGE /\CN=FIC/CN="TRBOLDC
viboudcEmail.nih.gov>;

Reclplant: Mckenzie, Ellis (NIH/FIC) [E] /0= NIHOU = NIHEXCHANGE fons FIC o= mckenaed
< mickenpelpmail nih.govs;
Stephen Kissler <skMZEcam.acuk>

Sent Dabe: 2015712711 15:59:38

Sender:



F . Kimars, Peter (MIH/FIC) [E] =</0=NIH/MU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHFEISPOLT) CH=RECIPIENTSA M =KL MARK PRABL >

Samandar, Taraz (COCAOIDINCHHSTR) < (0= NIH/OU=NIHHUB o= CDC Proxy
Listfen=5MTRP 0@ COC GOV
LeBaron, Charles I:CEIEFGID.IHEHPEI'P} SO=NIHADU = NIHENCHANGE ion = Redpients/cn=CEL3
To: <oel 3@ ooc.gove;
Daminguer, Ken (CDOOIDMCHHSTR) < /0= NIM/OU =NIHHUB =00 Prondgy
Listfone=SMTP: d @ D, GO =;
Mermin, Jonathan (COCOIDMNCHHSTR) </ 0= NEHOU = NIHHLUE on=CDC Promy
Listfen=SMTR: jhen @B 0D GOV

Subject: RE: Published oritique of Earp's altack on the draft COC circumdsion palicy
Dabe: H15/10/15 10012205

Priority: Nomal
Type: Note

That's too bad, I'll look forward to seeing the COC recommendations finalized.

PK

From: Samandari, Taraz (CDC/OID/NCHHSTP)

Sent: Thursday, October 15, 2015 7:39 AM

To: Kilmarx, Peter (NIH/FIC) [E]; LeBaron, Charles (COC/OID/NCHHSTP); Dominguez, Ken
(CDC/OID/NCHHSTP); Mermin, Jonathan (CDC/OID/NCHHSTP)

Subject: RE: Published critique of Earp’s attack on the draft CDC circumcision policy

Thanks for sharing, PE.

| heard yesterday that the Canadian healthcare system has decided to no longer reimburse infant male
circumcision. My feeling about that is that Canada’s followed European trends due to the lack of
leadership on the issue in the US,

Taraz

From: Kilmarx, Peter (NIH/FIC) [E]

Sent: Wednesday, October 14, 2015 8:10 PM

To: LeBaron, Charles (CDC/OID/NCHHSTP) <cel3@cdc gov>; Dominguez, Ken (CDC/OID/NCHHSTF)
=kld0@Eede, gove; Samandari, Taraz (COC/OID/NCHHSTP) <tisD@cde govs; Mermin, Jonathan

[CDC/OID/NCHHSTP) <jhm7 @cdc.gove
Subject: Fw: Published critique of Earp's attack on the draft COC circumcision palicy

Nice supportive article. Good fuck bringing this over the finish line.
Best to all.

Peter Kilmars, MD, FACP, FISDA
Deputy Director, Fogarty International Center, MIH

From: Brian Morris <brian.morris@sydney. edu.au>
Sent: Wednesday, October 14, 2015 7:33 PM



To: Brian Morris
Subject: Published critique of Earp’s attack on the draft ODC ciroumcision policy

Dear colleagues

You would be familiar with the ridiculous attacks mounted by intactivists and other anti-circs on good
evidence-based male circumcision policies produced by the COC and AAP in recent times.

These have been consistently repudiated by clinical, academic and other experts,

The URL below will take you to my critique of the published criticisms of the CDC draft recommendation by
the well-known MC cpponent, Brian Earp.

nti in_Pediatrics&id=
Open access, so free download.
Best wishes
Briam

Briam J. Marris, D5 PRD FAHA
Professor Emeritus

School of Medical Sclences and Bosch Institute
Anderson Stuart Bullding (F13)

Sydney Medical School

The University of Sydnay

Sydney, NSW 2006, Australia

The comterits of this email maght include material that coald possibly reflect the expen views of an academic an the Univessity of
Sydiney. Unless skaled otherwize they should mist be regarded as representmg Universaly pelicy since on many ssues thal
academic staff are expert in the Liniversify does nof mamtain any specific policy,

Sand Kiimars, Peter (NIH/FIC) [E] </ 0=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP
" (FYDIBOHFEISPDLT ) CN=RECIPIENTS A\ =KILMARXPHABA =

Samandar, Taraz (CDC/OIDNCHHSTRE) < /0= NIH U =NIHHUB \on=CDC Promy
Ligtfen=5MTP: te@ D GOV =,
LeBaron, Charles (CDC/OIDYMOHHSTP) /0= NIH/OU = NIHEXCHAMNGE on = Recipients/cn=CEL3
ool 3@ ooc.gove;

Recipient: Darminguer, Ken | COCOIDNCHHETP) </0=NIH/0U =NIHHUB/en=CDC Prasy
Listfen=SMTR: kMdMCDC GOV =
Mermin, Jonathan (COC/OIDRCHHSTF) </ 0= NEHOU = MIMHLUE o= CRC Prooy
Listfen=5MTP: jhen P DC. GOV

Sent Date: 2015/10/15 10:12:09



From: 'dmarx, Peter (NIH/FIC) [E] </0=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP
' (P DIBOHFIISPOLT L CH=RECIPIENTS O =RILMARKFHABA >

To: 'Natalie Culbertson' «<noulbertson@ijhu,edu>
Subject: RE: Envitation to reiew 8 manusoript for GHSP
Dabe: 2015007713 17:45:495
Priority: Normal
Type: Note

Received, thanks,

PE

From: Matalie Culbertson [mailto:nculbertson@jhu.edu]
Sent: Monday, July 13, 2015 5:42 PM

To: Kilmarx, Peter (NIH/FIC) [E]

Subject: RE: Invitation to review a manuscript for GHSP

Dear Dr. Kilmarx,

Thanks very much for agreeing to review the manuscript and congratulations on your new
position. 1 have just sent you an email through our system with links and instructions. Often our
emails are intercepted as spam 50 please let me know if you did not receive it.

Please don't hesitate to contact me if you have any questions.

Best,
Matalie Culbertson

Matalie Culbertson
Managing Editor, Gloda! Health: Science ond Practice Journal
Enowledge for Health (E4Health)

cidzimaged 2. pagi@ 0]l DOIADA GIBFOCED

Johns Hopkins Bloombaerg 5chool of Public Health
111 Market Place, Suite 310

Baltimeore, Maryland 21202

Phone: 410-659-6134

Email; nculbertson@ihu.edu

cidiimaget01l.png @ 01003404, 63BFCCED



Web: www. ghsplowrnal.org | cop.jhu.edu | weew. kdhealth.org

From: Kilmarx, Peter (NIH/FIC) [E] [mailto:peter kilmarn@nih gov]
Sent: Monday, July 13, 2015 5:10 PM

To: Natalie Culbertson

Subject: RE: Invitation to review a manuscript for GHSP

Hi Natalie,
I'd be happy to review. Please send the M5 and instructions.

Thanks,

Peter H. Kilmars, MD, FACP, FIDSA
CAPT, LS. Public Health Service

Deputy Director, Fogarty International Center
L5, Mational Instiiutes of Health

1EﬂHiiiﬁillllmuﬂﬁmthUWﬂmhwﬁ

=1

RiH - Fogarty Intemadional Genter - Advancing Science Tor Global
Health

From: Natalie Culbertson [mailto;nculbertsoni@ihu.edu)
Sent: Monday, July 13, 2015 11:00 AM

To: Kilmarx, Peter (NIH/FIC) [E]

Subject: Invitation to review a manuscript for GHSP

Dear Dr. Kilmarx,

I'm writing because | recently sent you an invitation to review an original manuscript for Global Health:
Sclence and Proctice. You didn’t accept or decline the invitation and so it was withdrawn, However, |
realize now that you are no longer with COC Zimbabwe and are with NIH. | am writing in the hopes that
you might be willing to review this manuscript.

| have included the title and abstract below for your reference. We would need your review in 2-3
wieeks,

Thanks and | look forward to hearing from you,
MNatalie Culbertson

Managing Editor
Global Health: Science and Practice

IR AR RN AR R RN AR R R R L R R R R R R R R R R R R R R R ]



Sexual Satisfaction, Performance and Partner Response following Voluntary Medical Male
Circumcision in Zambia: A Cluster Randomized Controlled Trial

Voluntary medical male circumcision [VMMC) represents an important strategy to prevent HIV infection
in men, particularly in countries or regions with high HIV incidence and low rates of male circumcision,
.., Eastern and Southern Africa. This study examined the post-VMWMMC responses of Zambian men who
initially were unwilling to consider circumcision as an HIV prevention option, and their female partners.
Men [n = 800) undergoing HIV Testing and Counselling [HTC) were enrolled and given the option of
inviting their female partners [n = 668). Clinics were randomized to offer a sexual risk reductionNVMMC
promation intervention (experimental) or a time- equivalent control condition. Results indicated that
despite their initial unwillingness to consider circumcision, men who underwent VMMC experienced
increased levels of sexuwal satisfaction and acceptability. Mearly all men and their partners indicated they
would recommend VMME to a friend. Approximately half of the men reported increased erections,
orgasms and increased time to achieve orgasms or no change fram pre-¥MMC, while one-third of
participants indicated fewer erections, orgasms and decreased time to achieve orgasms post-VMC,
Mearly half of the participants said their sexual pleasure increased while 22% reported less sexual
pleasure post-VMMCE, Cleanliness and appearance were considered improved by the majority of both
men and women. Men who engaged in sexual intercourse prior to full healing incurred the most adverse
events and generally reported lower levels of post-WMMC sexual satisfaction. Future studies shiould
consider innovative interventions to assist men in their efforts to abstain from engaging in sexual
activities prior to complete healing. Future studies should also include female partners when attempting
to increase VMM acceptability among “hard to reach” men,

O

Natalie Culbertson
Managing Editor, Globa! Heolth; Science and Practice Faurnal
Enowledge for Health (E4Health)

cid:image002 prg@01D03ADA.63BFCCED

lohns Hopkins Bloomberg School of Public Health

111 Market Place, Suite 310

Baltimore, Manyland 21202

Phone: 410-659-6134

Email; nculbertson@jhu.edu

Web: www ghapjowrnalorg | ¢op.jhu edu | weew kdbealth org

cld:image0d] pngi@01003a04 6IBFCCR0




Sond Kilmars, Peter (MIH/FIC) [E] </0=NIH/OU=EXCHANGE ADMINISTRATIVE GROUP
" (FYDIBOHFEISPOLT)CN=RECIFTENTSACN =KILMARX FHARA >

Reciplent: ‘Natalie Culbertson’ <noulbertsondjhu,edux
Sant Date: JO1507713 174544
Delivered Date: 2015007713 17:45:45



. Kimarx, Peter (NIH/FIC) [E] </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
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Gordon, Latoya (MIHAFIC) [C] fo=Exchangelabsou=Exchange Admintstrative Group
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Subject: RE: 6284530 Manuscriph Review
Date: 2018/10(21 053600
Prigrity: Momal
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Hi Latiya,
Please print attached for me.

Thanks,
PE

uum 'lhmirrrr

Fram: Advances in Urology <haba sbdelsabounGihindaw. comae
Sent: Sunday, October 21, 2008 5:24 AM

Ty Kilmars, Peter {NIH/FIC) [E] < peter. kilmanoinih.gow=
Subject: 6XB4510: Maruscript Review

Dazar Dr. Kirmarx,

Thank you for agreeing o review the Review Article tithed “Arguments Opposing Male Circumdcision Are Undermined by Strong
Seaentific Evidence From a Systematic Review® by Brian Moris, Stephen Mareton and Jabn N, Krieger.

