ModernaTX, Inc. Page 1 of 3
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.1.1.1.1 eﬁeﬁﬁ
Subject Disposition by Baseline SARS-CoV-2 Status &X\
Randomization Set \S§N5
«\6&
Baseline SARS-CoV-2 Negative Baseline SARS-CoV-2 Positive Overald'
Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo N3&1273 Total
(N=14598) (N=14550) (N=29148) (N=337) (N=343) (N=680) (N= 15210 (\ =15210) (N=30420)
n (%) n (%) n (%) n (%) n (%) n (%) Lv¥5 n (%) n (%)
ﬁ3;
Number of Subjects *
Received First Injection 14598 14550 29148 337 343 égeﬂ\ 15170 15181 30351
(100) (100) (100) (100) (100) @k (99.7) (99.8) (99.8)
Received Second Injection 14165 14214 28379 235 232 467 14617 14711 29328
(97.0) (97.7) (97.4) (69. 7) €95(67 é§§3 (68.7) (96.1) (96.7) (96.4)
Discontinued Study Vaccine 229 163 392 Qgﬁ? <S%2 95 290 233 523
(1.6) (1.1) (1.3) G??? %ﬁ\ (15.2) (14.0) (1.9) (1.5) (1.7)
Reason for Discontinuation Ggf\ 1}
of Study Vaccine (Q5
O
Adverse Event 24 26 50 KX\ 0 1 1 25 29 54
(0.2) (0 2) ﬁ% (0.3) (0.1) (0.2) (0.2) (0.2)
Serious Adverse Event 13 1 2 0 2 15 9 24
(<0.1) (<0. l@%ﬁi (<0.1) (0.6) (0.3) (<0.1) (<0.1) (<0.1)
Death 3 q@ 5 0 0 0 3 2 5
<o 1 \X<0 1) (<0.1) (<0.1) (<0.1) (<0.1)
Lost to Follow-Up 45 0 5 5 24 27 51
{gg@ (O.l) (0.2) (1.5) (0.7) (0.2) (0.2) (0.2)
Physician Decision €>> 14 21 0 0 0 9 15 24
xO 7 (<0.1) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1)
Pregnancy d 2 2 4 0 1 1 2 3 5
\ya (<0.1) (<0.1) (<0.1) (0.3) (0.1) (<0.1) (<0.1) (<0.1)
Protocol Deva,e%ﬁon 5 3 8 0 0 0 5 3 8
C&\ (<0.1) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1)
co
o
e
o

\O
<3§ Percentages are based on the number of randomized subjects.

[1]

Subjects are considered to have completed the study if they complete the final visit at Day 759 (Month 25),

24 months

following the last injection of investigational product.
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ModernaTX, Inc. Page 2 of 3
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.1.1.1.1 eﬁeﬁﬁ
Subject Disposition by Baseline SARS-CoV-2 Status KX\
Randomization Set \S§N5
«\6&
Baseline SARS-CoV-2 Negative Baseline SARS-CoV-2 Positive Overald'
Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo N3&1273 Total
(N=14598) (N=14550) (N=29148) (N=337) (N=343) (N=680) (N= 15210 (\ =15210) (N=30420)
n (%) n (%) n (%) n (%) n (%) n (%) Lv{5 n (%) n (%)
ﬁ3;
Reason for Discontinuation *
of Study Vaccine (Cont.) 26\
Study Terminated by 0 0 0 0 0 (“3 0 0 0
Sponsor
Withdrawal of Consent by 82 50 132 eV \,\0 8 97 56 153
Participant (0.6) (0.3) (0.5) 8¢ﬁ> <§ (1.2) (0.6) (0.4) (0.5)
Due to SARS-CoV-2 37 7 a4 @ 69 69 45 114
(0.3) (<0.1) (0.2) e'9 Qﬁﬁ\ (10 8) (10.1) (0.5) (0.3) (0.4)
Other 32 30 620 2 6 9 41 44 85
(0.2) (0.2) (0.2) cﬁ %6.9) (1.7) (1.3) (0.3) (0.3) (0.3)
o
Completed Study [1] 0 0 ‘(63 0 0 0 0 0 0
\
Discontinued from Study 171 l32<¥3§; 303 10 8 18 206 159 365
(1.2) (QC@% (1.0) (3.0) (2.3) (2.6) (1.4) (1.0) (1.2)
Reason for Discontinuation <Q4
of Study €Q?>
Adverse Event 8§) 2 3 0 1 1 1 4 5
E}YQ 1) (<0.1) (<0.1) (0.3) (0.1) (<0.1) (<0.1) (<0.1)
Serious Adverse Event , xO 2 3 5 0 0 0 2 3 5
e> (<0.1) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1)
\ya
\06
\
o
s
e
e>0°°(<\
\O
<3§ Percentages are based on the number of randomized subjects.
[1] Subjects are considered to have completed the study if they complete the final visit at Day 759 (Month 25), 24 months

following the last injection of investigational product.
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ModernaTX, Inc. Page 3 of 3
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.1.1.1.1 eﬁeﬁﬁ
Subject Disposition by Baseline SARS-CoV-2 Status KX\
Randomization Set \S§N5
«\6&
Baseline SARS-CoV-2 Negative Baseline SARS-CoV-2 Positive Overald'
Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo N3&1273 Total
(N=14598) (N=14550) (N=29148) (N=337) (N=343) (N=680) (N= 15210 (\ =15210) (N=30420)
n (%) n (%) n (%) n (%) n (%) n (%) Lv¥5 n (%) n (%)
ﬁ3;
Reason for Discontinuation ,* e
of Study (Cont.) 26\
Death 6 4 10 0 0 ?6«3 6 4 10
(<0.1) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1)
Lost to Follow-Up 34 27 61 \§3 6 35 33 68
(0.2) (0.2) (0.2) Q?& <&6§% (0.9) (0.2) (0.2) (0.2)
Physician Decision 2 13 15 0 3 15 18
(<0.1) (<0.1) (<O l) Q» §3<\ (<0.1) (<0.1) (<0.1)
Pregnancy 0 0 q;fL 0 0 0 0 0
Protocol Deviation 0 1 ‘X\ 0 0 0 0 1 1
(<0.1) é&g (<0.1) (<0.1)
Study Terminated by 0 0 K) 0 0 0 0 0 0
Sponsor <V~
Withdrawal of Consent by 121 197 9 2 11 146 85 231
Participant (0.8) ?§§4(0.5) (0.7) (2.7) (0.6) (1.6) (1.0) (0.6) (0.8)
Other 5 < 6 11 0 0 0 13 14 27
%ﬂfa) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1)
o\
S
o®
\06
\
o
s
e
e>0°°(<\
\O
<3§ Percentages are based on the number of randomized subjects.
[1] Subjects are considered to have completed the study if they complete the final visit at Day 759 (Month 25), 24 months

following the last injection of investigational product.
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ModernaTX, Inc. Page 1 of 3

