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Ethical Risk Diagnostic Questions and Responses  

 Refresh 
 

  

1 Gathering data or information from human participants (e.g. via questionnaire / interview/survey/experiment/ social 
media/ VR)? 

YES 

 2 Collecting personal data, i.e. name, email, home address, computer IP address, phone number etc? NO 

3 Analysis of secondary data NOT in the public domain (e.g. archive material that require organisational membership)? 
NO 

Titl … Senior Lecturer 

De … Health and Life Sciences 

Em … brian.lovell@northumbria.ac.uk 

Named Submission 
Coordinator (PGT/UGT 
only) 

jenny.paterson@northumbria.ac.uk Find Help 

Clear 

If you are an undergraduate or postgraduate taught student please select a 
Named Submission Coordinator. If you are not sure who this is please contact 
your Module tutor or Supervisor as appropriate. 

Ethical Risk Level High 

Click here to answer the ethical risk questions 



 4 The collection or use of information which is ‘commercially sensitive’? NO 

 5 Financial inducements other than expenses and compensation for time? NO 

6 Gathering data/information at a physical location external to Northumbria University campuses,  franchised 
locations, and not your normal place of work? 

NO 

 7 Collection of samples such as plants, soils etc, that might disturb the environment or archaeological remains? NO 

 8 Research involving animals or materials derived from animals? NO 

 9 Anything else which means that the research poses greater than minimal ethical risk? NO 

10 Discussion of highly sensitive topics, including, but not exclusively: bereavement; sexual behaviour, drug use; abuse 
or exploitation; trauma; pornography; bullying? 

YES 

11 Potentially vulnerable people or groups, for example children and young people (under 18s), or those who might lack 
capacity to consent, for example, a learning disability, dementia, or cognitive impairment? 

NO 

12 Intrusive interventions: the use of drugs or other substances (e.g. food, drink, placebos or drugs); procedures 
involving physical distress (e.g. prolonged or repetitive testing); emotional distress (e.g. stress or anxiety)? 

NO 

 13 Funding from a source that may be controversial (e.g. due to the nature of the funder, or a conflict of interest)? NO 

 14 Covert methods of investigation or deception? NO 

 15 International partners, or research undertaken outside of the UK where there may be issues of local practice an NO 

 Co‐investigators  
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G1: General Aims and Research Design (Mandatory) 

Title 

Title of your research project 

No items to display. 



Exploring the extent to which psychological distress in transgender individuals might be predicted by internalized stigma. 

Outline General Aims and Research Objectives 

State your research aims/questions (maximum 500 words). This should provide the theoretical context within which the work is placed, and should 

include an evidence‐based background, justification for the research, clearly stated hypotheses (if appropriate) and creative enquiry. 

 political sensitivities? (In these instances it will be necessary to act in accordance with the legal and ethics revie requirements in 
the countries included in the research and demonstrate awareness of these.) 

 

16 
Access to records of personal or sensitive confidential information, including genetic or other biological information concerning 
identifiable individuals? 

NO 

17 
Individuals or groups where permission of a gatekeeper is normally required for initial or continued access to participants (e.g. 
NGOs, community leaders)? 

NO 

18 
Recruitment or collection of data from patients, staff or volunteers via the NHS, or social care settings (e.g., home, or 
residential care)? 

NO 

19 The collection of bodily tissue e.g. blood, saliva, urine samples from living or deceased persons? NO 

20 A health related study or clinical trial of an investigational medicinal product or a medical device? NO 

21 

 

NO 

22 
Work that involves direct observation of, or participation in, activities during which it is anticipated that illegal activity, or 
regulatory breach is likely to occur (e.g. hunting, drug dealing, accessing the dark web, hacking)? 

NO 

23 
Access to or collection of data, information, materials (e.g. magazines, publications, websites, and social media) relating to 
extremism, radicalisation or terrorism (including extreme or terror groups)? 

NO 

24 
Funding/ sponsorship from, or the involvement of, the UK Ministry of Defence, Military (UK and International), an or, EU 
Security funding call? 

NO 

25 
The collection of data/information that might be confidential or classified (e.g. protected by the Official Secrets Act)? 