You can view the full FOF file of the manuscript and post your review neport using the following URL:
it imis, hndasil.comrevieser /89242315862 1 3940/
Best regards,

Heba Abdelsabour
Editorial Office
Hindawi

inttp:/ heeeew, hindawi.com
CEE R LR R AR PR R PR R R PR R
Sender: Kilmary, Peter (NIH/FIC) [E] </ 0= EXCHANGELABS/OU = EXCHANGE ADMINISTRATIVE GROUP
T [FYDIBOHFEISPOLT)/CN=RECIPIENTS/CN = E4ECR4OBDM04 RACFD SR SCEDAA DM TEA- KILMARNPH =
Gaordon, Latoya (NIHIFIC) [C] fo=Exchangelabs/ou=Exchange Administrative Group
Recipient: [FYDIBOHFZISPDLT)/en=Racipients'on=b43d7 0006371 400fad BeBeb2 c32 77 Tee-gordanir
<latoya.gordondinih.goy =
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Abstract

Multiple claims are used by opponents in arguing against male circumcision (MC), especially in minors.
We evaluated such claims by a PRISMA-compliant systematic review of the scientific evidence from
searches of PubMed, Google Scholar, EMBASE and Cochrane databases. Database searches retrieved
283 publications for inclusion. Examination of bibliographies of these yielded 69 further publications,
Evaluation of arguments and evidence claiming that MC is either unnecessary or harmful, when
compared with scientific data rated by quality found: (1) frequency of adverse events from early infant
MC by medical providers using local anesthesia is low (approximately 0.5%). (2) Virally all adverse
events are minor and easily treated with complete resolution. (3) The evidence shows no long-term
psvchological harm. (4) There are no adverse effects on sexual function or pleasure. (5) MC provides a
lifetime of protection against urinary tract infections, oncogenic types of human papillomavirus, genital
herpes, human immunodeficiency virus, various other sexually ransmitted infections (5T1s),
candidiasis, inferior hygiene, penile inflammatory conditions, very strong protection against penile
cancer and modest protection against prostate cancer. (6) In female sexual partners, MC reduces the nisk
of cervical cancer and various STIs, To maximize benefits and minimize risks, the evidence supported
early infant MC rather than delay of the procedure until males are old enough o decide for themselves.
Risk-benefit analyses have reported that benefits exceed risks by 100-200 to 1. A balanced evaluation of
ethical 1ssues supported the rights of children 1o be provided with low-risk, high-benefit interventions
such MC in order 1o protect their health. Expert evaluations of case-law have supported the legality of
MC of minors. Other data have demonstrated that early infant MC is cost-saving to health systems. In
conclusion, arguments opposing MC are supported mostly by low guality evidence and opinion and are

contradicted by strong scientific evidence.

Kev words: Male circumcision; infancy; adulthood; evidence, arguments; public health: urinary tract

infection; sexually transmitted mfection; complications; sexual function; sexual pleasure; ethics; policy



“The human undersianding when it has once adopted an opivion {either as being the received opinion
or as being agreeable to itself) draws all things else to support and agree with it. And though there be a
greater number and weight of instances to be found on the other side, vet these it either neglects and
despises, or else by some distinclion sets aside and refecis, in orvder thar by this grear and pernicions
predetermination the authority of its former conclusions may remain invielae, ”

Sir Francis Bacon, The New Organon, 1620,

L. Introduction

Compelling data, such as randomized controlled trials (RCT), systematic reviews and meta-analyses,
showing net benefits of male circumeision (MC) to males and their female sexual partners led the
American Academy of Pediatrics (AAP) in 2012 [1. 2] and the US Centers for Discase Control and
Prevention (CDC) in 2004 [3, 4] to release affirmative guadelines in support of non-therapeutic carly
infant MC (EIMC) and non-therapeutic MC of older males. These statements supersede older policies in
the US, as well as non-evidence-based negative policies in other countries |5-8] (Table 1),

Various individuals, certain small professional organizations and lay lobby groups (Table 1)
actively discourage non-therapeutic circumcision of boys. Members use social media and other tactics to
bully and threaten parents, physicians, academics and others regarding MC [9-13]. Contradicting the
AAP and CDC policy recommendations, opponents have lobbied 1o have MC of minors banned in the
US [14] and Scandinavian countries, although to date such efforts have not been successful [ 15-18].
Arguments opposing non-therapeutic MC, especially in minors, appear to start with the premise that MC
has no benefits, only harms, or that any benefits only apply later in life when the male can make his own
decision to get circumcised [19-22]. In this “post-truth™ era, vocal minority groups consider that their
opinions count more than those of medical and scientific expents [23], These attitudes fit with a pattem
of radical individualism, devaluation of scientific evidence, and promotion of autonomy, in which life-
saving childhood vaccines, for example, may be refused by parents, as s their legal right, which must be
respected.

To help provide clanty to this vexing 1ssue, especially given the adverse consequences to global
public health and individual well-being of getting MC policy wrong, the aim of the present systematic
review was to evaluate the arguments made against non-therapeutic MC (summarized in Table 2), as
well as the claims by opponents of functions of the foreskin that are lost to circumcision (listed in Table
3). In particular, we examine the extent to which arguments used 1o oppose non-therapeutic MC are
supported by current scientific evidence. In our article, benefits (and harms) of non-therapeutic MC
(hereinafter referred to simply as “MC™ and “EIMC") are judged according to the difference in



prevalence of an adverse medical condition in those who have received MC compared with those who

have not.

2, Literature Searches

2.1, Methods. We conducted sequential literature searches of PubMed, Google Scholar, EMBASE. and
the Cochrane Systematic Review database for anticles dating from | Jan 2005 until 28 Feb 2018; with an
update 1o 8 June 2018, PubMed searches used the keyword “circumeision™ in combination with one of
35 other relevant keywords shown in Table 4. An extraction file was created for each set and examined
by the authors. Google Scholar, EMBASE and Cochrane database scarches to find additional references
used “circumeision” as keyword. Bibliographies of articles were examined to retrieve further key
references. In accord with the hierarchy of scientific evidence, articles were graded for quality using the
Scottish Intercollegiate Guidelines Network (SIGN) grading system [ 24] (Figure 1). Those rated 2+ and
above by conventional criteria were given emphasis. In instances in which a MC-related topic had been
the subject of recent high quality systematic reviews or meta-analyses (level 14+ or 1+ evidence), these
were cited For efficiency instead of all the individual studics on that topic. Internet scarches were
comducted Tor other relevant information, including MC policies, The study complied with Preferred
Reponting ltems for Sysiematic Reviews and Meta-Analyses (PRISMA) [25].

2.2. Search Results: PubMed searches yielded 12,344 “hits” (Table 4). Any pertaining to "circumcision”
of women were excluded. The most relevant 269 of these were selected for inclusion. A Google Scholar
search vielded 14 additional anticles from the maximum return of 1,000 “hits™ for this search engine.
Searches of the EMBASE database and Cochrane Central Register of RCTs vielded, respectively, 5220
and 37 “hits”, but did not generate additional citable articles, Examination of labliographies of the
articles chosen yielded 63 further articles and 6 book chapiers. Thus, total number of publications
included was 352, We also included 44 relevant items from the Intemmet. Figure 2 summarizes the

search strategy in accord with the PRISMA statement [25].

3. Urinary Tract Infection

The most recent meta-analysis reported UTT incidence as 10-times lower in circumcised vs.
uncircumcised infant males [26]. Prevalence was 0L1% vs. 1%, respectively. Infant UTT has been
regarded by some as rare [20, 27], although pediatric urologisis consider it to be a common problem
[28]). Number needed o treat is 25-100 [29]. In the case of influenza vaccination, one outpatient visit

can be prevented through vaccination of less than 50 children, leading the authors to conclude that



“influenza vaccination can reduce influenza-attributable medical visits in children significantly, even in
years with modest vaccine efficacy™ [30]. UTI in infancy can result in significant morbidity[31] and is
the most common cause of sepsis in male neonates|32]. Within the first 2 years incidence of
pyelonephritis, Kidney disease, hypenension and vesicoureteral reflux per 100 person-years in 2,334
neonatally circumcised vs. 573 uncircumcised US infant males was 0 vs, 0,67, 0.063 vs, 0,13, 0,031 vs,
0.27 and 0.13 vs. 0.27, respectively [29]. Rate for all diagnoses combined was 0.65 vs, 3.5 (p <0.0001)
[29]). Progression to renal damage occurred in 19% of children with UTT aged < 2 years [33].

Swdies questioning the value of EIMC for UTI prevention |34, 35] were found to contain flaws |26,
36, 37). Diagnosis of UTI is more challenging in infant males than in older children or adulis, Patients
are more likely to present with nonspecific, systemic symptoms, and history must be obtained from the
parents. Obtaining a good urine specimen can prove challenging in this age group. OFf infant males with
UTI, 27.6% were hospitalized in a US study, so adding to costs [38]. The authors stated that most of
these UTls could have been avoided by EIMC [38].

A neonate with possible UTI presents with 2 systemic illness and symptoms that include distress
and fever, requiring diagnosis. This may entail blood collection and lumbar puncture [ 15]. It has been
argued that infants with UTIT can be easily treated with oral antibiodics |20, 27]. However, this applies to
older boys and men. It is difficult to get a neonate to take medications reliably and some drugs are not
absorbed well because of their diet. so if UTI is diagnosed, they need to be hospitalized o enable
intravenous antibiotic adminisiration [15, 39]. Emergence of resistance to most or all antibiotics,
including methicillin, will make treatment of UTI more challenging [40-45]. Maternal antibiotic use
during pregnancy also increases the risk of resistant pathogens responsible for early infant UTT [46].
Antibiotics disrupt the microbiome. now increasingly linked to various adverse medical conditions.

Swabs taken from under the foreskin of boys aged 7 days to 11 vears identified 50 bacterial isolates,
most being multi-drug-resistant strains [47], The continual rise in antibiotic-resistant uropathogens could
further add 1o hospital admissions and poor clinical outcomes. Uncircumcised males of all ages are more
likely 1o harbor subpreputial uropathogenic bacteria. Foreskin swabs taken prior to MC at age 2 months
to 9 yvears (mean 5.7 yvears) contained 72 microorganisms, including 54 gram-positive bacteria (57%
Enterococcus species) and 17 gram-negative bactena (41% Escherichia coli) and Candida species [48].
Swabs from healthy uncircumcised males (mean age 26.5 years) contained a higher proportion of
potentially uropathogenic gram negative rods (17%) than in circumcised males (4%) [49], Gram positive
coccl, which are less likely to cause UTL, were seen in 62% of uncircumcised and 80% of circumcised

males, while streptococci, strict anaerobes and genital mycoplasmas were only present in the



uncircumcised males [49]. A RCT tound that MC significantly reduced both the prevalence and load of
genital anacrobic bacteria [50].

A meta-analysis further illustrated how common UTT is over the lifetime [26]. Prevalence was
32 1% in uncircumcised males and 8.8% in circumcised males [26]. Mumber needed o treat was 4.29
[26]. The foreskin contributed to 72.6% of lifetime UTI risk in an uncircumcised male UTI patient. UTI
risk in uncircumcised males was 1.26% in the first year of life and cumulatively 2.68% from age 1-16
years [26]. Level of protection afforded by circumcision dechined with age [26].

In summary, EIMC reduces the substantial risk of UTI in infancy and beyond.

4. Physical Harm

4.1, Terminology. MC has been termed, “male genital mutilation™ [ 14], a term adopted rom “female
genital ptilation ”, which has no medical benefits and is often harmful. Mutilation means damage or
disfigurement. Below we examine whether this applies to MC. MC has also been referred to as
“ampuitation”, a term used in the medical literature when refermng to removal of a limb, digit or the
entire penis. A belief in physical harm underlies arguments that MC presents, “intractable moral, child
abuxe, homan rights, and ethical problems™ [51], the veracity of which will be addressed in the section

on ethical 1ssues,

4.2, Immediate Complications of MC and Their Freguency. A 2014 study by CDC researchers of 1.4
million circumeisions in the US, based on mpatient data as well as data from more than 870 000 unigue
outpatient medical providers found frequency of adverse events associated with EIMC was 0.4% [52].
The AAP's 2012 policy statement |1 | reported figures of 0.19%]53] and 0.22%[32] from two large US
studies, and 0.34% from a large Isracli study [54]. The most common complications were: hemaorrhage
(0.08-0.18%), infection ((.06%) and injury to the penis (0.01-0.04%) [52].

4.3, Deaths From EIMC, Data from a MC opponent reporting that 117 or over 100 newbom males die
from MC in the US each year onginated from his assumption that the well-known higher infant
mortality in males was entirely due to MC complications [55). This sex difference is, however, also seen
in non-circumeising countries (abulated in ref [36]). Moreover, in non-circumeising Norway, this
gender difference (30%) is greater than in the US (19%) and in Israel (5%)[56].