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.1.1.1.2 6(60&
Subject Disposition by Age Group &X\
Randomization Set \S§N5
«\6&
>=18 and <65 Years >=65 Years Overal®'
Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo N3&1273 Total
(N=11448) (N=11439) (N=22887) (N=3762) (N=3771) (N=7533) (N= 15210 (\ =15210) (N=30420)
n (%) n (%) n (%) n (%) n (%) n (%) Lv%5 n (%) n (%)
ﬁ3;
Number of Subjects *
Received First Injection 11418 11413 22831 3752 3768 75 %0 15170 15181 30351
(99.7) (99.8) (99.8) (99.7) (>99.9) 28) (99.7) (99.8) (99.8)
Received Second Injection 10950 11009 21959 3667 3702 cﬁ\ 369 14617 14711 29328
(95.6) (96.2) (95.9) (97.5) 60(98 %‘L\ (97.8) (96.1) (96.7) (96.4)
Discontinued Study Vaccine 239 199 438 ﬁifp §§?34 85 290 233 523
(2.1) (1.7) (1.9) 6‘6}%”460 (0.9) (1.1) (1.9) (1.5) (1.7)
Reason for Discontinuation e ’ezﬁ)
of Study Vaccine O\
®)
Adverse Event 18 21 39 KX\ 7 8 15 25 29 54
(0.2) (0.2) 6% (0.2) (0.2) (0.2) (0.2) (0.2) (0.2)
Serious Adverse Event 6 7 Qa 3 9 2 11 15 9 24
(<0.1) (<0. va\lse (<O 1) (0.2) (<0.1) (0.1) (<0.1) (<0.1) (<0.1)
Death 1 2 1 3 3 2 5
<O l \x<0 1) (<O.l) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1)
Lost to Follow-Up 26 50 0 1 1 24 27 51
b%@ (0.2) (0.2) (<0.1) (<0.1) (0.2) (0.2) (0.2)
Physician Decision €>> 14 22 1 1 2 9 15 24
’('0 (<0.1) (0.1) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1)
Pregnancy o‘ 2 3 5 0 0 0 2 3 5
\)6 (<0.1) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1)
Protocol Devhexion 4 2 6 1 1 2 5 3 8
(\(\ (<0.1) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1)
co
(\\,
e
o

AQ¢S5 Percentages are based on the number of randomized subjects.
[1] Subjects are considered to have completed the study if they complete the final visit at Day 759 (Month 25), 24 months
following the last injection of investigational product.
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ModernaTX, Inc. Page 2 of 3
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.1.1.1.2 eﬁeﬁﬁ
Subject Disposition by Age Group KX\
Randomization Set \S§N5
«\6&
>=18 and <65 Years >=65 Years Overal®'
Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo N3&1273 Total
(N=11448) (N=11439) (N=22887) (N=3762) (N=3771) (N=7533) (N= 15210 (\ =15210) (N=30420)
n (%) n (%) n (%) n (%) n (%) n (%) iv{a n (%) n (%)
ﬁ3;
Reason for Discontinuation ,* e
of Study Vaccine (Cont.) 26\
Study Terminated by 0 0 0 0 0 26«3 0 0 0
Sponsor
Withdrawal of Consent by 79 44 123 18 \§3 30 97 56 153
Participant (0.7) (0.4) (0.5) (O é?% (0.4) (0.6) (0.4) (0.5)
Due to SARS-CoV-2 63 40 103 \> 11 69 45 114
(0.6) (0.3) (0.5) e’ %ﬁﬁ\ O.l) (0.1) (0.5) (0.3) (0.4)
Other 34 41 750 67" 3 10 41 44 85
(0.3) (0.4) (0. 3)\0§§ 0.2) (<0.1) (0.1) (0.3) (0.3) (0.3)
Completed Study [1] 0 0 '(\Q(@ 0 0 0 0 0 0
\
Discontinued from Study 169 138(\(53L 307 37 21 58 206 159 365
(1.5) ( (1.3) (1.0) (0.6) (0.8) (1.4) (1.0) (1.2)
Reason for Discontinuation <Q4
of Study €Q?>
Adverse Event 8§) 3 4 0 1 1 1 4 5
e}YQ 1) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1)
Serious Adverse Event , xO 0 2 2 2 1 3 2 3 5
e> (<0.1) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1)
\ya
\06
\
o
s
e
e>0°°(<\
\O
<3§ Percentages are based on the number of randomized subjects.
[1] Subjects are considered to have completed the study if they complete the final visit at Day 759 (Month 25), 24 months