NO 

26 Other considerations that mean that this research should be treated as ‘high risk’? YES 

Direct testing on animals or materials derived from animals? 



Transgender individuals often experience public stigma, manifesting as hostile stares and hurtful comments, and this has been 

shown to lead, with time, to internalised stigma where transgender individuals blame themselves (Smith et al., 2013). The 

negative psychological impact of internalised stigma has been observed in a number of minority populations including children 

with developmental disabilities and minority ethnic groups (Hengre et al., 2018; Julius et al., 2019; Kent et al., 2015), but 

few studies have explored the psychological effects of internalised stigma in the transgender community. This study aims to 

fill this gap. It is hypothesised that internalised stigma will positively predict psychological distress in transgender individuals, 

and is further hypothesised that family support, experiences of transphobia and time since transition, also known to be 

predictors of psychological stress in this sample (Burris et al., 2018), will moderate this effect. 

G2: Research Activities (Mandatory) 

Please give a detailed description of your research activities 

Please provide a description of the study design, methodology (e.g. quantitative, qualitative, practice based), the sampling strategy, methods of 

data collection (e.g. survey, interview, experiment, observation, participatory), and analysis. Do sensitive topics such as trauma, bereavement, 

drug use, child abuse, pornography, extremism or radicalisation inform the research? If so have these been fully addressed? 

A quantitative, correlational design will be used to explore whether psychological well‐being (self‐reported anxiety and 

depression) is related to stigma in the transgender community.to Participants will be sought via adverts posted in transgender 

community groups on social media sites, with consent being sought form the administrator in advance in all cases. Data will 

be collected via Qualtrics survey and a series of linear regressions, using the enter method, will be used to explore the 

predictive value of stigma for anxiety and depression in transgender individuals. Moderation analysis will be achieved using 

the SPSS process macro model 1, as per Preacher and Hayes (2012). 

M1: People and/or Personal Data 

Tick if your work involves people and/or personal data? 

Sample Groups 

Provide details of the sample groups that will be involved in the study and include details of their location (whether recruited in the UK or from 

abroad) and any organisational affiliation. For most research studies, this will cover: the number of sample groups; the size of each sample group; 

the criteria that will be used to select the sample group(s) (e.g. gender, age, sexuality, health conditions). If the sample will include NHS staff or 

patients please state this clearly. If this is a pilot study and the composition of the sample has not yet been confirmed, please provide as many 

details as possible. 

N=101 of transgender individuals, as determined by GPower, will be sought using the LGBT society at Northumbria University 

as well as through online Transgender and LGBT forums. To take part individuals must be aged 18 years or over and must have 

identified as transgender for at least 6 months. Individuals with current or past clinical diagnosis of psychological conditions 

such as anxiety and depression will be excluded from the study. The recruitment advert is below 

Hello, 

Researchers at Northumbria University are currently recruiting for a study exploring whether psychological well‐being among 

the transgender community is related to internalised stigma. We are also interested in whether any relationship been stigma 

and psychological well‐being might depend on family support, transphobia, and time since transition. To take part or for more 

information, please click through this link: 

LINK TO QUALTRICS WILL BE PROVIDED HERE POST ETHICAL APPROVAL 

Please feel reassured the study has been risk assessed and ethically approved by Northumbria University UG Ethics Committee 

(Reference: to be added post approval). 

Many thanks, 

Luke Evans 

Nature of data pertaining to Living Individuals 

If you will be including personal data of living individuals, including still or moving images, please specify the nature of this data, and (if 

appropriate) include details of the relevant individuals who have provided permission to utilise this data, upload evidence of these permissions in 

the supporting documentation section. 



Details of any Special Category Data ‐ If you will be collecting data revealing racial or ethnic origin, political opinions, religious or philosophical 

beliefs, trade union membership, data concerning health or data concerning a natural person’s sex life or sexual orientation, please specify which 

categories you will be using. 



  

Data collected will be anonymous and participants will be identified through a unique code word chosen by participants. 
Data will include questions on stigma and mood, and information about family support, experiences of transphobia and 
time since transition will also be captured, as will basic socio‐demographic data. Consent will be gained in all cases. 