While it is difficult to ascertain actual deaths attributable to EIMC, no death was found among
neonatal records of 100,157 boys circumcised in US Army hospitals from 19801985 [32]. In contrast,
amongst 35,929 infant males who were not circumcised, 88 (0.24%) developed a UTIL, leading 1o



meningitis in 3, renal failure in 2, and death in 2 [32]. Thus, death rate was much higher in the 26.4%
boys who were not circumcised. That article stated in the Discussion that no EIMC-related deaths
occurred amongst 300,000 boys bom in US Army hospitals between 1970 and 1986, nor amongst
HA0000 mfants who had EIMC in Texas from 197 1=-1987 [32]. It further stated, “We can find evidence
for no more than two to three deaths per vear that can be artribured to the procedure among the more
fhan 1, 20006080 bows that are circumeised [in the US annually].” Other studies found no deaths [57]. One
death from an “af fome " procedure was found in records of the New York City Health Department in
1953 |58]. There were no deaths after 500,000 EIMCs in the US in 1982 [59]. In the mid-1940s in
England, deaths during MC of boys aged 0-4 years were mostly from the types of general anesthetics
used at the time [60]. Data from the US National Inpatient Sample found that during 2000 to 2010 noted
one death was recorded per 49,166 circumcisions during the first 30 days of life [61]. The authors
stressed that, “rhis figure should nor be interpreted as causal but correlational,” Deaths were more
likely in boys with significant co-morbidities such as cardiac disease (OR = 697.8). Since the authors
had access 1o data on deaths in uncircumeised boys, the authors failure o present such data is a major
limitation that undermines the findings.

In Canada, where approximately half of males are circumcised, only 3 deaths were attributed 10
EIMC [62] and 3 to vaccination over the period 1992-2004 [63]. The report also documented 38 cases
of anaphylaxis, 37 cases of convulsions, and 4 brain infections attributable 1o vaccination. Like EIMC,
benefits of childhood vaccination greatly outweigh the risks. In comparison to deaths from EIMC, in
Canada there were 43 deaths from penile cancer [64]. 3,708 annual deaths from prostate cancer and 443
from cervical cancer [64], The evidence, discussed below, shows EIMC reduces risk of each,

The data show that mortality from MC performed by a qualified medical practiioner is rare. Risk is
higher for MC performed by non-medically qualified circumcisers. MC-associated deaths, mostly in
adolescent males, have been reported after traditional “bush™ MCs. Nevertheless, rare, undiagnosed

hemaophilia has resulted in hemorrhage so severe as 1o cause death during medical MC.

4.4, Breastfeeding Ouicomes. A longitudinal study in New Zealand found that, over the course of 4
months, there was no difference in initiation of, duration of, or stopping of breastfeeding in circumcised
vs, uncircumcised males [65]. Similar findings were obtained for infants from discharge to 2 weeks ina
large retrospective San Diego study [66]. Outcomes associated with breastfeeding, such as being less
prone o gastromntestingl problems and asthma, were also unaffected [65]. Whether or not anesthesia was
used for the EIMC procedures was not stated, although would have been less likely for this cohort of

boys born in the 1970s. The New Zealand authors concluded, *These resufts strongly suggest that



claims abour the adverse effecis of neonatal circumeision on breasifeeding and child health are not
sonnd, ard have arisen as a result of unjustified extrapolation from the evidence on neonaral responses

tor circwmcision” [65].

4.5. Mearal Stenosis (M5). MS has been said to be a common complication of circumcision [67]. Often
gquoted by opponents is a prevalence of 20% reported in a small study of neonatally -circumcised boys at
age 5-10 yvears attending a pediatnic clinic in Iran for other problems, the incidental MS diagnosed being
asymptomatic [68]. MS data from a large Danish study [69] were further evaluated by critics, revealing
a MS prevalence of 0.099% in Muslim {(circumcised) males and 0. 12% in non-Muslim {uncircumeised)
males, making the condition uncommeon [70]. A US study that reported a figure of 7% [71] was
criticized by a former chair of the AAP"s infamt MC policy committee [72]. In the Danish study,
prevalence of other urethral stricture disease was 0.55% in Muslim and 0082% in non-Muslim males [69,
70]. In elderly men prevalence of MS was 1 .9-umes higher in the uncircumcised [69]. Each condition
wis higher in younger ethic Danish men circumcised for medical problems compared with
uncircumcised Danish men [69], Rather than being a long-term complication of MC [73], onset was
found recently to occur in the first 2 months after neonatal MC|74], but diagnosis is much later [75].

A recent systematic review and meta-analysis of all published data involving 31 strata from 27
studies reported in total 350 MS cases among 1,498,536 males [76]. The overall summary risk estimate
for MS was 0.66% [T6]. The authors pointed out that in uncircumcised males MS gradually increases in
prevalence with age. mostly as a result of penile inflammation caused by lichen sclerosis, which is much
more common in uncircumcised males [69, 70, 76]. It is likely that MS in uncircumcised males is under-
reported [T6]. While more studies are warranted, the current data do not support M5 being a major
adverse effect of MC.

4.6, Glans Keratinization. An argument that over ume the glans of a circumcised penis becomes
thickened, hardened and cornified is contradicted by histological studies comparing glans skin of
circumcised and uncircumcised men |77, 78], A difference in rete ridges was, however, found in a small
study [TE], but the finding could have been confounded by age,

5. Psychological Harm
5.1, "False Beliefs ", In a recent survey of 902 US men by MC opponents, a satisfaction score of 3.5-3.9
out of 5 amongst 732 circumcised men was found, compared o lower scores among 170 uncircumeised

men [79]. Rather than accepting the findings at face value, the authors then asserted that circumcised



men held, “false beliefs concerning circumcision and the joreskin™, and that, “These findings provide
tentative support for the hvpothesis that the lack-of-harm reported by many circumcised men ... mayv be
related to holding inaccurate beliefs concerning unaltered genitalia and the conseguences of childhood

genital modification” [79].

3.2, Neawrological Damage. It has been argued that pain associated with EIMC causes permanent,
harmful, neurological changes in the brain [80]. As support, a small study by Taddio ef af. found
neonatally circumcised infants exhibited a stronger pain response to vaccination at 4 or 6 months than
did uncircumeised infants [81]. This finding was, however, confined o infants circumeised without
anesthetic. Infanis circumeised with topical local anesthesia (EMLA cream) had significantly lower pain
scores at later vaccination than those circumcised without anesthetic [81]. Taddio ef af. recommended
there be a, “study of the vaccination pain respanse of infants who had received more effective
circumeiston pain management ", Pain can be avoided when local anesthetic creams are applied an four
prior to the MC procedure [82].

An “after-howrs ™ MRI brain scan of a single infant before and after circumcision without
anesthesia was reported 1o reveal changes in parts of the brain associated with reasoning, perception and
emotion [83]. Ethical approval, logistics and compliance with procedural guidelines were not stated. The
mother was strongly opposed to MC, leading critics to question her approval for this experiment and an

assertion that the on-line report by an opponent was a fabrication [84].

3.3, Cognitive Ability Larer in Life. A New Zealand longitudinal study comparing boys circumcised in
1977 or left uncircumcised found no adverse effect on cogmitive ability (10 at age 8-9 years and
scholastic ability at age 13) [65]. Similarly. a Swedish study found no adverse psychological effect of
MC [85]. A longitudinal study in the UK, beginning in 1946, of more than 5.000 individuals followed
from birth to age 27 found no difference in developmental and behavioral indices between circumcised
and uncircumcised males [86]. A study of boys aged Y-11 in 5an Francisco found that circomcised boys
had higher satisfaction scores, although general body image was no different [87). Taken together, these

consistent findings in different populations support an absence of an effect of MC on cognitive ability,

5.4, Aurism Spectrum Disorder (ASD), Analysis of a Danish national medical records databank led to a
finding that infant “circumcision pain' canses ASD and hyperkinetic disorder [88]. Crtics exposed
numercus flaws in the study[29]. Firstly, the number of cases was small and statistical significance was

marginal. The association with ASD diagnosis was stronger for boys under the age of 4 years, whereas it
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should have been greater with the benefit of the higher number in the entire cohort of circumcised
(mostly Muslim) boys aged up to 10 years [89]. No attempt was made to examine whether pain in
uncircumeised bovs — such as caused by UTI, that is 10-times more frequent in uncircumcised vs,
circumcised male infants, might be associated with ASD [89].

The study authors did not consider alternative explanations, General anesthesia, sometimes
advocated for infamt MC [90], is neurctoxic and associated with later cognitive impairment [91], and has
been disavowed in favour of local anesthesia [92]. Medications for post-EIMC analgesia - specifically,
the use of acetaminophen (paracetamaol), found in 1994 1o be effective for management of post-EIMC
pain [93], led the AAP to recommend it [94], In suppont of acetaminophen use, rather than EIMC, being
responsible for the association, a US sudy by Bauer ¢1 af. found no association of EIMC with ASD
prior to 1995 [95]. Unlike in older individuals, acetaminophen metabolism in immature brains generates
neurotoxic by-products, Baver criticized the Danish ASD study for falsely suggesting that her group’s
findings applied to EIMC [96]. These observations may also explain why the older boys in the Damish
study (i.e.. boys borm before the introduction of the guidelines in 1999) showed only a weak association
of MC with autism, whereas the younger ones (bom after 1999) showed a stronger association, Another
Danish study, by Sneppen and Thorup, found an extraordinarily high prevalence of ASD of 7.2% in
uncircumcised boys [97]. They suggested that the figure of 1.5% reported by Frisch and Simonsen for
uncircumcised Danish boys [88] indicated confounding in the latter study. Diagnosis of ASD has been
rising steady over the years but has now plateaved in males at 3.6% in the US [98, 99] and 3.7% in
South Korea [ 100], whilst rate of MC has been steadily declining in each country. Other authorities have
also criticized the Danish autism study [101, 102],

5.5. Alexithvmia. Alexithymia is an idiopathic personality trait characterized by difficulty identifying
and describing an individual®s own, or other peoples’ emotions. Like many personality traits, a complex
interaction of genenics and environment is generally postulated to be responsible. It has been argued that
early trauma, such as pain from EIMC (presumably when performed contrary to recommendations to
use local anesthesia) affects the brain, leading to alexithymia [ 103). Research support for the hypothesis
was provided in a study involving subjects recruited by advertisements on an anti-MC website [103].
Psychiatric problems appeared to be more commeon in men unhappy at having been circumcised [ 104].
Body dysmorphic disorder has been linked to alexithymia [ 105], Consistent with bias in the small self-
selected sample, the overall rate of alexithymia was over 3-times higher than seen in the general

population [106]. There was, moreover, no association between age of MC and alexithymia. The authors
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later conceded that, “Circumeision pain itself did not seem to effect [sic] acquiring alexithymia ™, that
their sample may be biased, and that the findings were both “prefiminary ™ and needed replication [ 107].
There is strong empirical support for alexithymia being a stable personality trait rather than just a
consequence of psychological distress [108]. A large survey evaluating a comprehensive array of
emotional problems in pre-school | 109] and in 616 year-old [110] children from 24 different societies
found differences in severity of these between countries, imespective of MC prevalence in cach. While
some, but not all [111], studies have shown that men exhibit higher alexithymia scores than women, the

difference is seen in countries with divergent MC rates [106].

5.6. Psvchalogical Trawma. An unpublished study in 2000 claimed MC was associated with post-
traumatic stress disorder [ 112]. This was contradicted by the survey above [103]. We found no studies to
support other MC trauma-related claims [113].

5.7, Conclusion, As summarized in Table 5, high quality studies show little or no adverse effect of MC

on physical or psychological oulcomes.

6. Sexual Function and Pleasure

.. Sevwial Funcrion. All systematic reviews of relevant research studies rated by quality found no
harmful effect [114-117). One systematic review included data from 19,542 uncircumcised and 20,931
circumcised men [114]. The key iinding was that MC had no adverse effect on sexual function,
including erectile function, premature ejaculation, ejaculatory latency, orgasm difficulties, and pain
during penetration. Evaluations by researchers in China [115, 116} and Denmark [117], where MC is
uncommon, found the same. The findings were, moreover, supported by a meta-analysis of each sexual
dysfunction [115]. A UK study of 6,293 men and 8,869 women added further support [ 1 18]. The recent
svstematic review from China found pain during intercourse was 64% more common in uncircumcised
males [116]. It also found that erectile dysfunction was significantly less common in circumeised men.
A case-control study in Kenva found that circumcised men reported less pain during sexual intercourse
than uncircumcised control men during 2 years of follow-up [119). Other aspects of sexual function did
not differ between circumcised and uncircumcised men. Included in each review were 2 RCTs [120,
1211, which are regarded as high guality evidence [24]. Each RCT found no adverse effect on any aspect
of sexual function by the 2-year post-MC follow-up point. Coital injuries were significantly lower in

circumcised men [122-124].



Sexual dysfunction is common in men. The evidence that MC may be responsible included outlier

studics that were generally small and of low guality. as well as anecdotes and speculation.