following the last injection of investigational product.
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ModernaTX, Inc. Page 3 of 3
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.1.1.1.2 eﬁeﬁﬁ
Subject Disposition by Age Group KX\
Randomization Set \S§N5
«\6&
>=18 and <65 Years >=65 Years Overal®'
Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo N3&1273 Total
(N=11448) (N=11439) (N=22887) (N=3762) (N=3771) (N=7533) (N= 15210 (\ =15210) (N=30420)
n (%) n (%) n (%) n (%) n (%) n (%) Lv{a n (%) n (%)
ﬁ3;
Reason for Discontinuation *
of Study (Cont.) 26\
Death 3 2 5 3 2 Q 6 4 10
(<0.1) (<0.1) (<0.1) (<O 1) (<O 1) (\?&O 1) (<0.1) (<0.1) (<0.1)
Lost to Follow-Up 35 32 67 e K} 1 35 33 68
(0.3) (0.3) (0.3) Qﬁb €§§; ) (<0.1) (0.2) (0.2) (0.2)
Physician Decision 2 14 16 WO 2 3 15 18
(<0.1) (0.1) (<0.1) G->('<O %j<\ (<O 1) (<0.1) (<0.1) (<0.1) (<0.1)
Pregnancy 0 0 0o (\6&' 0 0 0 0 0
Protocol Deviation 0 1 ‘Xé) 0 0 0 0 1 1
(<0.1) éﬁg (<0.1) (<0.1)
Study Terminated by 0 0 K) 0 0 0 0 0 0
Sponsor 26
Withdrawal of Consent by 120 191 26 14 40 146 85 231
Participant (1.0) ?§§4(0.6) (0.8) (0.7) (0.4) (0.5) (1.0) (0.6) (0.8)
Other 8 < 13 21 5 1 6 13 14 27
%;@gi) (0.1) (<0.1) (0.1) (<0.1) (<0.1) (<0.1) (<0.1) (<0.1)
o\
S
N
\06
\
o
s
e
e>0°°(<\
\O
<3§ Percentages are based on the number of randomized subjects.
[1] Subjects are considered to have completed the study if they complete the final visit at Day 759 (Month 25), 24 months

following the last injection of investigational product.
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ModernaTX, Inc. Page 1 of 8
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.1.1.1.3 e
Subject Disposition by Randomization Stratum KX\
Randomization Set -006
.\6’&\
Randomization Stratum: Overall Qfﬁ
ol
Placebo mMRNA-1273 ‘CﬂVD Total
(N=15210) (N=15210) oS (N=30420)
n (%) n (%) _JT n (%)
e
Number of Subjects 26\
Received First Injection 15170 (99.7) 1 @‘(99.8) 30351 (99.8)
Received Second Injection 14617 (96. l) 6yﬂ (96.7) 29328 (96.4)
\®
Discontinued Study Vaccine 290 9) V@jb 233 (1.5) 523 (1.7)
Reason for Discontinuation of Study Vaccine ( Qﬁp
Adverse Event @\3) @(\2? 29  (0.2) 54  (0.2)
Serious Adverse Event %ga 9 (<0.1) 24 (<0.1)
Death (\ (<o.1) 2 (<0.1) 5 (<0.1)
Lost to Follow-Up \9L (0.2) 27  (0.2) 51  (0.2)
Physician Decision ‘ Q’O 9 (<0.1) 15 (<0.1) 24 (<0.1)
Pregnancy QK)Q 2 (<0.1) 3 (<0.1) 5 (<0.1)
Protocol Deviation ifék 5 (<0.1) 3 (<0.1) 8 (<0.1)
Study Terminated by Sponsor 0 0 0
Withdrawal of Consent by Participa%ﬁﬁ* 97 (0.6) 56 (0.4) 153 (0.5)
Due to SARS-CoV-2 (g 69 (0.5) 45  (0.3) 114  (0.4)
Other <§) 41 (0.3) 44 (0.3) 85 (0.3)
o®
el
N
\06
\¥
o
s
e
e>0°°(<\
\O
435 Percentages are based on the number of randomized subjects.
[1] Subjects are considered to have completed the study if they complete the final visit at Day 759 (Month 25), 24 months

following the last injection of investigational product.
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ModernaTX, Inc. Page 2 of 8

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.1.1.1.3 6(60
Subject Disposition by Randomization Stratum KX\
Randomization Set -006
.\6’0
Randomization Stratum: Overall Qfﬁ
ol
Placebo mMRNA-1273 ‘CﬂVD Total
(N=15210) (N=15210) o (N=30420)
n (%) n (%) 43' n (%)

Completed Study [1] 0 % 0\‘ 0
Discontinued from Study 206 (1.4) ?¥§ 1.0) 365 (1.2)
Reason for Discontinuation of Study Cﬁ\

Adverse Event 1 (<0. 6’(,\ 4 (<0.1) 5 (<0.1)

Serious Adverse Event é&gb §>) 3 (<0.1) 5 (<0.1)

Death \g( 1@9 4 (<0.1) 10 (<0.1)

Lost to Follow-Up 33 (0.2) 68 (0.2)

Physician Decision 33 O l) 15 (<0.1) 18 (<0.1)

Pregnancy O % 0 0

Protocol Deviation \f5> 1 (<0.1) 1 (<0.1)

Study Terminated by Sponsor . (; O 0 0

Withdrawal of Consent by Participant e§§3 146 (1.0) 85 (0.6) 231 (0.8)

Other ,b(\(* 13 (<0.1) 14 (<0.1) 27 (<0.1)

o
"O
o
oW
3%
N
\06
oL
o
co
(\\,
(2

o

A0
W2 - -
’( Percentages are based on the number of randomized subjects.
[1] Subjects are considered to have completed the study if they complete the final visit at Day 759 (Month 25), 24 months
following the last injection of investigational product.
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ModernaTX, Inc. Page 3 of 8

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.1.1.1.3 e
Subject Disposition by Randomization Stratum KX\
Randomization Set -006
.\6’&\
Randomization Stratum: >=18 and <65 Years and Not at Risk <‘Q26
®)
Placebo mMRNA-1273 ‘CﬂVD Total
(N=8910) (N=8910) oS (N=17820)
n (%) n (%) 45' n (%)
Number of Subjects 2§Q4
Received First Injection 8886 (99.7) §§g§ 9.8) 17774 (99.7)
Received Second Injection 8520 (95. 6) 6j3 (96.0) 17070 (95.8)
\®
Discontinued Study Vaccine 190 l) V@jb 169 (1.9) 359 (2.0)
Reason for Discontinuation of Study Vaccine ( Qﬁp
Adverse Event @\3) @(\2? 19  (0.2) 34 (0.2)
Serious Adverse Event é?} 4 (<0.1) 9 (<0.1)
Death (\ (<o.1) 1 (<0.1) 2 (<0.1)
Lost to Follow-Up \9L (0.3) 24 (0.3) 47 (0.3)
Physician Decision ) CB 6 (<0.1) 11 (0.1) 17 (<0.1)
Pregnancy QK)Q 2 (<0.1) 3 (<0.1) 5 (<0.1)
Protocol Deviation ifék 2 (<0.1) 2 (<0.1) 4 (<0.1)
Study Terminated by Sponsor 0 0 0
Withdrawal of Consent by Participa%ﬁﬁ* 59 (0.7) 36 (0.4) 95 (0.5)
Due to SARS-CoV-2 {g 48 (0.5) 33 (0.4) 81 (0.5)
Other QO 29  (0.3) 36 (0.4) 65 (0.4)
oW
3%
N
\06
oL
o
co
(\\,
(2
o