Legal Basis for Processing: Research Ethics and Governance Handbook 

Type a value 

Recruitment 

Describe the step by step process of how you will contact and recruit your research sample and name any organisations or groups that will be 
approached. Your recruitment strategy must be appropriate to the research study and the sensitivity of the subject area. You must have 
received written permission from any organisations or groups before you begin recruiting participants. Copies of draft requests for 
organisational consent must be included in the ‘Supporting Documentary Evidence’. You must also provide copies of any recruitment 
emails/posters that will be used in your study. 

Pages and forums dedicated to the LGBT community online will be targeted, with the advert being shared on these 
pages/forums with consent from the site administrators. Alongside this, sites such as Reddit will be used to distribute the 
survey by posting the recruitment advert with LGBT 'tags'. 

Remuneration 

Details of remuneration 

Will you make any payment or remuneration to participants or their carers/consultees? If yes: Please provide details/justifications. Note that 
your Faculty may have specific guidelines on participant payments/payment rates etc and you should consult these where appropriate. 

Type a value 

Type of Consent 

Informed Consent 

Type of Consent Details 

Please include copies of information sheets and consent forms in the ‘G6: File Attachments' section. If the study involves participants who lack 
capacity to consent, procedures in line with sections 30‐33 of the Mental Capacity Act will need to be put in place.  If you are using alternative 
formats to provide information and /or record consent (e.g. images, video or audio recording), provide brief details and outline the 
justification for this approach and the uses to which it will be put: 

All consent and debrief information will be detailed on the online Qualtrics survey. 

Researcher and Participant Safety Issues 

If there any risks the research could cause any discomfort or distress to participants (physical, psychological or emotional) describe the 
measures that will be put in place to alleviate or minimise them. Please give detailsof the support that will be available for any participants 
who become distressed during their involvement with the research. 



 

We don’t expect any physical risks, though answering questions about experiences of stigma and well‐being could provoke 
mild psychological distress, and participants will be signposted, in the information and debrief, to sources of support in 
the event this happens. Participants will also be reassured the study has been ethically approved by Northumbria 
University, and will be reminded that any questions, if they cause distress, can be left unanswered. Participants will also 
be reminded the study can be stopped at any time by simply closing the browser, with all data collected to that point 
being immediately destroyed. 

Data Gathering Materials Used 

Provide a detailed description of what the participants will be asked to do for the research study, including details about the process of data 
collection (e.g. completing how many interviews / assessments, when, for how long, with whom). Add any relevant documentation to the 
‘Supporting Documentary Evidence’ section of this form. 

Consenting participants will be asked to complete a short online survey asking about 1) basic demographic information 
( e.g., age, ethnicity, relationship status), 2) Psychological well‐being (Hospital Anxiety and Depression Scale),  3) 
Internalised Stigma (Modified version of the Internalised stigma scale – attached here), 4) Family Support (single item in 
house – see attached items), 5) Experiences of Transphobia (Experience of Transphobia Scale), and 6) Time Since 
Transitioning (single item – in house – see attached information). Completion should take no more than 10 minutes. 

Potential Ethical Issues 

Please describe any potential ethical issues the project may have which are not covered above, and how you have sought to minimise these. 

. 



 

 Tick if your work involves children or vulnerable adults? 

 M2: DBS Clearances Required  

  Add  Edit  Delete  Save  Refresh 

Do not upload your DBS certificate to this system as this would be contravening General Data Protection 

Regulations. 

Further information relating to DBS Clearance can be found in the Ethics and Governance Handbook using the 

link below 

Ethics and Governance Handbook 

 

 

 

 Tick if you will be using secondary data NOT in the public domain? 

 G3: Research Data Management Plan (Mandatory)  

 

Anonymising Data (mandatory) 

Describe the arrangements for anonymising data and if not appropriate explain why this is and how it is covered 

in the informed consent obtained. 