6.2, Sexuwa! Pleasure. Several studies concluded that MC diminishes sexual pleasure for men and their
female sexual partnersf125-131). Evaluation of these identificd multiple flaws [114, 132-138). Other
studies [139-142], including RCTs [120-122, 143], found MC had no adverse effect. In fact, the RCTx
found a net increase in sexual pleasure in men and their female partners. The reasons given by women
for favoring MC were also esthetics, vaginal penetration, hygiene and reduced infection risk [ 143].

A list of * 16 functions of the foreskin” [144] has been compiled by opponents (Table 3). Here we
evaluate some of these proposed functions and related claims. The others are mostly speculative, there
being no evidence 1o assess their veracity.

It has been argued that the foreskin contains * fO0 or = 20,0007 nerve endings essential for
sexual pleasure. The * /0,007 figure (specifically ine-touch nerve endings; Meissner's
corpuscles) stemmed from a caleulation by Prof. Ken McGrath, which he subsequently retracted
as being, “an order of magnitude too high™ [ 145].

Fingertips have the highest concentration of Meissner's corpuscles of any human glabrous
skin, and the foreskin the lowest [146]). Meissner's corpuscles in the foreskin are most abundant up
to age 10-14 yvears, then decline substantially [ 147], which was stated to contradict the sexual
pleasure claim [137]. Cox ef al. provided data explaining that other types of nerve endings specilic
to the glans, but absent from the foreskin, are responsible for sexual pleasure [137].

The figure of 20,000 nerve endings appeared in a 1997 magazine article [ 148] by Paul Fleiss
[149]. It cited as support a 1932 paper [150] that did not state there are 20,000 nerve endings in the
foreskin. Instead, the “20,008 " figure stemmed from a count of 212 nerve endings in | cm’ of an
undisclosed part of a single foreskin from an individual of unknown age [150]. Amongst these were 2
fine-touch receptors, but no genital corpuscles that have been invoked as the nerve endings responsible
for erogenous sensations [137)]. To arrive at “20,000 7, 212 would need to be multiplied by 94.3. The
94.3 cm” value for both inner and outer surfaces combined, is near the top of the range of 7-99.8 cm’
(av. 38.5 em’) reported more recently for total foreskin surface area [151].

It has also been argued that the foreskin has a surface area of “I5 square inches™ [22]. This
value is at the upper (=0.1%) limit of the range found for the combined inner and owter foreskin
arca of 965 Ugandan men (aged 1549 year) of T-99.8 em” (mean 38.5 em®) [151], i, 1.1-15.5
squire inches. The only other study, involving 8 cadavers (of unstated age. race, eic), reported a

combined outer and inner foreskin area of 18.1-67.5 cm” (2.8-10.5 square inches, mean 7.2
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squire inches [46.7 r:m’]} [152]. Those measurements showed that foreskin size is highly variable,
very much more so than penis length [ 153]. Darwin noted, “An organ, when rendered useless, may
well be variable, for its variations cannst be checked by natwral selection™ [154],

We could find no evidence to support the existence of pheromones in the foreskin [ 135].

It has been postulated that, “n heterosexual intercourse, the non-abrasive gliding of the
[uncircumcised] penis in amd out of itself within the vagina facilitates smooth and pleasurable
intercourse for both partners”, meaning easier penetration, nerve stimulation and prevention of loss of
vaginal lubricani [ 156]. No gliding would, however, occur for men with short foreskins, We could find
no studies investigating this proposed phenomenon in men or their sexual paniners. The purpored
lubrication provided by “gliding” should reduce pain during intercourse {dyspareunia). However, the
better-quality studies reponted either no difference or less pain in circumcised men [114-117, 119-122,
157) and their female sexual partners | 143] (Table 6). Contrary claims appeared to be based on
speculation, anecdotes or low quality studies [ 158].

Further information addressing the “16 functions™ is available [ 159].

6.3, Data From High Quality Studies. Two high quality studies, a RCT in Kenya [121] and a cohont
study in the Caribbean | 122], found that sexually experienced adults reported improved sexual pleasure
and function after circumcision. A meticulously conducted systematic review of all studies found that,
overall, MC had no adverse effect on penile sensitivity, sexual arousal, sexual sensation or pleasure
[114]. Criticisms of that study [ 131] were shown to lack merit [ 136]. The findings were consistent with
a systematic review of histological correlates of sexual sensation showing that the sensory receplors
responsible for sexual pleasure (genital corpuscles) reside in the glans, not the foreskin, meaning loss of
the foreskin by MC should not diminish sexual pleasure [137]. By exposing the glans, as often occurs in
an uncircumcised man during erection, MC was proposed to increase sexual pleasare [137). The
foreskin, just as other skin on the body, contans sensory receplors that respond 1o touch, lemperature
and pain. Since the density of Meissner’s corpuscles in the prepuce diminishes at puberty when male
sexual activity is increasing, these touch receptors are unlikely to be involved in sexual sensation [137).
Moreover, free nerve endings (that also respond o wouch) showed no correlation with sexual response,
Sensitivity of the glans to touch decreased with sexual arousal, so further diminishing a role for touch
receptors in sexual sensation [ 160]. Sensitivity of the penis to vibration, which is able to elicit arousal

and ejaculation, is not related w MC status [ 137).
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6.4, “Foreskin Restoration ™. This undertaking involves streiching the skin on the shafi of the
circumcised penis using weights, Various psychological disorders [ 161, 162] were found to be more
prevalent in circumcised men preoccupied with their absent foreskin [104]. Such men were more likely
1o undertake “foreskin restorarion, " which was found to occasionally require subsequent “re-

circumcision”™ | 163-165] or medical attention for resulting genital mutilation | 163, 166).

6.5, Conclusion: As summarized in Table 7, high quality research shows that MC has no adverse effect
on sexual function, sensitivity or pleasure. This finding contradicts arguments based on low-quality

evidence.

7. HIV Infection

7.1 Heterosexual Men. Evidence showing that MC provides protection against heterosexually acquired
HIV infection in men has been disputed [31, 167-184]. Early evidence of protection was confirmed by
three RCTs in sub-Saharan Africa [185-187], a review [188] and a Cochrane committee meta-analysis
that showed high consistency of the trial results | 189], leading to endorsement of MC by the World
Health Organization (WHO) and UNAIDS as an additional important intervention to help reduce HIV
prevalence in epidemic settings [190, 191]. Roll-out of YVMMC programs has resulted in 15 million MC
procedures in high-priority countries | 192], so helping reduce infections and save lives [ 192]. Criticisms
of the RCT findings by MC opponemts [168-171, 180-184] were shown by scientists and public health
authorities to contain fundamental Maws [56, 193-209]. The suggestion that, once circumcised, men
would forego condom use was contradicted by a recent meta-analysis that found no difference in use of
condoms for up to 2 years post-MC [210],

Recent meta-analyses have shown protective effects of MC in circumcised men of 70% (95% CI
0.24-0.38; p<000001) [211] and 72% (95% CI 1.7-7.1) [212].

Compelling biological reasons have been used 1o explain the vulnerability of the foreskin 1o HIV
infection [77, 213-217]. Infectivity is exacerbated in inflammatory states and ulceration from sexually
transmitted infections (5TIs) [218-222], coital injuries more common in uncircumcised men [122-124]
and foreskin size [151). Langenin, produced by the mucosal epithelium of the foreskin, is protective at
low viral loads [223], but becomes overwhelmed at high HIV loads [223, 224].

Those who had denied the evidence, but have now accepted that MC s effective in HIV prevention
in sub-Saharan Africa, continue to dispute its effectiveness in developed countries, despite US data to
the contrary in heterosexual men [225, 226], supported by the US CDC [3, 4, 227]. In European
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countries {low MC rate) heterosexually-acquired HIV was 6 times higher in men and 10 times higher in

women compared with Isracl (high MC rate) [228].

L2, HIV infection in wosnen. Based on data from two studies [229, 230], it was argoed that MC
increases women's HIV infection risk. In the Rwanda study. women with higher HI'V-positivity were
from higher socioeconomic groups [229] in which MC is more common, as is promiscuity. Cross-
infection from unhygienic traditional MC may also have contributed [231]. The Uganda study found
that the marginally higher (p=0.04) HIV infection in women was limited 10 women whose male pariner
disobeyed medical advice and resumed sexual intercourse prior 0 the 6 weeks post-MC wound-healing
period [230)]. Inadequate recruitment, and thus power, resulted in the trial being stopped at interim
analysis[230]. Enrolment of the necessary 10,000 serodiscordant couples was deemed “logistically
unfeasible™ [232].

Mew-analyses have found 200% [232] and 32% [211] non-significantly lower HIV nisk in women
with circumeised male partners. Much lower HIV prevalence was seen in South African women who

only had circumcised male partners [233, 234).

7.3, HIV Infection in Men Who Have Sex With Men (MSM). A Cochrane meta-analysis concluded that,
“Current evidence suggests that male circumeision may be protective among MSM who practice
insertive anal sex, but the role of male circumciston overall in the prevention of HIV' [...] among MSM
renaing to be determined” | 235]. The meta-analysis found a 73% decrease in HIV infection risk in
studies of MSM reporting an insertive role during anal imercourse, but no significant difference in
studies of men reporting a receptive role [235]. The protective effect of MC was 89% in a study of
insertive MSM in Sydney, Australia [236].

7 4. Intercountry Comparisons, Arguments that HIV rate is higher in the US than Europe despite higher
MC rate in the US, have failed to acknowledge that the major route of HIV infection in the US is

receptive anal intercourse amongst MSM, for which MC affords no protection [56].

8. Other Sexually Transmitted Infections

8.0 Overview. An extensive anicle disputed the ability of MC to protect against other §TIs [237].
Detailed evaluation of that article revealed serious flaws in statistical analyses, as well as obfuscation
and misrepresentation of data [238)]. That author's previous MC and (non-HIV) STT analyses [237, 239-

241] have also been shown to contain serious analytical and evidential flaws [238, 242, 243].
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The following summarizes the high-quality evidence addressing the role of MC in protecting

against various specific ST1s.

8.2, Oncogenic Human Papillomavirus (HPV) Genetypes. A recent meta-analysis of 30 studies found
MC was strongly associated with reduced odds of genital HPY prevalence (OR (L68; 95% CI 0.56-0.82)
[244). That meta-analysis reated all study types equally. Risk reduction was 53-65% in 2 carlier meta-
analyses and 40% in 6 RCTs (see recent nisk-benefit analyses [245, 246]). A large multinational study
found penile HPV in 19.6% of uncircumcised vs. 5.5% of circumcised men [247]. After adjustment for
age at first intercourse, lifetime number of sexual partners, and other potential confounders, circumeised
men were 6i% less likely 1o be infected with HPY [247]. A large UK survey found high-nsk HPV tvpes
were 86% less prevalent in circumcised men [248]. A RCT published in 2012 found that the incidence
of flat penile lesions (mostly caused by high-risk HPV types) was 98% lower among circumeised men
[249]. Thus, these high-gquality studies and analyses confirm the protective effect of MC.

MC also protects against low-risk {non-oncogenic) HPV types responsible for genital warts [250].
These HPY types infect the shaft and genital area generally, whereas high-risk types mostly infect the
foreskin and underlying glans [250]. A RCT found that circumcised men had a shorter duration of HPY
infection of the glans/coronal sulcus [251], but duration of infection did not vary by circumcision status
in the penile shaft, scrotum, or all genital sites combined, Thus, clearance is greatest in precisely the
area of the penis exposed by MC. A US study found that MC was associated with a statistically
significant increased likelihood of clearance of any HPY infection (HR 2.7; 95% CI, 1.3-5.7) and of
clearance of oncogenic HPV infection (HR 3.2; 95% CI1, 1.4 -7.4]), but not with an increased clearance
of non-oncogenic HPY infection [252]. The meta-analysis cited above conceded that, “sampling sitex
also plaved an important role in the final results,” and that, “selection bias fn owr meta -analysis” (i.e.,
nol taking into account penile sites used for sampling) affected the conclusions [244]. Use of a single
combined sample for the penis and scrotum was the likely explanation for a negative result in one study
[253]). Foreskin HPY infection is significantly higher in men with phimosis [254].

In summary, MC reduces pemile infection by, and increases clearance of, high-risk HPV genotypes.