60

AQQS5 Percentages are based on the number of randomized subjects.
[1] Subjects are considered to have completed the study if they complete the final visit at Day 759 (Month 25), 24 months
following the last injection of investigational product.
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ModernaTX, Inc. Page 4 of 8

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.1.1.1.3 6(60
Subject Disposition by Randomization Stratum KX\
Randomization Set -006
.\6’0
Randomization Stratum: >=18 and <65 Years and Not at Risk <‘Q26
®)
Placebo mMRNA-1273 ‘CﬂVD Total
(N=8910) (N=8910) o (N=17820)
n (%) n (%) _JT n (%)
N
Completed Study [1] 0 &30 0
Discontinued from Study 139 (1.6) ?¥§ (1.1) 240 (1.3)
Reason for Discontinuation of Study 'Cﬂ\
Adverse Event 1 (<0190 o0 2 (<0.1) 3 (<0.1)
Serious Adverse Event 0 ng‘ §>) 2 (<0.1) 2 (<0.1)
Death 3¢$<0. 190 1 (<0.1) 3 (<0.1)
Lost to Follow-Up D 4 '«§Q%) 29 (0.3) 63 (0.4)
Physician Decision o .%a"«o.l) 10 (0.1) 11 (<0.1)
Pregnancy Cﬁ\ 0 0
Protocol Deviation \f5> 0 1 (<0.1) 1 (<0.1)
Study Terminated by Sponsor . (; 0 0 0
Withdrawal of Consent by Participant €§§3 96 (1.1) 48 (0.5) 144 (0.8)
Other i&éF 5 (<0.1) 8 (<0.1) 13 (<0.1)
o
"O
o
oW
3%
N
\06
oL
o
co
(\\,
«°
30

4@0&5 Percentages are based on the number of randomized subjects.
[1] Subjects are considered to have completed the study if they complete the final visit at Day 759 (Month 25), 24 months
following the last injection of investigational product.
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ModernaTX, Inc. Page 5 of 8

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.1.1.1.3 6(60&
Subject Disposition by Randomization Stratum KX\
Randomization Set -006
.\6&\
Randomization Stratum: >=18 and <65 Years and at Risk < Qfﬁ
®)
Placebo mMRNA-1273 . A Total
(N=2541) (N=2534) oS (N=5075)
n (%) n (%) 45' n (%)
Number of Subjects 2§Q4
Received First Injection 2535 (99.8) %% 99.8) 5065 (99.8)
Received Second Injection 2433 (95. 7) Cﬁ\ 7.2) 4897 (96.5)
X\
Discontinued Study Vaccine 49 V@jb 30 (1.2) 79 (1.6)
Reason for Discontinuation of Study Vaccine ( Qﬁp
Adverse Event 6‘6\3 2 (<0.1) 5 (<0.1)
Serious Adverse Event eﬁa . gﬂko.l) 3 (0.1) 4 (<0.1)
Death Cﬁ\ 0 0
Lost to Follow-Up \5&\(\ 1 (<0.1) 2 (<0.1) 3 (<0.1)
Physician Decision ‘ Q’O 2 (<0.1) 3 (0.1) 5 (<0.1)
Pregnancy Ggax\ 0 0 0
Protocol Deviation 0(\(~ 2 (<0.1) 0 2 (<0.1)
Study Terminated by Sponsor 0 0 0
Withdrawal of Consent by Participa%ﬁﬁ* 20 (0.8) 8 (0.3) 28 (0.6)
Due to SARS-CoV-2 (g 15 (0.6) 7 (0.3) 22 (0.4)
Other QO 5 (0.2) 5 (0.2) 10 (0.2)
o
3%
N
\06
oL
o
co
(\\,
(2
o

A0
W2 - -
A( Percentages are based on the number of randomized subjects.
[1] Subjects are considered to have completed the study if they complete the final visit at Day 759 (Month 25), 24 months
following the last injection of investigational product.
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ModernaTX, Inc. Page 6 of 8

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.1.1.1.3 6(60
Subject Disposition by Randomization Stratum KX\
Randomization Set -006
.\6’0
Randomization Stratum: >=18 and <65 Years and at Risk < Qfﬁ
®)
Placebo mMRNA-1273 . A Total
(N=2541) (N=2534) o (N=5075)
n (%) n (%) _JT n (%)
N

Completed Study [1] 0 &30 0
Discontinued from Study 30 (1.2) 263 (1.5) 67 (1.3)
Reason for Discontinuation of Study 'Cﬂ\

Adverse Event o e\) 20 1 (<0.1) 1 (<0.1)

Serious Adverse Event <% §§6; 0 0

Death \15( L 1@9 1 (<0.1) 2 (<0.1)

Lost to Follow-Up 3 (0.1) 4 (<0.1)

Physician Decision %a"e X0. 1) 4 (0.2) 5 (<0.1)

Pregnancy O 0 0

Protocol Deviation \f5> 0 0

Study Terminated by Sponsor . (; O 0 0

Withdrawal of Consent by Participant e§§3 24 (0.9) 23 (0.9) 47 (0.9)

Other 2955 3 (0.1) 5 (0.2) 8 (0.2)

o
"O
o
o
3
N
\06
oL
o
co
(\\,
S

o

A0
W2 - -
’( Percentages are based on the number of randomized subjects.
[1] Subjects are considered to have completed the study if they complete the final visit at Day 759 (Month 25), 24 months
following the last injection of investigational product.
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ModernaTX, Inc. Page 7 of 8