Anonymity will be ensured by having participants create a code word  to identify their data, and no names will be used. All data 
will be accessible to members of the research team only and will be stored on password protected computers, and always in 
accord with GDPR and Data Protection regulations 

Storage Details (mandatory) 

Describe the arrangements for the secure transport and storage of data collected and used during the study. You 

should explain what kind of storage you intend to use, e.g. cloud‐based, portable hard drive, USB stick, and the 

protocols in place to keep the data secure. 

If you have identified the requirement to collect 'Special category data', please specify any additional security arrangements you will use to keep 

this data secure. 

 

 

 Tick if your work involves commercially sensitive data? 

H1: Children (i.e. under 18s) and Vulnerable Adults 

( Add new row ) 

M3: Secondary Data 

Data collected in the study will be stored on password protected devices and will be accesable to the research team 
only. Data will always be stored in line with GDPR and Data Protection regulations. 

M4: Commercial Data 



 

 

 Tick if your work involves the collection of environmental data? 

 

 Tick if your work involves use of human tissue? 

 H3: Animal Subjects  

 

Tick if your work involves the use of animal subjects (excluding abattoir derived material and commercially 
sourced fur)? 

 H4: Security Sensitive Information (including Prevent‐related material)  

Do you require access to material that is prohibited/restricted (e.g. under Government security 
classifications or the Official Secrets Act)? 

 

 Tick if your work involves Art or Artefacts (including culturally sensitive items?) 

M5: Environmental Data 

H2: Human Tissue 

H5: Cultural Sensitivity 



 

 G5: Additional Information  

 

 

Retention and Disposal (mandatory) 

 I confirm that I will comply with the University’s data retention schedule and 

guidance. 

Research Data Management link 

General Data Protection Regulations including Data Protection link 

Records Retention Schedule link 

 

Externally Funded 

External Funder 

Please give details of your 'other' funder 

Agresso Reference 

Franchise Programme Organisation 

Please give details of your franchise organisation 

Type a value 

NHS Involvement 

Please give details of any NHS involvement 

Type a value 

Clinical Trial(s) 



  

G4: Research Project Timescale (Mandatory) 

Proposed Start Date 17/02/2021 

Proposed End Date 15/03/2021 



 

G7: Health and Safety (Mandatory)  

 

 I confirm that I have read and understood the University's Health and Safety Policy. 

 I confirm that I have read and understood the University’s requirements for the mandatory 

completion of risk assessments in advance of any activity involving potential physical risk. 

The University Health and Safety Policy can be accessed here 

The University Risk Assessment Code of Practice can be accessed here 

Please confirm either: 

 There are PHYSICAL risks associated with the research project work and I confirm that a   risk 

assessment has been approved and attached to this ethics submission. 

OR 

 I can confirm that there are no physical risks associated with this project and so no risk assessments 

are required. 

Students requiring assistance with completing their risk assessment should get in touch with their supervisor 

or module tutor as the first point of contact. If further assistance is needed, the Faculty Technician can 

provide further guidance. 

For more specific risk assessments (e.g. lab work), especially where the project is Medium or High risk, you 

are required to consult the Faculty Technical Manager; your Supervisor/Module Tutor will be able to put you 

in touch. 

If you have any questions or concerns, please contact the University Health and Safety Team by emailing 

 

 

 

Please give details of any Clinical Trial(s) 

Type a value 

Medicinal Products 

Please give details of any Medicinal Product(s) 



  

G6: File Attachments 

Additional files can be uploaded e.g. consent documentation, participant information sheet, etc. 

Please note: It is best practice to combine all documents into one PDF  (This avoids the reviewer having to op … 

Go To Attachments 



CRHealthandSafety@northumbria.ac.uk 

 



Review Comments, Conditions and Outcomes 

G9: Electronic Signature (Mandatory) 

I confirm my supervisor has reviewed the contents of this document 

I confirm I have assessed the ethical risk level of my work correctly and answered the above 
sections as fully and accurately as possible. 

Full Name 
luke.evans 

Date 2021 14:52:44 03  February  

Title and Objectives (see G1) 

Add Save 

Reviewer A: Reviewer B:  

e.g. Are the research question and/or study aims clear? 

No items to display. 