8.3, Genital Herpes Simplex Vieus-2 (HSV-2}: Data from 3 RCTs in sub-Saharan Africa found
significant decreases of 453%, 309, and 28% in HSV-2 infection in men after MC [255-258]. A 2006
meta-analysis, that predated publication of the RCTs, found HSV-2 was 15% (OR 0.74-0.9%) lower in

circumcised men, after adjustment for confounding factors [259].
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8.4. Protection of Men Against Other STls. As documented in a critical review [238], RCTs and other
studics have found MC affords protection against Trichomonas vaginalis (500%) [260], Mycoplasma
genitalivm (40%) [261], Treponema pallidum (syphilis) (33-50%) [259, 262, 263], chancroid (50%)
[259] and genital ulcer disease (50%) [264, 265]. Genital ulcers in uncircumcised men contain a higher
prevalence of anaerobic bacteria. RCT data showed that MC reduces total bacterial load and microbiota
biodiversity [50]. A RCT found no syphilis infections in the 24 months after MC compared with 9.6% in
men who remained ancircumcised (p=0.09) [218]. Although RCT data by Tobian ef al. failed to find a
reduction in syphilis, this might have reflected lack of statistical power due to the small number of
syphilis infections identified on follow-up testing [266], Tobian, in an editorial covening another large
study that found 42% lower syphilis in circumcised men [262], acknowledged that MC dees reduce
syphilis risk [267]. Arguments disputing the use of MC for syphilis risk reduction [268] have been
criticized [205]. Data show that MC does not, however, protect men against sexually transmitted
urethritis [ 243].

8.5, Protection Against §Tix in Women, Findings on the impact of MC on STIs in women are mixed. At
the very least, it should be obvious that any measure that reduces nisk to the male pariner of being
infected should reduce 5T1 prevalence in women. Below we summarize available data.

In women, high-nsk HPV nfection may cause cervical dyvsplasia that can progress 1o cervical
cancer. High-risk HPV also contributes to other genital cancers and to oropharyngeal cancers. Over her
lifetime, a woman may have sexual partners of either MC status, potentially confounding associations
between male partner MC status and a woman's HPV risk, This issue was addressed in a large
multinational study, in which confounding was minimized by restricting the analysis 1o 1,420 men
whose female partner reported having had only a single sexual pariner [247]. The men were rated for
their “sexual-behavior risk index”. Men who were high-risk had had =6 sexual partners and first
intercourse prior o 17 vears of age. Men who were low-risk had had < 5 sexual partners and first sexual
intercourse at >17 years of age. The remaining men were classified as having an intermediate risk.
Monogamous women whose male partner had either a high or an intermediate sexual-behavior risk
index were much less likely to have had a cervical cancer diagnosis if the male partner was circumcised
(OR 0.18 [95% CI 0.04-0.89] and 0.50 [95% CI1 0.27-0.94], respectively). An RCT found prevalence
and incidence of high-risk HPV after 2 vears to be, respectively, 28% and 23% lower among women
with circumcised male partners than women with uncircumcised partners [269).

An argument that effective HPV vaccines render MC for protection irrelevant fails o appreciate

that curmment HPY vaccines are prophylactic not therapeutic, are pnmarily administered to girls in carly
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high school, and are directed at only the two most common of the =14 mucosotropic HPV genotypes. In
theory, the advent of a nonavalent HPY vaccine could, only if 100% effective. increase protection from
the current 70% to as much as 93%., A recent systematic review of real-world experience with HPV
vaccination [270] revealed 1s suboptimal effectiveness (see Figure 3C of that publicaton). In Australia,
one of the earliest countries to vaccinate girls (in 2007), there was an 86% (not 100%) decrease in the 4
vaccine genotvpes (HPVs 6, 11, 16 and 18) [270].

As with other public health interventions, a package of multiple preventive measures 1s likely to
have a greater impact than vaccination alone. HPV vaccination against a subset of HPV types in early
adolescence can help mitigate cervical cancer risk, but uptake 1s not widespread in all settings and
durability of effectiveness remains to be seen. The emerging switch from pap smears 1o primary
screening for HPY in high-income countries, by a PCR-based test [271], will improve risk detection, but
1% not practicable in resource-constrained settings,

Genital herpes infection risk in a Pittsburgh study was twice as high in women who had ever had
intercourse with an uncircumcised man (OR 2.2; 959% CI 1.4-3.6; n=1,207). Similarly, a RCT found 2-
fold higher HSV-2 infection over 12 months in 783 wives of uncircumeised men [272). Secondary data
from another RCT found H5V-2 was the prnimary pathogen in 96% of the 67% of genital ulcers in the
female pariners in whom an etiological agent had been identified [273]. Most participants had been
infected with H5V-2 prior 1o commencement of the tnal and HSV-2 detected in these women
represented mostly reactivation of pre-existing infection,

Clidamyeia trachenmaris seropositivity in a large, multinational study was 5.6-fold higher in women
with an uncircumeised male partner [274], The finding also applied to women who had only had one
sexual partner. Prevalence of C. prenmoniae, which 1s not transmitted sexually, did not differ, The
authors suggested that infected cervicovaginal secretions may be trapped under the foreskin for longer in
uncircumcised men, increasing risk of penile urethral infection and transmission to the vagina during
sexual intercourse [274). A prospective study imvolving populations from Uganda, Zimbabwe and
Thailand, however. found no difference in chlamydial. gonococcal or trichomonal infections in women
as a function of MC status [275].

For other 8Tls, a RCT found that genital ulcer disease risk was 22% lower in women with
circumeised male partners, bacterial vaginosis was 40% lower, severe bacterial vaginosis was 61%
lower, and Trichomeonas vagimalis was 48% lower, but there was no difference in dysuria or vaginal
discharge [272]. A large prospective cohort study of 2,946 HIV-negative couples found syphilis was

75% lower in the female partners of circumcised men [262]. A prospective study in Kenya by the same
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authors found that those with circumcised male pariners had a 58% lower risk of incident Trachomaris
vaginalis compared 1o women with uncircumeised partners [276].

A recent systematic review of MC and 5Tls in women identified 9 RCTs and 48 observational
studies of populations globally [277]. Overall, MC reduced acquisition of 5TIs and cervical cancer in
women, being strongest for HSV-2, chlamydia and syphilis. The authors found medium consistency
evidence for protection against any HPV type and low-risk HPY types, intermediate consistency for any
STIL. candidiasis, dysuria, gemital warts, gonorrhoea, high-risk HPY viral load and Mycoplasma
genitalivm, with discrepant values for bacterial vaginosis, HIV, high-risk HPV. non-specific genital
ulcers, tnchomonas and vaginal discharge that rendered the later low-consistency. More information
was presented in an editorial [278]. Clearly, reduced population prevalence of 5TIs in men will translate

into lower risk of ST1 exposure in women.

&.6. 5T Vaccination. Development of prophylactic vaccines against HIV and 5TIs other than HPY
remains a desirable, but o date elusive goal. Thus, although ST1 diagnosis and treatment continues to

improve, prevention has to remain a priority for many reasons, not the least of which is cost,

8. 7. Protection Against Other STis in MSM. A study in 2012 found that MC provided 57% protection
against the major oncogenic HPY type, HPY 16, in Australian MSM who practiced predominantly
insertive anal intercourse [279]. Not surprisingly. no protection was observed for men who
predominantly assumed the receptive role during anal intercourse. A 2011 Cochrane meta-analysis
examined syphilis, HSV-1 or HSV-2 in MSM and found no overall significant association with MC
status [235]. The Australian group found that MC protected against incident syphilis (HR 0.35; 95% C1
0. 15-0.85), particularly in the one-third of M5M who engaged predominantly i insertive anal
intercourse {HR 0.10; 95% CI 0.01-0.81)[280]. An explanation for association with incident but not
prevalent syphilis in that study was that MSM who imitiated sexual activity during the late 19805 and
194905 when syphihis prevalence was low would have been at very low risk of acquiring syphilis

imespective of their MC status, but only since 2001 has syphilis re-emerged in Australian MSM [280].

8.8, Conclusion. As summarized in Table 8, high quality data show that MC protects against risk of
HIV and various other STls,

9. Condoms for Protection Against STIs



It has been argued that condoms afford complete protection against HIV and other STIs, so obviating
the need for MC [67, 180, 181]. Current data show, however, that condoms provide protection against
HIV infection that ranges from 80% [281] o T1-T7% [282]. This protection only applies if condoms are
used consistently and correctly [281, 283]. A Cochrane sysiematic review and meta-analysis of RCTs of
condom use (2 in the US, one in England and 4 in Africa) found, “little clinical evidence of
effectiveness " and no, “faverable resulrs™ for HIY prevention [284]. That study did, however, find that
condoms were 42% effective in prevention of syphilis infection [284].

Unlike condoms, MC is a one-off procedure that does not require future compliance each time a
mian has sexual intercourse, In this respect MC can be compared with vaccination. However, the only
vaccines currently in widespread vse (in early high school females and increasingly in males) tor 5T1
prevention are those that protect against certain HPY genotypes. MC and condom use each provide a

reasoniable degree of protection against ST1s, When both are in place protection is higher [56].

10. Delay of MC Until Males Become Sexually Active

It has been argued that MC be delayed to allow the male to decide if he wishes to reduce his risk by
choosing to get circumeised when he is old enough to be sexually active [285, 286]. Substantial
problems with this argument have been enunciated [287] (Table 9). First, MC has other benefits besides
STI prevention and these benefits start early in life (see UTls section above and inflammatory skin
conditions and physical problems sections below), The benefit-to-risk ratio from EIMC is high and has
increased over the years as more evidence has accumulated [245, 246, 287-291] (Table 10). Second,
EIMC is simpler, quicker. less expensive. with lower risk of complications [52], healing is faster and the
scar can be almost invisible [287]. Third, there are substantial barriers to later circumeision [287). These
barriers include: the decision process, peer pressure, affordability, slower healing, pain duning noctumal
erections, the need to abstain from sexual activity for ~6 weeks, and a visible scar afterwards. The
sexual abstinence period is often cited by men as a significant barrier, so favoring EIMC as the preferred
time [292].

An argument that infant MC should be banned. discouraged or at least delayed untl the boy is old
enough to decide for himself [19-21, 293, 294] was refuted by authorities in ethics, who have presented
sound reasons why such reasoning is flawed [295-301]. I was argued that being circumcised boosts
autonomy more than constraining it [302]. The AAP recommended that prior 1o or early in a pregnancy
the medical practitioner should provide parents with unbissed education about risks and benefits of
EIMC so they have adequate opportunity to choose what 15 in their child’s best interests should they
have a boy [1]. Furthermore, MC later in life is not only associated with a 10-20-fold higher risk of



adverse evenis [52], but, as explained above, having MC performed later poses significant barriers o

adolescent boys and men that usually mean MC will not happen except for a medical reason [287).

11. Penile Inflammatory Conditions and Treatment

There has been a trend away from MC and toward use of steroid creams for treatment of phimosis and
penile inflammation [303]. This approach is not ideal [304, 305]. Commitment is needed for regular
application, there is a risk of side effects from long-term use of steroids, and effectiveness of 2 (range -
23) months” treatment was only 35% during 4 (range 1.5-60) months’ follow-up in 4 recent meta-
analysis on the very sertous foreskin-related inflammatory condition, lichen sclerosus [305]. In contrast,
MC is close 1o 1% effective [3046].

Phimosis, balanitis and candidiasis can occur alone, or can co-occur, A meta-analysis found 68%
lower balanitis rates in circumcised males [307]. Penile candidiasis was reported in 7.7% of
uncircumcised men vs. 4.9% of circumcised men in a large Australian survey [308]. In boys aged 8
months to 18 vears imean 6.4 yvears) the prevalence of fungal infection was 44% in uncircumgcised boys
vs, 18% in circumcised boys [309]. The fungal species were, in order ol decreasing prevalence:
Mualassezia globosa, M. furfur, M. sloaffiae, C. albicans, C. tropicalis and C. parapsilosis. Each was
present in uncircumcised infants, but none in circumeised infants. A gradual accumulation with age
oecurred, increasing by age 18 years 1o 62.5% in uncircumcised boys vs. 37.5% in circumeised boys,
Recently, a strong direct link has been found between C. albicans antibodies and schizophrenia in men,

independent of potential confounders [310].