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.1.1.1.3 6(60&
Subject Disposition by Randomization Stratum KX\
Randomization Set -006
.\6&\
Randomization Stratum: >=65 Years Qfﬁ
ol
Placebo mMRNA-1273 ‘CﬂVD Total
(N=3759) (N=3766) oS (N=7525)
n (%) n (%) _JT n (%)
e
Number of Subjects 26\
Received First Injection 3749 (99.7) %§ﬁ3(>99.9) 7512 (99.8)
Received Second Injection 3664 (97. 5) 6j3 97 (98.2) 7361 (97.8)
\®
Discontinued Study Vaccine 51 4) V@jb 34 (0.9) 85 (1.1)
Reason for Discontinuation of Study Vaccine ( Qﬁp
Adverse Event 6\? @(\2? 8 (0.2) 15 (0.2)
Serious Adverse Event %?} 2 (<0.1) 11 (0.1)
Death O(\ (<o.1) 1 (<0.1) 3 (<0.1)
Lost to Follow-Up \>X> 0 1 (<0.1) 1 (<0.1)
Physician Decision ) CB 1 (<0.1) 1 (<0.1) 2 (<0.1)
Pregnancy Ggax\ 0 0 0
Protocol Deviation 0(\(~ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Study Terminated by Sponsor 0 0 0
Withdrawal of Consent by Participa%ﬁﬁ* 18 (0.5) 12 (0.3) 30 (0.4)
Due to SARS-CoV-2 {g 6 (0.2) 5 (0.1) 11 (0.1)
Other QO 7 (0.2) 3 (<0.1) 10 (0.1)
oW
3%
N
\06
oL
o
co
(\\,
(2
o

A0
W2 - -
A( Percentages are based on the number of randomized subjects.
[1] Subjects are considered to have completed the study if they complete the final visit at Day 759 (Month 25), 24 months
following the last injection of investigational product.
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ModernaTX, Inc. Page 8 of 8

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.1.1.1.3 6(60
Subject Disposition by Randomization Stratum KX\
Randomization Set -O(\c"
.\6’0
Randomization Stratum: >=65 Years Qfﬁ
ol
Placebo mMRNA-1273 ‘CﬂVD Total
(N=3759) (N=3766) o (N=7525)
n (%) n (%) 43' n (%)
Completed Study [1] 0 & 0\‘ 0
Discontinued from Study 37 (1.0) 263 0.6) 58 (0.8)
Reason for Discontinuation of Study Cﬁ\
Adverse Event 6’(,\ 1 (<0.1) 1 (<0.1)
Serious Adverse Event é(? \\C 1 (<0.1) 3 (<0.1)
Death \3)( 1@9 2 (<0.1) 5 (<0.1)
Lost to Follow-Up 1 (<0.1) 1 (<0.1)
Physician Decision %a"e o 1) 1 (<0.1) 2 (<0.1)
Pregnancy O 0 0
Protocol Deviation \f5> 0 0
Study Terminated by Sponsor . (; O 0 0
Withdrawal of Consent by Participant €§§3 26 (0.7) 14 (0.4) 40 (0.5)
Other ,6(\& 5 (0.1) 1 (<0.1) 6 (<0.1)
o
"O
o
oW
3%
N
\06
\¥
O
%
N
30

'(\0\6 Percentages are based on the number of randomized subjects.
[1] Subjects are considered to have completed the study if they complete the final visit at Day 759 (Month 25), 24 months
following the last injection of investigational product.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t140101010103.sas 01DEC2020 04:40

14



ModernaTX, Inc. Page 1 of 11
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.1.3.1.1 e
Baseline Demographics and Characteristics by Baseline SARS-CoV-2 Status &\(\
Full Analysis Set

Baseline SARS-CoV-2 Negative Baseline SARS-CoV-2 Positive Overq\@\
Placebo mRNA-1273  Total Placebo mRNA-1273 Total Placebo n%l@\\—1273 Total
(N=14598) (N=14550) (N=29148) (N=337) (N=343) (N=680) (N= 1517%(‘( 15181) (N=30351)

Age at Screening (Years) *K,Q/(\
n 14598 14550 29148 337 343 680 €15170 15181 30351
Mean 51.5 51.5 51.5 44 .8 44 .1 51.3 51.4 51.4
(SD) (15.58) (15.48) (15.53) (15.42) (15.34) ((1\9 37 (15.60) (15.50) (15.55)
Median 52.0 53.0 53.0 46.0 44.0 45 0 52.0 53.0 52.0
Min, Max 18, 95 18, 95 18, 95 18, 8636\) 18(,:&’8,\9 84 18, 95 18, 95 18, 95
Age Group at Screening, n (%) O(OQ QQ\
>=18 and <65 Years 10944 10890 21834’66 307 611 11418 11413 22831
(75.0) (74.8) (7?@ . &b 2) (89.5) (89.9) (75.3) (75.2) (75.2)
Mean 45.0 45.2 1 (\641.9 41.0 41.4 45.0 45.1 45.0
(SD) (12.27) (12.33) (120‘\&& (13.16) (12.87) (13.01) (12.30) (12.35) (12.32)
Median 46.0 46.0 570 43.5 42.0 42.0 46.0 46.0 46.0
Min, Max 18, 64 18 6&\'\(\ 64 18, 64 18, 64 18, 64 18, 64 18, o4 18, 64
>=65 Years 3654 7314 33 36 69 3752 3768 7520
(25.0) (@%.2) (25.1) (9.8) (10.5) (10.1) (24.7) (24.8) (24.8)
Mean 70.7 \\ 70.4 70.6 71.8 70.8 71.3 70.7 70.4 70.6
(SD) ‘6’7@ (4.60) (4.77) (4.91) (5.54) (5.23) (4.88) (4.66) (4.77)
Median @6 69.0 70.0 71.0 69.5 70.0 70.0 69.0 70.0
Min, Max 9\>Q 5, 95 65, 95 65, 95 65, 83 65, 84 65, 84 65, 95 65, 95 65, 95
3
N
\06
oL
o
co
(\\,
@
oo

Note: Footnotes are listed on the last page.
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ModernaTX, Inc. Page 2 of 11

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.3.1.1 e
Baseline Demographics and Characteristics by Baseline SARS-CoV-2 Status &\(\
Full Analysis Set '\O<\6
«\6&
Baseline SARS-CoV-2 Negative Baseline SARS-CoV-2 Positive Overald'

Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo n%l@\\—1273 Total
(N=14598) (N=14550) (N=29148) (N=337) (N=343) (N=680) (N= 1517%(‘( 15181) (N=30351)