Proposed Methodology and Analysis (see G2) 

Add Save 

Reviewer A: Reviewer B:  



  

e.g. Is the design appropriate to the research question? 
Are the methods of data analysis appropriate to the research question? 

No items to display. 

Sample and Recruitment (see M1) 

Add Save 

Reviewer A: Reviewer B:  

e.g. Is the sampling approach appropriate to the design? 
Is the sample sufficient and achievable? 
Is the process of recruitment clearly explained? 
Are participants receiving payments for taking part, and if so is the payment appropriate? 
If the DBS is ticked, has the appropriate information been included? 

14/02/2021 Reviewer B Could you please provide documentation of written 
permission provided by the administrator of the social media 
pages for Northumbria LGBT societies? This is to document 
that the relevant administrator has granted permission for 
your recruitment advert to be distributed via their social 
media sites. 

14/02/2021 Reviewer B Within the 'People and Personal Data' section, it is stated 
that the inclusion criteria requires participants who have 
identified as being transgender for 6 months. However, in 
section 2 of the participant information sheet, the inclusion 
criteria indicates that participants are to have identified as 
being transgender for at least ONE year. Please amend 
according so that the inclusion criteria is consistent. 

Consent (see M1) 

Add Save 

Reviewer A: Reviewer B:  

e.g. Is the approach to consent seeking clear? 
Is consent from parents/ carers/ guardians required? 
Are all necessary recruitment and informed consent documentation included (e.g. letters of permission, letters of 
invitation) 
Is the information sheet adequate to ensure informed consent? 
Are the consent form(s) appropriate? 

No items to display. 

Researcher and Participant Safety (see M1) 

Add Save 

Reviewer A: Reviewer B:  

e.g. Is there any risk of physical harm for the researcher(s) or the participants and if so what attempts have been made to 
alleviate or minimise them?  
Have Risk Assessments been referred to where appropriate? 



  

10/02/2021 Reviewer A You have mentioned that the study has been risk assessed b 
no risk assessments are included/referred to. I would remove 
this statement if a risk assessment hasn't been carried out 

10/02/2021 Reviewer A It would be beneficial to signpost to support in the 
information sheet. Preferably this would be something like 
the Trevor Project. The link in the Debrief would also be 
better as transgender‐specific but if sticking with Mind then 
the address needs to be corrected (not .ac.uk) 

16/02/2021 PI The risk assessment comment has been removed. the link to 
the Trevor project has been added onto the information she 
and changed from mind 

17/02/2021 Reviewer A Risk assessment is still referred to in box 4 of the informatio 
sheet 

Research Activities (see G2‐G8, M1‐M5, H1‐H5) 

Add Save 

Reviewer A: Reviewer B:  

e.g. Are the research tasks described clearly? 
Do sensitive topics such as trauma, bereavement, drug use, child abuse, pornography or extremism/ radicalism inform the 
research? If so have these been fully addressed? (and we can use this to amend the information on risk levels on the 
form)Is there any risk that the tasks may cause psychological harm and if so what attempts have been made to alleviate or 
minimise them? 

10/02/2021 Reviewer A It is not clear why exercise, relationship status etc. are 
relevant, could this be added. The single‐item in‐house 
questions also need to be included. 

10/02/2021 Reviewer A Is the eligibility criteria to have identified as transgender for 
 months or 1 year? It is described as both in different place 6 

in the application 

16/02/2021 PI the criteria have both been changed to say 6 months on the 
information/debrief and ethics forms.  

the other criteria (relationship etc) have been changed on th 
information sheet to explain that it is included to establish i 
other factors influence the results and also further the 
'possitive' aspect of the study  

Data Management Plan (see G3) 

Add Save 

Reviewer A: Reviewer B:  

e.g. Have sufficient steps been taken to ensure participant anonymity/confidentiality of data?  
Are the arrangements for data storage and disposal clearly outlined? 
Are these arrangements in line with University and/or the funding body requirements? 

No items to display. 



 

General Comments (see Help) 

Add Save Help 

16/02/2021 Reviewer A Please respond to each of the reviewer comments to indicat 
where changes have been made or explain where changes 
haven't been made 