12. Penile Cancer

The strong protection afforded by MC, especially EIMC, against penile cancer has been disputed by
opponents |27, 311, 312]. The arguments used have been criticized as flawed [313-315]. A claim that a
penile cancer diagnosis of 1 in 100,000 men indicates that the disease is very rare, This figure is,
however, an approximation of the annual incidence. The more relevant figure is lifetime risk, which is
approximately 1 in 1LOM for an uncircumcised man [316]. This would make penile cancer uncommon,
but not rare. Its prevalence in circaumcised men, of 1 in 50,000 10 1 in 12,000,000 [317, 318). might be
considered rare. A California study found that uncircumcised men had a 22-fold higher rsk [319]). The
reason why uncircumcised men are at elevated risk stems from foreskin-related conditions, most
prominently phimosis, which was shown in a meta-analysis to increase the nisk 12-fold [307]. EIMC
eliminates lifetime risk of phimosis. Meta-analyses found that balanitis increases penile cancer risk 3.8-

fold and smegma (a whitish film that accumulates under the foreskin of men and that is comprised of



dead and decomposing exfoliated skin cells, bacteria and other microorganisms) increases penile cancer
risk 3.0-fold [307].

Penile inflammatory conditions are much more common in uncircumcised men [304], A meta-
analysis found 47% of penile cancers are positive for high-risk HPY genotypes [32(]. Since HPY
genotypes prevented by current HPY vaccines constitute approximately 70% of population prevalence
of all high-risk HPY genotypes. one might predict that HPY vaccination would offer the potential to
reduce penile cancer by up to 47 x 0.7 = 33%. This level of risk reduction 15 similar to that conferred by
MC. An early concern was that, over time, non-vaccine HPV genotypes might replace vaccine
genotypes [321]. There is now evidence for this, Eight years after introduction of the HPY vaccination
program for girls in Australia, prevalence of HPV 16 and 18 decreased in heterosexual men from 13% 1o
3% (P <0.0001) [322]. But there was no decrease in HPY genotypes overall, and, “prevalence af non-
vaccine-targeted genotypes ” increased from 16% 1o 22% (p < 0.0001) [322]. A combination of public

health measures is normally advocated for disease prevention.

13. Prostate Cancer

Prostate cancer affects =10% of men over the lifetime, A 2015 meta-analysis found that, after reducing
heterogeneity by removing outlier studies, prostate cancer sk was significantly lower in circumeised
men, especially in the post-PSA tesung era (p=0.01) [323]. In Blacks, large US [324] and Canadian
[325] studies showed risk reductions of up to 36% (95% CI 8-61) and 60%: (95% CI 0.19-0.86),
respectively. MC prevalence worldwide is inversely correlated with prostate cancer incidence [326].
Countries with high MC prevalence have lower prostate cancer-related monality, corrected for potential
confounding factors [327]. The risk reduction associated with MC is on a par with other commonly

recognized factors associated with decreased prostate cancer risk [328, 329].

14. Ethical and Legal Issues
Legal, human rights and other arguments have been invoked in opposing EIMC [27, 67, 294, 330-335].
Evaluation of those arguments have revealed flaws [315, 336-347]. Arguments critcizing the AAP's
policy statement on ethical and legal grounds [1, 2, 27, 286, 294, 330, 348, 349] were followed by
evaluations undermining the arguments used [336, 337, 340, 347, 350-352]. Articles critical of the
CDC’s draft recommendations on similar grounds [3, 4, 67, 303, 331] have also been shown to contain
serious flaws [338, 339, 341).

Scholarly assessments concluded that MC of minors is ethical [295, 297, 298, 300, 301, 344, 353].

Given the wide-ranging protection against multiple medical conditions and infections in infancy and



childhood, including STIs in adolescents who become sexually active, it was argued that it would be
uncthical to leave boys uncircumcised [297, 344). It was argued that Article 24(3) of the United Nations
(UM} on the Rights of the Child might be interpreted as mandating EIMC, since not circumcising boys
has been deemed as prejudicial o their health [297].

The statement * First die no harm™ (often incorrectly attributed to the Hippocratic Oath) has been
used o argue against MC. That statement is derived from the four pillars of medical ethics. The
argument presupposes that MC 15 harmful, meaning that it 15 based on a false premise. It ignores the
principal of beneficence — acting in the patient’s best interest. The statement in the Hippocratic Oath, *f
will prevent disease whenever [ can, jor prevention is preferable to cure” [354, 355] is pertinent, Recent
evaluation of the legal and ethical issues was provided by professors of law, bioethics, urology and
medical sciences in the fnrernational Journal of Children s Righes [339] and the Journal of Law,
Medicine and Erhics [315]. Rivin er al. determined that given the strong evidence for diverse benefits
and very low risk, in the light of current international conventions it would be unethical not o
recommend EIMC [339],

Evaluation of US and international statutes as well as US case-law, including of cases used by a
lawyer 1o support his arguments against MC [67], revealed no precedent for outlawing parent-approved
MC of minors [315. 341]. A report by the Tasmanian Law Reform Commission [333] was shown by
legal, public health and medical experts to be sernously Mawed [344]). If it was, “unfawful for phvsicians
fer circumeise” [67], then EIMC would not be one of the most common medical procedures in the US
[339]. It was noted, moreover, in a detailed treatise by a US lawyer opposed to MC that, “Maosr
circumcision lawswirts go nowhere” [356].

An evaluation pointed out that those who condemn parent-approved MC of boys are not as quick to
condemn other procedures in children. such as ear-piercing, cosmetic orthodontia, surgery for correction
of harelip and tongue-tie, removal of supernumerary digits, and treatment of dwarfism by growth
hormone injections [297]. Removal of birthmarks and moles can be included. Tt was suggested that these
interventions should be regarded by parents and physicians as being beneficial to the child, and that it
seemed odd that infant MC is regarded by some as controversial [297].

15. Logic

15.1. False Eguivalence. It has been pointed out that, unlike EIMC, it is not the practice to routinely cut
off ear lobes and breast buds to prevent future cancers or to remove the appendix to prevent appendicitis
[22]. The fallacy of false equivalence was invoked in disputing the argument [357, 358]. It was pointed
oul that the breast s a body part with an important function. In contrast to MC, none of the other
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proposed prophylactic interventions would come close o the outcome of risk-benefit (Table 10) or cosi-
benefit analyses obtained for EIMC.

Another example we found was associating MC with female genital cutting/mutilation, the more
extreme forms of which cause severe harm. The closest female equivalent of MC, clitoral hoodectomy,
wis introduced in the 19505 for women with an excessive or phimotic clitoral foreskin [359, 360). Ina
sexual dysfunction clinic in Boston, severity of clitoral phimosis was associated with increased
likelihood of anorgasmia [361]. We could find no evidence for 1ts practice today. No scientific reason
was found to equate the strong arguments favoring MC because of its multiple medical benefits with

female genital mutilation or other procedures without proven medical benefits.

15.2. Genetic Fallacy. Historical anecdotes, such as a belief by some in Victorian times that MC could
be used 1o cure masturbation, have been used by opponents to dismiss MC [362]. It has been suggested
that irritation from balanitis, smegma and infections could cause an uncircumcised boy to touch his
penis, leading to stimulation and masturbation, behaviors frowned on in Victonian times [363, 364, A
major 1913 textbook that expressed disdain for masturbation, made no mention of MC as a “cure” [365].
MC 15 an ancient practice [ 366, 367]. Evidence of MC in Europe during the Upper Paleolithic ¢ra
(38.000-11.000 BCE) was found in portable art and rock art at that time [366]. It was suggested that the
practice of MC may have accompanied the radiation of Home sapiens out of Africa [367] -220,000
vears ago [368]. It has further been suggested that privation and other forces explain why MC
subsequently ceased in some cultures [367]. In Victorian times, health benefits, such as protection
against syphilis [369], balanitis, inferior hygiene and phimosis [370], have been used to explain why
MC became popular in Anglophone countries [367]. MC is common in diverse cultures globally [371].
The modemn continuation or re-emergence of ancient practices such as MC and hand-washing likely
stem from underlying disease prevention measures, Over time these may have been subsumed into
religious custom [367]. The reasons humans might have had for MC hundreds or thousands of years ago
can nevertheless be separated from the reasons for medical MC in contemporary society, the latter being

based on sound scientific evidence described above, this being independent of these earlier reasons.

16. Cost Effectiveness

In the US, a downturn in MC prevalence has been attributed o weak pediatric policy statements prior to
2012, increased immigration from countries in which MC is less common, a reduction in access and
affordability, and lobbying by organizations opposed 1o MC [291]. Similar rends occurred in Australia

from the 1970s and the UK from the mid-20™ century. In the US, this has included cessation of



s

Medicaid coverage for elective MC in 18 States. US studies show that, in the long-term, costs will be
substantially higher because of the need for later. more expensive. medically indicated MC [226, 372-
375], which carries a 10-20 fold higher risk of an adverse event [52], and for treatment of a wide array
of conditions that EIMC protects against [226, 343, 372-377). One study. of UTI and 5TIs in the US,
estimated that if MC declined from current levels to a level of 10%, costs would escalate to in excess of
US54.4 hillion over 10 annual birth cohorts, the increase in expenditure being 3313 per foregone MC
[372]. Just for HIV in the US, the, “asseciated indirect cosis may be more than 4 times the total divect
medical expenses™ [3T8]. It was suggested out that if other conditions prevented by MC, as well as the
indirect costs, were to be considered, the true cost would be considerably higher [372]. For prostate
cancer in the US, in the absence of MC 1t was estimated that there would be 24-40% more cases and
US5(LE-1.1 billion extra in costs for treatment and terminal care per year [328]. The CDC found MC in
the US was cost-saving for HIV prevention in black and Hispanic males in whom HIV prevalence is
highest [226].

Medicaid does not cover elective MC in several US states, thus making it unaffordable for poor
families. The ensuing decrease in infant MC has been estimated to result in > 100 additional HIV cases
and 530M 1n net medical costs for treatment per vear [373]. The cost o circumcise males in this birth
cohort was USS4,856.00K), i.e., 6% of the cost of treating just HIV. Modelling studies have, moreover,
found cost savings initially generated by non-coverage of elective infant MC by Medicaid in Louisiana
[374] and Florida [375] were mitigated by increases in rate and expense of medically indicated MC. The
Louisiana study only considered the costs of later MC for boys aged (-5 years. Lifetime costs would
therefore represent a far greater financial burden on healthcare systems, The Florida study found
Medicaid defunding led to a 6-fold rise in publicly-funded MCs at a cost of US5112M [375], leading
Florida to restore Medicaid coverage for non-medical MC [379].

Medical MC is enormously cost-saving in high-HIV settings [380]. and continues to be rolled out in
14 high-prionty sub-Saharan African countries with the approval of the WHO, the US CDC, UNAITDS,
PEPFAR. the Bill & Melinda Gates Foundation, and local government and medical bodies dealing with
the epidemic. Since EIMC is more cost-effective, procedurally simpler, has a lower risk of adverse
events, is quicker, more convenient, acceptable, and confers immediate benefits, albeit with a
considerable lag before its HIV protection benefits begin, the CDC has recommended EIMC in 12 of

these countries [381].

17. US and Non-US Policies



MC policies by the AAP 2012 [1, 2] and, in draft form. by the CDC [3, 4] arrived at affirmative
recommendations. Although the Canadian Pediatric Society (CPS) produced a position statement in
2015, it only recommended MC for males in high-risk situations [8]. s recommendations stemmed
from a faulty risk-benefit analysis that was subsequently performed correctly by critics [245]. The CPS
responded to the criticisms[62 ], but their response was also seriously flawed |382].

Current policies in other countries are negative and out-of-date. The 2010 Royal Australasian
College of Physicians (RACP) policy [6] led to a detaled critigque by Fellows of the RACP and other
medical bodies showing it was not evidence-based [383]. A defence by the chair of RACP commiitee
[177) was repudiated [384]. Arguments by another commentator [ 385] were also criticized [386].
Crurdance by the British Medical Association has been negative [5]. The only actual MC policy in
Europe is by the Royal Dutch Medical Association [7]. It was formulated by Gert van Dijk, a
philosopher having no relevant scientific or medical background, and appears ideology-based, rather
than science-based. Significantly, none of the policies opposing MC of boys denies MC's importance in
high-HIV settings, or make extravagant claims about foreskin function.

In summary, our detailed evaluation of the high-gquality evidence shows that policies opposing MC
are oul-dated and are not based on scholarly reviews of the medical scientific literature, At this point, we
conclude that only policies by US medical bodies [1-4] and the Circumcision Academy of Australia

[290], each involving a detailed evaluation of the scientific evidence, should be relied on.