Age Subgroup at Screening, *’(,60
n (%)
>=18 and <65 Years 10944 10890 21834 304 307 (&}@0\‘ 11418 11413 22831
(75.0) (74.8) (74.9) (90.2) (89 5) 9) (75.3) (75.2) (75.2)
>=65 and <70 Years 1771 1848 3619 12 30 1817 1905 3722
(12.1) (12.7) (12.4) (3.6) e\) ,&)\ (4.4) (12.0) (12.5) (12.3)
>=70 and <75 Years 1168 1171 2339 1@06 \\ 21 1194 1205 2399
(8.0) (8.0) (8.0) ( aQQ 3.2) (3.1) (7.9) (7.9) (7.9)
>=75 and <80 Years 489 456 945 D 3 12 507 467 974
(3.3) (3.1) (366\ 9&.7) (0.9) (1.8) (3.3) (3.1) (3.2)
>=80 Years 226 185 411 0(\ 2 4 6 234 191 425
(1.5) (1.3) (/10&)\(\ (0.6) (1.2) (0.9) (1.5) (1.3) (1.4)
Age Subgroup at Screening, e\'\(\q
n (%)
>=18 and <65 Years 10944 @&%90 21834 304 307 611 11418 11413 22831
(75 é (74.8) (74.9) (90.2) (89.5) (89.9) (75.3) (75.2) (75.2)
>=65 and <75 Years 3019 5958 22 29 51 3011 3110 6121
Q (20.7) (20.4) (6.5) (8.5) (7.5) (19.8) (20.5) (20.2)
>=75 and <85 Years \)Q 666 600 1266 11 7 18 692 617 1309
‘0 (4.06) (4.1) (4.3) (3.3) (2.0) (2.6) (4.06) (4.1) (4.3)
>=85 Years 666 49 41 90 0 0 0 49 41 90
e\) (0.3) (0.3) (0.3) (0.3) (0.3) (0.3)
e
o
co
(\\,
S
o
C
60

Note: Footnotes are listed on the last page.
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ModernaTX, Inc.
mRNA-1273-P301

Page 3 of 11
EUA (Data Extraction Date: 25N0OV2020)

Table 14.1.3.1.1 e
Baseline Demographics and Characteristics by Baseline SARS-CoV-2 Status &\(\

Full Analysis Set '\O<\6
«\6&
Baseline SARS-CoV-2 Negative Baseline SARS-CoV-2 Positive Overald'
Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo n%l@\\—1273 Total
(N=14598) (N=14550) (N=29148) (N=337) (N=343) (N=680) (N= 1517%(\( 15181) (N=30351)
Age and Health Risk for Severe *’(,e(\
COVID-19, n (%) [1] \‘?/
>=18 and <65 Years and Not at 8532 8468 17000 239 260 (é&%“ 8886 8888 17774
Risk (58.4) (58.2) (58.3) (70.9) (75 8) .4) (58.6) (58.5) (58.6)
>=18 and <65 Years and at 2415 2427 4842 65 (\ 112 2535 2530 5065
Risk (16.5) (16.7) (16.6) (19.3) \) (13%’(2\) (16.5) (16.7) (16.7) (16.7)
>=65 Years 3651 3655 7306 3686 69 3749 3763 7512
(25.0) (25.1) (25.1) ’( 6QQ(10 5) (10.1) (24.7) (24.8) (24.8)
Risk Factor for Severe COVID-19 e((\a . a\,\o
at Screening, n (%) [2] o(\
Chronic Lung Disease 718 695 1 ’G\O 11 8 19 744 710 1454
(4.9) (4.8) q(@.8) (3.3) (2.3) (2.8) (4.9) (4.7) (4.8)
Significant Cardiac Disease 720 724 \_\(\ 1444 12 12 24 744 752 1496
(4.9) (5.0) (3.6) (3.5) (3.5) (4.9) (5.0) (4.9)
Severe Obesity 974 @8 1957 23 23 46 1021 1025 2046
(6. 7)6(\\\ (6.8) (6.7) (6.8) (6.7) (6.8) (6.7) (6.8) (6.7)
Diabetes %‘Qfl 1389 2783 24 23 47 1440 1435 2875
(9.5) (9.5) (7.1) (6.7) (6.9) (9.5) (9.5) (9.5)
Liver Disease \)Q 97 190 1 1 2 96 100 196
’(’0 (0.6) (0.7) (0.7) (0.3) (0.3) (0.3) (0.6) (0.7) (0.6)
Human Immunodef1c1enc%®Qrus 78 85 163 7 5 12 87 92 179
Infection @ (0.5) (0.6) (0.6) (2.1) (1.5) (1.8) (0.6) (0.6) (0.6)
&
o
co
(\\,
«©
oo

Note: Footnotes are listed on the last page.
\\wilbtia\wilbtia0l\Moderna MODMRNA1273P301 U\EUA
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ModernaTX, Inc. Page 4 of 11

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.3.1.1 6(60&
Baseline Demographics and Characteristics by Baseline SARS-CoV-2 Status &\(\
Full Analysis Set '\O<\6
«\6&
Baseline SARS-CoV-2 Negative Baseline SARS-CoV-2 Positive Overald'

Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo n%l@\\—1273 Total
(N=14598) (N=14550) (N=29148) (N=337) (N=343) (N=680) (N= 1517%(‘( 15181) (N=30351)

At Risk for Severe COVID-19 at *’(,e(\
Screening, n (%) \‘
Yes 3290 3283 6573 68 56 &%0 3418 3399 6817
(22.5) (22.06) (22.6) (20.2) (16 3) (22.5) (22.4) (22.5)
One Risk Factor for Severe 2693 2678 5371 59 102 2798 2775 5573
COVID-19 (18.4) (18.4) (18.4) (17.5) e\) (12%’6\) (15.0) (18.4) (18.3) (18.4)
Two or More Risk Factors 597 605 1202 b’é Q 22 620 624 1244
for Severe COVID-19 (4.1) (4.2) (4.1) aQ (3.8) (3.2) (4.1) (4.1) (4.1)
No 11308 11267 22575 287 556 11752 11782 23534
(77.5) (77.4) (7@ ) '&Zé 8) (83.7) (81.8) (77.5) (77.6) (77.5)
Age and Risk for Severe 0‘.
COVID-19, n (%) [3]
>=18 and <65 Years and Not at 8749 8682 \(\%7431 243 260 503 9116 9118 18234
Risk (59.9) 5( (59.8) (72.1) (75.8) (74.0) (60.1) (60.1) (60.1)
>=18 and <65 Years and at 2195 4403 61 47 108 2302 2295 4597
Risk (15 é 15 2) (15.1) (18.1) (13.7) (15.9) (15.2) (15.1) (15.1)
>=65 Years and Not at Risk 2585 5144 26 27 53 2636 2664 5300
Q (17.8) (17.6) (7.7) (7.9) (7.8) (17.4) (17.5) (17.5)
>=65 Years and at Risk 9\>Q 1095 1075 2170 7 9 16 1116 1104 2220
6‘0 (7.5) (7.4) (7.4) (2.1) (2.6) (2.4) (7.4) (7.3) (7.3)
\j5
\06
oL
o
co
(\\,
2
30