18. Consequences

Based on our evaluation of the scientific evidence, a downturn in MC, as intended by MC opponents,
would have a detrimental impact on public health and individual wellbeing. This will in turn drive up
cosls for reatment of foreskin-related conditions and more expensive MC in older males,

Men circumcised as adults are able 1o compare their experience before and atter MC, but men
circumcised as infants have no experience 1o draw upon, Arguments used opposing MC can result in
psychological problems|387] and their sequelac [388] in vulnerable men. The nsk of distress,
depression and the broader psvehological impact of arguments opposing MC in vulnerable men, and
parents, merit further investigation,

In light of the above, one might appreciate the importance of MC education based on strong
scientific evidence. Pseudoscience concerning HIV and ATDS led the then South African President,
Thabo Mbeki, to disavow antiviral drugs, leading to loss of 330,000 lives and 35,000 babies being born
with HIV [389].



19. Limitations

A limitation of this study 15 that many arguments opposing MC are absent from the scientific literature,
but are popular on anti-MC websites and social media. Searching only publication databases will miss
these, We address this limitation 1o some extent by examining the “ /6 functions of the foreskin” meme
(Table 33, which is particularly popular, as an Internet search will show. Some others are mentioned
where they are relevant to published claims. But others will, inevitably, be overlooked as our review
gives priority 1o published claims, these being the ones more likely 1o be influential 1o health care
professtonals. Not being in the peer-reviewed scientific literature necessarily reduces the credibility of
certain claims in the first place and. it is to be hoped, health-care professionals at least should be wary of
claims that are not supported by scientific evidence published in reputable jounals.

Another limitation is that the degree of benelit over the long-term may be higher than evident from
age-restricted or short-term studies. For example, early studies of UTIs in infancy found MC conferred a
10-fold nsk reduction, but only 1% of uncircumcised males were diagnosed with a UTI in the first year
of life, whereas inclusion of data for older children and men found the lower nsk reduction later meant
overall lifetime risk reduction was 4-fold. but the proportion of uncircumcised males experiencing a UTI
over their lifetime was 32% compared with 8.8% for circumcised males [26]. Long-term follow-up of
the three MC and VMMC RCTs have shown a continuation of level of effectiveness of approximately
60% in two of these [390, 391 ], but an increase in effectiveness in another RCT 1o 73% [392]. Thus,
with larger and wider studies we expect the data will continue to consolidate and even increase the
strength of the protective effect conferred by MC.

The specific focus of our evaluation is another potential limitation. The purpose of our systematic
review was to assess the scientific and medical data, including data on sexual function. We did not
address psychosocial, religious or emotional arguments that might be posed. Nor did we address local or

regional factors, MC practice in developed countries vs. developing countries, or Muslims vs. others.

20. Conclusions

The present systematic review has contrasted evidence used 1o argue against MC with evidence from
RCTs, systiematic reviews and meta-analyses, in particular, that has demonstrated the multiple medical
and health benefits and low risk of MC to males [246, 291, 393] and their female sexual partners [277,
278]. The key publications forming the framework of the present systematic review are provided in
Table 11, as required by PRISMA guidelines. We find that based on the evidence rated by quality, MC,

especially when performed in early infancy, is favored.



One should be aware of confirmation bias and asymmetnic Bayesianism [394] when it comes to any
discussion of a contentious topic such as MC. A recent study revealed, moreover, that ad fominen
attacks on scientists themselves, rather than the empirical basis of the science, are an effective stralegy
by those who reject scientific evidence on a topic [395].

Following the 2012 AAF infant MC policy. a commentary in AAP News | 396] suggested that the
statement by the AAP Task Force that, "fi is important that clinicians routinely inform parents of the
health benefits and risks of male newhorn circumcision in an unbiased and accurate manner, " may
require pediatricians, at least those in the US, to modify their discussions about newborn health
interventions with parents, since, “phvsicians sometimes can be held accounsable for harm that resules
from net telling patients about an available medical treatment or procedure” [396],

The AAP suggested that after evaluation of the evidence by parents those individuals should be free
to either consent 1o having their son circumcised or decline circumcision for a son [396]. Women can
have considerable power in regard to the decision. They can influence the choice of EIMC or later MC
for their sons [287], brothers, other male family members and friends. They can. moreover, choose to
have a circumcised sexual partner or encourage an uncircumcised parner to undergo the procedure.

The present systematic review should help prioritize the best scientific evidence when il comes 1o
MC, especially EIMC, as an important public health issue worldwide. It should also provide a useful

resource for those confronted with contrary information.
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High quality meta-analyses, systematic reviews of
Level 1++ RCTs, RCTs with very low risk of bias

Level 1+ Well-conducted meta-analyses, systematic reviews
of RCTs, RCTs with a low risk of bias

High quality systematic reviews of case-control or

Level 2++ cohort studies
High quality case-control or cohort studies with a

very low risk of confounding, bias or chance, and a
high probability that the relationship is causal

Well-conducted case-control or cohort studies with a
Level 2+ low risk of confounding, bias or chance, and a

moderate probability that the relationship is causal

Case-control or cohort studies with a high risk of
Level 2— confounding, bias or chance, and a significant risk
that the relationship is not causal

MNon-analytical studies, e.g.,
Level 3 case reports, case series

Level 4 Expert opinion

FIGURE 1: The hierarchy of quality of evidence used in science to evaluate claims, as specified by the
Scottish Intercollegiate Guidelines Network (SIGN) [24].
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TaABLE |: Organizations opposed to non-therapeutic MC of boys,

Non-US medical bodies having formal pelicy statements

British Medical Association (2006)" [5]

Roval Australasian College of Physicians — Paediatrics & Child Health Division (2010)' [6]
Royal Dutch Medical Association (KNMG) (20000 [7]

Canadian Pediatric Society (201 55 [8]

Small fringe professional organizations
Daoctors Opposing Circumcision (DOC)
Attorneys for the Rights of the Chald (ARC)

Lay lobby groups

Mational Organization of Circumcision Information Research Centers (NOCIRC)
Mational Organization to Halt the Abuse and Routine Mutilation of Males (NOHARMM)
National Organization for Restoring Men (NORM)

International Coalition for Gennal Integriy

Intact America

Bloodstained Men (BSM)

Mothers Against Circumcision

The VMMC Experience Project’

'Policy is currently in the process of being updated

2l:.'ml}' recommends non-therapeutic MC Tor “beys in high-risk populations and circumstances™
3l'.?l[.1:[.'m:ns;:itis:m by this group is directed at MC irrespective of age, with a particular focus on the voluntary
medical male circumeision (VMMC) programs currently underway in sub-Saharan Africa
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TABLE 2: Arguments used in opposing non-therapeutic MC of minors

* MC for prevention of urinary tract infections in infancy is unnecessary as these are rare, of minor
consequence, and easily treated with oral antibiotics

* MC causes physical harm, including a high rate of surgical complications, numerous deaths, disrupts
breastfeeding, commonly resulis in meatal stenosis and glans keritinization

* MC “pain” can result in permanent brain damage, autism, alexithymia, and post-traumatic stess
disorder

* MC reduces sexual function in men

* MC reduces sexual pleasure in men and their female sexual pariners

* MC does not protect against infection with HIV or other sexually transmitted infections during
heterosexual intercourse with an infected partner

» Condoms afford complete protection against HIV and other 5TIs, so obviating the need for MC

* MC is not needed for prevention of phimosis and penile inflammatory conditions since these can be
easily treated with steroid creams

* Penile cancer is so rare that prevention by MC is not worth the effort

* MC should be delayed until the boy 15 old enough to make the decision for himself

* Non-therapeutic MC of minors should be deemed unethical and illegal

« Early infant MC is a waste of money
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TABLE 3: The 16 Functions of the Foreskin™ claim [144]

il i il ol

i S 1 =
LA e Lk b = T

Erotic pleasure especially via the ridged band and 200000 nerve endings (Meissner’s corpuscles)
Acts as a rolling bearing in intercourse and masturbation

Prevents dyspareunia (painful intercourse)

Simulates partner’s genitalia, giving her erotic pleasure

Supplies skin to cover the shaft in erection and prevent tightness

Stores pheromones and releases them on arousal

Stores, releases and helps distnbute natural lubricants (“smegma”™ and pre-gjaculatory fluid)
Makes the glans a visual signal of sexual arousal

Provides a seal against the vaginal wall to contain semen

. Prevents the glans becoming keratinized, and keeps it soft and moist.

. Protects the thin-skinned glans against injury

. Protects the nerves of the glans and their erotic function

. In infancy, it protects the urethra against contamination, UTIs and meatal stenosis

. Provides lysosomes for bacteriostatic action around the glans

. Pigmented, it protects the unpigmented glans against sunbum

. Vascular (rich in blood vessels that bring heat to the tissues), it protects the less vascular glans

against frosthite and other weather-related conditions
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TABLE 4; PubMed search results, showing number of “hits™ each year using as keyword “circumcision”,
together with the additional keyword shown in lefi-hand column,

Kevwaord 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 ...cont.
Public health 162 187 240 237 248 266 258 295 277 195 189

Urinary tract

infection 13 17 13 Il 13 19 13 29 23 11 16

Sexually trans-

mitted infection 67 100 174 147 135 163 162 174 152 90 95
Human

papillomavirus f 12 ] b 23 29 23 32 26 10 {1}
HPV = 10 ® 7 17 23 22 0 22 12 14
H5V-2 i 1] 12 ] 20 15 15 1] (i [ 5
Syphilis 3 5 M4 2 8 & 7 6 4 10 10
Trichomonas | 0 2 4 3 5 0 4 2 0 1]
Chancroid | 2 4 0 0 2 0 2 | | (i1
Mycoplasma i} | il i} 0 2 0 3 | | I
HIV i o2 152 1549 151 172 184 191 171 147 46
Chlamydia 3 9 f 4 3 8 2 4 2 2 3
Bacterial vaginosis 2 0 0 2 1 f 1 7 5 3 4
Microbiome ] ] (1 }] L] & 2 4 | 1 |
Hygiene B 12 |8 11 13 6 15 23 13 14 19
Phimosis 29 6 27 34 33 28 28 i7 39 20 I8
Paraphimosis 4 3 3 5 2 4 4 7 3 0 2
Balanitis [0 11 13 12 12 a1l 16 13 7 4
Balanoposthitis 2 3 ] I 0 3 4 T 2 0 2
Lichen sclerosus/is 5 | 2 4 T 4 11 4 7 3 0
Penile cancer 14 32 17 17 21 W 27 29 24 7 [}
Penis cancer 11 28 16 15 18 15 25 21 17 7 12
Prostate cancer 2 2 4 | 4 1] 0 5 4 3 l
Cervical cancer | B 5 i} (i B T I 14 & 3
Sexual function 12 14 22 200 2 31 Z8 14 27 20 19
Sensation 9 7 11 4 f b 3 9 15 9 b
Sensitivity 7 13 10 9 11 9 11 12 13 5 3
LSatisfaction |5 12 [ 23 20 25 M 20 29 22 15
Pleasure 3 3 2 il 9 5 3 10 9 3 9
Cnmp]'icatinns faf Bd T6 i s 101 83 108 121 0 §2
Adverse events d4 3 9 7 13 14 19 24 17 24 I8
Risk-benefit 17 13 23 23 27 3320 i3 27 19 32
Cost effectiveness A 7 7 1] 13 20 11 16 12 16 1]
Timing 4 0 2 3 3 2 3 2 h 3 i
Best time l 4 2 1 1 1] 2 5 1 1 |
Policy 13 23 38 23 27 iz 42 52 30 40 51

... continued on next page



... COmtinued:

Kevward 216 2017 Jun 218 Toial
Public health 234 164 36 2068
Urinary tract

mnfechon i4 12 3 207

Sexually trans-

mitted infection gh 62 q 1621
Human

papillomavirus 7 12 6 s I
HPY B 10 i 192
HSV-2 2 2 | 112
Syphilis 3 3 0 83
Trichomonas 1] 3 0 24
Chancroid ] (1] 0 19
Mycoplasma 1] 0 0 9
HIV 147 &7 3 o2
Chlamydia 2 4 1 47
Bacterial vaginosis 0 1 0 32
Microbiome | 2 0 14
Hygiene 16 19 3 2000
Phimosis 25 21 8 586
Paraphimosis 1 1 0 39
Balanitis 0 14 3 145
Balanoposthitis | 2 1 28
Lichen sclerosus 4 10 4 (58]
Penile cancer 11T 13 4 252
Penis cancer f 1 3 205
Prostate cancer 5 3 i 34
Cervical cancer i 5 | BE
Sexual function 16 21 2 286
Sensation T 11 108
Sensitivity 4 6 3 126
Satisfaction 33 23 7 2
Pleasure 4 (i i FF
Complications T 67 18 1142
Adverse events 20 18 5 195
Risk-benefi 29 20 6 22
Cost effectiveness 25 12 3 168
Timing 6 5 2 40
Best time 2 3 2 26
Policy 42 26 § 465

Grand total = 12.344 “hiig™
*The numbers shown do not take into account duplication of publication in different searches.
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TABLE 5: Quality rating [24] of published studies that have shown negligible physical and psvchological
effects of MC and studies claiming a detrimental effect.