Note: Footnotes are listed on the last page.
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ModernaTX, Inc.
mRNA-1273-P301

Page 5 of 11
EUA (Data Extraction Date: 25N0OV2020)

Table 14.1.3.1.1

Baseline Demographics and Characteristics by Baseline SARS-CoV-2 Status &\(\e
Full Analysis Set '\O<\6
«\6&
Baseline SARS-CoV-2 Negative Baseline SARS-CoV-2 Positive Overald'
Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo n%l@\\—1273 Total
(N=14598) (N=14550) (N=29148) (N=337) (N=343) (N=680) (N= 1517%(‘( 15181) (N=30351)
Baseline RT-PCR Results, n (%) *’(,e(\
Negative 14598 14550 29148 239 253 492 \X €1 4923 14917 29840
(100) (100) (100) (70.9) (73.8) (758*5§\ (98 4) (98.3) (98.3)
Positive 0 0 0 95 87 87 182
(28.2) (25.4) (\ (26 8) (O 6) (0.6) (0.6)
Missing 0 0 0 3 e\) . %\,\ 6 152 177 329
(O& \\\6’.9) (0.9) (1.0) (1.2) (1.1)
CSC) Qﬁ?
Baseline Elecsys 3‘6 ,O(\
Anti-SARS-CoV-2 Results, n (%) S \&
Negative 14598 14550 29%48 0(\6 34 38 72 14726 14690 29416
(100) (100) (%%&X\ (10.1) (11.1) (10.06) (97.1) (96.8) (96.9)
Positive 0 0 q 303 305 608 303 305 608
GK"\(\ (89.9) (88.9) (89.4) (2.0) (2.0) (2.0)
Missing 0 Q\(~ 0 0 0 0 141 186 327
«\3 (0.9) (1.2) (1.1)
| o
Baseline SARS-CoV-2 Status, (&3
n (%) [4] QO
Negative 9\>Q 14598 14550 29148 0 0 0 14598 14550 29148
‘0 (100) (100) (100) (96.2) (95.8) (96.0)
Positive 66 0 0 0 337 343 680 337 343 680
\)6 (100) (100) (100) (2.2) (2.3) (2.2)
Missing \,\Oe 0 0 0 0 0 0 235 288 523
O (1.5) (1.9) (1.7)
)
(\\,
e
e>0°°(<\
<
Note: Footnotes are listed on the last page.
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ModernaTX, Inc. Page 6 of 11
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.1.3.1.1 6(60
Baseline Demographics and Characteristics by Baseline SARS-CoV-2 Status &X\
Full Analysis Set \S§N5
«'\6&
Baseline SARS-CoV-2 Negative Baseline SARS-CoV-2 Positive Overald'
Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo Nj¥1273 Total
(N=14598) (N=14550) (N=29148) (N=337) (N=343) (N=680) (N=15170Q) =15181) (N=30351)
O
Sex, n (%) #325\
Male 7754 7588 15342 182 195 377 ,4 €862 7923 15985
(53.1) (52.2) (52.6) (54.0) (56.9) GE%QQV (53.1) (52.2) (52.7)
Female 6844 6962 13806 155 148 26\ 3 7108 7258 14366
(46.9) (47.8) (47.4) (46.0) (43.1).(\ “(44.6) (46.9) (47.8) (47.3)
\O
eV . Y
Race, n (%) (o 3 \\C/
White 11573 11570 23143 cﬁ@é% ?6? 220 446 11995 12029 24024
(79.3) (79.5) (79'4)’66 (670 (64.1) (65.6) (79.1) (79.2) (79.2)
Black or African American 1416 1443 2 e@§§8 94 183 1527 1563 3090
(9.7) (9.9) (9.8) Cﬁ\ (26.4) (27.4) (26.9) (10.1) (10.3) (10.2)
Asian 716 636 1 0 5 10 15 731 651 1382
(4.9) (4.4) ) (569'6) (1.5) (2.9) (2.2) (4.8) (4.3) (4.6)
American Indian or Alaska 117 111€§y3 228 2 0 2 121 112 233
Native (0.8) (0<¥§ (0.8) (0.6) (0.3) (0.8) (0.7) (0.8)
Native Hawaiian or Other 31 2%5 66 1 0 1 32 35 67
Pacific Islander (O.2)<Q* (0.2) (0.2) (0.3) (0.1) (0.2) (0.2) (0.2)
Multiracial 3@@€> 302 619 2 5 7 321 315 636
§§2.2) (2.1) (2.1) (0.6) (1.5) (1.0) (2.1) (2.1) (2.1)
Other \90 305 307 612 8 9 17 316 321 637
KS) (2.1) (2.1) (2.1) (2.4) (2.6) (2.5) (2.1) (2.1) (2.1)
Not Reported €§5 69 88 157 4 4 8 73 96 169
Gi\ya (0.5) (0.6) (0.5) (1.2) (1.2) (1.2) (0.5) (0.6) (0.6)
Unknown \XD 54 58 112 0 1 1 54 59 113
(63 (0.4) (0.4) (0.4) (0.3) (0.1) (0.4) (0.4) (0.4)
)
(\\,
(2
e>0°°(<\
<
Note: Footnotes are listed on the last page.
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ModernaTX, Inc. Page 7 of 11