24+ El Beheraoui er al. [52], Fergusson ef al. [65]. Morris & Krieger [76], Calnan
ef al. |86], Baver & Kriebel [95]
2+ Christakis er al, [53), Wiswell & Geschke[32]. Ben Chaim er al.|54).

Mondzelewski erf al. [66], Halata & Munger [78]. Stenram ef al. [85].
Schlosberger er al. [87], Sneppen & Thorup [97]

Rating Studies claiming a detrimental effect
2+ Taddio er al. [81]
2- Frisch er al. [129], Frisch & Simonsen[69], Bollinger & Van Howe[ 103]

4 Bollinger[55], Adler{67], Van Howe[T1], Tinari ™ |. Boyle er al.[126]



TABLE 6: Pain during sexual intercourse for circumcised vs. uncircumcised men, and for women.

Reference Type of study n More (+), Less (=1, Mo difference (00
Men
Kigozi er af, 2008[120] RCT 1,500 0
Krieger ef al. 2008[121] RCT 19495 0
Morris & Krieger 2003[114]  Swstematic review 3288 vs, 6804 0 (all & studies)
(6 studies)
Tian et al. 2003[115] Systematic review 7349 vs, 6407 004 studies); = (1 study)
& meta-analysis (5 studies)
Shabanzadeh ef al. 2006[117]  Systematic review 8 studies 007 studies); — (1 study)
Brito e al. 20017[122] Cohort study S0 [ <0000 ; Fewer codtal
injuries)
Cralukande er al. 2017]157] Cohort study 304 —(42%); O (58%)
Nordstrom e af. 2007[119] Case-control =3 006 = =001 ).
Yang o af, 2007 116] systematic review 6736 vs, 4201 0 (3 studies); — (3 studies)
& meta-analysis (6 studies)
Wesrren:
Kigozi er al. 2009(143] RCT 455 099 8%); + (0.2%) (p=N5)
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TABLE 7: Conventional quality rating[24] of published studies that have shown no adverse effect of MC
on sexual function and pleasure and studies finding a detrimental effect.

Rating Studies showing no adverse effect

I+ Tian er ail. [115], Nordstrom er al. [119], Kigozi er al. [120, 143], Krieger et al. [121]

1- Morris & Krieger [114], Cox ef al. [137], Yang ef al. [116], Shabanzadeh er al. [117],
Payne er al. [160]

2++ Homfray et al. [118]. Brito er al. [122], Galukande ef al. [157]. Bossio ef al. [138]

2+ Cortés-Cronzdlez ef al, [140, 141], Zulu er af. [142]

Rating Studies showing a detrimental effect

2- (Hara & O'Hara |125], Boyle & Bensley [126], Kim & Pang [127), Sorrells er al. [128],

Frisch er al. [129], Bronsalaer et af. [130]



TABLE 8: Quality rating[24] of siudies that have found MC protects against HIV and several other STls
and studies showing no protective effect.

HIV

Reringe Studies supporting a protective effect of MC

1 ++ Auvert ef al. [ 185]. Bailey er al. [186], Gray ef al. [ 187], Siegfried et al. [ 189]

1+ Weiss et al. [188), Morris ef af .J207). Lei er al. [211], Sharma ef al. [212), Freeman et
al. [219), Weiss ef al. [232], Wiysonge er al. [235]

D+ Morris ef al. [206], Gray et al. [218], Boily ef al. [209, 220]

2+ Warner er al. (225 ], Sansom et al. [226], Chemitob ef al. [228], Templeton et al, [236]

2- Wawer er al. [230]

fin welies disprting the protecti el

2- YVan Howe [167, 183, 1584]

Other STl

Rertrng Sruddies sunnariin e i

1+ Waskett ef al. [243], Zhu et al. [244], Mehta et of. [261, 265], Weiss et al. [269], Gray
et al, [272], Brankin ef al. [273]

2++ Morris ef al. [246], Castellsagué ef af. (247, 274), Homfray et al. [248], Backes et af,

[249]. Hernandez et al. [251]. Lu er af. [252]. Albero et al. [253], Tobian et al, [255,
256], Sobngwi-Tambekou ef al. [257, 260], Mehta er al. [258], Pintye et al. [262, 276],
(rieno-Nyunya er al. [263], Nasio ef al. [264], Poynten ef al. [279], Templeton ef al.
[280]

2+ Turmer er al. [275]

.'i"{rfmg Studies disputing the protective effect of MC

2 Van Howe[237, 239-241]



TABLE 9: Reasons why early infancy is the preferred time for MC

EIMC MC of older boys and men
« Simple * More complex
« Quick (takes several minutes) * Half an hour or more to perform
= Cost is lower » Much more expensive {often unaffordable)
* Low risk (adverse events 0.4%) » Moderate risk (adverse events 4-8%)
* Bleeding (uncommaon) is minimal * Bleeding more common, requiring
and easily stopped cautery or other interventions
« Sutures nod needed * Sutures or tssue glue needed
« Convenient for patient (sleeps mostly) = Inconvenient (time off school or work)
* Local anesthesia for < 2 months * General anesthesia for > 2 months 1o

age 9 years, Local anesthesia for men,
although general anesthesia sometimes
preferred by surgeon

= Healing is fast (< 2 weeks) * Healing takes 6 weeks or more

* Cosmetic outcome usually good * If stitches used stitch marks may be seen
* No long-term memory of procedure = Fear of undergoing an operation

= Does not disrupt (breast) feeding * Abstinence from sexual intercourse for

or other day-today activities the G-week healing period

63



TABLE 11 Risk-benefit analyses of EIMC and medical conditions over the lifetime

Benefit-to-risk Uncircumcised

ratio males affected Publication

= 1001 =] in3 Morris et al. 2006 ANZ T Public Health [ 289]
= 100:1 ~lin3 Momis 2007 BioEssavs |288]

“very favourable™  ~1in2 Mormis ef al. 2012 Open J Prevent Med [290]
“strongly favors"” ~lin2 Mormis et al. 2002 BMC Pediarr [287)

= 1001 =] im2 Morris er al. 2004 Mave Clin Proc [291]

=~ [k ~2in3 Mormis et al. 2006 Can J Urof [243]

- 2001 ~2in3 Mormis er al. 20017 World J Clin Pediarr |246]
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TABLE 11: PRISMA-required summary of the key publications on each topic cited in this systematic

review
FeTill

Drata and arguments opposing MC

Critique(s) of each respective anticle

Ulrinary tract infections
Singh-Grewal er al. 2005 |34]
Van Howe 2005 [35]

Deaths fram infant MC
Bollinger 2010 [55]

Meatal stenosis

Van Howe 2006 [T1]

Frisch & Simonsen 2018 [69]
Van Howe 2018 [73]

Alexithvmia
Bollinger & Van Howe 2011 [103]

Anesthesia

Paix 2012 [90)]

Autizm spectrum disorder
Frisch & Simonsen 2015 [88]

Sexuat! function and pleasure
O'Hara & O'Hara 1999 [125]

Boyle & Bensley 204 [126]
Kim & Pang 2007 [127]
Somells er al. 2007 [128]

Frisch er al. 2011 [129]
Bronselaer ef af. 20013 [1301]
Boyle 2005 [131]

HIV
Van Howe 1999 [167]

Cireen er al. 2008 [ 168]
Gisselguist er al, 2000 [169]
Green et al. 2010 [170]
Boyle & Hill 2011 [171]

Boyle & Hill 2011 [172],
Chin 2011 [173], Conroy 2011 [174],

Schoen 2005 [36], Morris & Wiswell 2013 [26]
Simforoosh e al. 2002 [37]

Muaormis et al 2002 [56]

Schoen 2007 [72]
Morris & Krieger 2017 [76], Morris & Krieger 2018 [70]
Momis & Krieger 2018 [75]

Morris et al. 20012 [106]

Dilley & Morris 2012 [92]

Baver 2015 [96], Morms & Wiswell 2015 [89], Sneppen
& Thorup 2016 [97]

Contéz-Gonzilez er al, 2008 [140], Kigozi er al. 2000 [ 143],
Zulu er al. 2005 [142]

Morris & Krieger 2013 [114]

Willcourt 2007 [132]

Waskett & Mormis 2007 [133), Morris & Krieger 2013
[114], Cox er al. 20015 [137], Bossio er al. 2006 [138]
Morris et al, 2002 [134], Morris ef al, 2013 [114]

Morris et al. 2003 [1335]

Morris & Krieger 2015 [136])

Moses ef al. 1999 [193]
O'Farrell & Egger 2000 [194]
Wamai er al. 2008 | 195]
Wamai er al. 2011 [198]
Baneree et al. 2011 [196]
Warnai er al. 2012 [201]

Cooper er al. 201 1[208]), Morris er al, 2012 [56]
Cooper er al. 2001 [208], Morris er al, 2002 [56]



Darby 2011 [175], Darby &

Van Howe 2011 [176], Forbes 2011 [177],
Paix 2011 [178], Travis et al. 2011 [179]

Van Howe & Storms 2001 [180]
de Camargo er al. 2013 [181]

de Camargo ¢f al. 2015 [182]
Van Howe 2015 [183]

Van Howe 2018 [184]

Other 5Tis

Van Howe 2007 [240]
Van Howe 2007 [2349]
Van Howe 2000 [241]
Van Howe 2013 [237]
Darby 2015 [268]

MC can be delaved i “self-determingtion ™)

Darby 2013 [19]

Merkel & Putzke 20013 [293]
Darby 2015 [294)

Van Howe 2015 [285]

Freatment of inflammatory conditions

Frisch & Earp 201 [303]

Penile cancer

Preston 1970 [311]

Van Howe & Hodges 2008 [312]
Svoboda et al. 2016 [27]

Legal, ethical
Green ef al. 2009 [332]

Tasmanian Law Reform Institute
2010 [333)

Hill er al, 201 [334]

Svoboda 20014 [335]

Darby 20135 [294]

Adler 2016 |67]

Svoboda er al. 2016 [27]

2042 AAP policy en EIMC

Frisch et al. 2013 [330]

Svoboda & Van Howe 2013 [286]
Jenkins 2014 [348]

Darby 2014 [349]

Darby 2015 [294]

Svoboda er al. 2016 [27]

Cooper er al. 2011 [208], Morris e al. 2012 [56]
Cooper ef al. 2011 [208], Morris ef al. 2002 [56]
Cooper ef al. 2011 [208], Mormis ef al, 2002 [56]

Morris et al. 2001 [197]
Wamai er al. 2015 |203]
Wamai er al. 2015 [204]
Momris er al. 2018 [206]
Morris ef al. 2017 [207]

Castellsague er al. 2007 [242]
Waskent er al, 2009 [243]
Moms e al. 2004 [238]
Morris ef al. 2014 [238)
Mormris et af. 2017 [205]

Morris ef al. 20012 [287]
Morris ef al. 2012 [2E7]
Momris e al. 2012 [287)
Mormis ef al. 2012 [287]

Momris & Krieger 2017 [304], Folaranmi erf al. 20138 |305]

Dagher et al. 1973 [313]
Waskett & Morns 2008 [314]
Morris ef af. 2017 [315]

Leibowitz ef af. 2009 [342]
Morris ef al. 2009 [343]
Bates er al. [344]

Bates & Momis 20102 [343]
Morris 200 4 [346]

Morris er al. 2016 [340]
Rivin ef al. 2016 |339]
Morris et al. 2017 [347])

AAP Task Force 2013 [336]
Morris er afl. 2014 [337])
Morris er al. 2014 [350]
Morris 2014 [351]

Morris ef al. 2016 [340]
Brady 2016 [152]

Morris er al. 2017 [347)



2014 CDC MC draft policy
Earp 2015 [331]

Adler 2016 [67]

Frisch & Earp 201 [303]

2000 RACF policy on EIMC
RACP 2010 [6]

Forbes 2012 [177]

Jansen 2016 [383]

2015 CPX palicy on EIMTC
Sorokan erf al. 2015 [&]
Robimson er af. 2007 [62]

Momris BI. 2015 [338]
Rivin et al. 2016 [339]
Morris et al. 2017 [341]

Mormris er al. 2012[383]
Morris er al. 2012 [384]
Wodak er al. 2017 [386]

Morris e al. 2016 [245]
Moms er al. 2007 [382]

67