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.3.1.1 6(60&
Baseline Demographics and Characteristics by Baseline SARS-CoV-2 Status &\(\
Full Analysis Set '\O<\6
«\6&
Baseline SARS-CoV-2 Negative Baseline SARS-CoV-2 Positive Overald'

Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo n%l@\\—1273 Total
(N=14598) (N=14550) (N=29148) (N=337) (N=343) (N=680) (N= 1517%(‘( 15181) (N=30351)

Ethnicity, n (%) ,15,60
Hispanic or Latino 2913 2898 5811 152 145 297 \‘ 3114 3121 6235
(20.0) (19.9) (19.9) (45.1) (42.3) (4576§\ (20.5) (20.6) (20.5)
Not Hispanic or Latino 11552 11514 23066 183 196 11917 11918 23835
(79.1) (79.1) (79.1) (54 3) (57.1) (\ (55 7) (78.6) (78.5) (78.5)
Not Reported 80 100 180 %K,\ 4 85 104 189
(0.5) (0.7) (0.6) (O@ Q\\\g’ (0.6) (0.6) (0.7) (0.6)
Unknown 53 38 91 SRR\ A 0 54 38 92
(0.4) (0.3) (0.3 a‘e’ ‘\O(\ (0.4) (0.3) (0.3)
Race and Ethnicity Group, n (%) 2 0(\96
(5] o
Minority 4337 4329 g566 223 218 441 4632 4650 9282
(29.7) (29.8 \'\(\ 29.7) (66.2) (63.6) (64.9) (30.5) (30.6) (30.6)
Non-minority 10235 lO]( 20432 114 125 239 10512 10505 21017
(70.1) ((Y .1) (70.1) (33.8) (36.4) (35.1) (69.3) (69.2) (69.2)
Missing 26 \\ 24 50 0 0 0 26 26 52
OO(‘@@ (0.2) (0.2) (0.2) (0.2) (0.2)
Race and Ethnicity Group, n (% )—9\)QQ
(6] xO
White 6 9205 9248 18453 107 110 217 9461 9529 18990
\)6 (63.1) (63.6) (63.3) (31.8) (32.1) (31.9) (62.4) (62.8) (62.6)
Communities of ,€m%r 5367 5278 10645 230 233 463 5683 5626 11309
(36.8) (36.3) (36.5) (68.2) (67.9) (68.1) (37.5) (37.1) (37.3)
Missing C:a(\ 26 24 50 0 0 0 26 26 52
Q (0.2) (0.2) (0.2) (0.2) (0.2) (0.2)
S
o
C
60

Note: Footnotes are listed on the last page.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1401030101.sas 01DEC2020 04:40

21



ModernaTX, Inc. Page 8 of 11
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.3.1.1 eﬂ€§3
Baseline Demographics and Characteristics by Baseline SARS-CoV-2 Status &X\
Full Analysis Set <§fN5
«\6
Baseline SARS-CoV-2 Negative Baseline SARS-CoV-2 Positive Overald'
Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo ?§Nj¥1273 Total
(N=14598) (N=14550) (N=29148) (N=337) (N=343) (N=680) (N= 1517Qﬂ(V 15181) (N=30351)
Weight (kg) #3§5\
n 14465 14398 28863 337 339 676 ©15009 14989 29998
Mean 85.82 85.62 85.72 85.69 87.56 §> 85.87 85.71 85.79
(SD) (21.607) (21.976) (21.792) (21.010) (22.260) 650) (21.651) (21.978) (21.814)
Median 82.95 83.00 83.00 82.10 84.10 Q\ 83 00 83.00 83.00 83.00
Min, Max 27.1, 30.3, 27.1, 42.7, ¢ 43 \ 42.7, 27.1, 30.3, 27.1,
223.0 236.4 236.4 &éfﬂ <>§ 182.4 223.0 236.4 236.4
Height (cm) 25 <\
n 144064 14398 28&55? (% 339 676 15008 14989 29997
Mean 170.94 170.74 170.84 (<§L69 57 170.08 169.82 170.90 170.73 170.81
(SD) (10.032) (9.933) (9. (10.142) (9.911) (10.023) (10.049) (9.935) (9.992)
Median 170.60 170.18 (% 170.00 170.00 170.00 170.50 170.18 170.20
Min, Max 118.0, 104.1 \y3 04. 142.2, 147.3, 142.2, 118.0, 104.1, 104.1,
223.5 22€%£; 223 5 198.1 196.0 198.1 223.5 221.0 223.5
Body Mass Index (kg/m?) (\\\ «\
n €@§> 14394 28857 337 339 676 15007 14985 29992
Mean 29.28 29.28 29.73 30.19 29.96 29.32 29.32 29.32
(SD) E}ﬁ@ .655) (6.838) (6.747) (6.509) (6.994) (6.755) (6.688) (6.858) (6.773)
Median KS) 28.10 28.10 28.10 28.64 28.96 28.85 28.13 28.12 28.13
Min, Max €§5 10.3, 11.2, 10.3, 15.7, 15.8, 15.7, 10.3, 11.2, 10.3,
=) 72.7 82.0 82.0 59.2 60.5 60.5 72.7 86.1 86.1
\\
)
(\\,
S
e>0°°(<\
<
Note: Footnotes are listed on the last page.
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ModernaTX, Inc. Page 9 of 11

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.3.1.1 e
Baseline Demographics and Characteristics by Baseline SARS-CoV-2 Status &\(\
Full Analysis Set -\006
(‘\6&
Baseline SARS-CoV-2 Negative Baseline SARS-CoV-2 Positive Overald'

Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo n%@\—1273 Total
(N=14598) (N=14550) (N=29148) (N=337) (N=343) (N=680) (N= 1517%<Y 15181) (N=30351)

Occupational Risk, n (%) [2] 12028 11924 23952 307 300 607 *@%5 12429 24934
(82.4) (82.0) (82.2) (91.1) (87.5) (89. 3)\‘ (82.4) (81.9) (82.2)
Healthcare Workers 3707 3675 7382 70 62 3831 3790 7621
(25.4) (25.3) (25.3) (20.8) (18.1) (T 4) (25.3) (25.0) (25.1)
Emergency Response 280 291 571 11 6 _O(\ 17 297 302 599
(1.9) (2.0) (2.0) (3. 3) e\) 170 (2.5) (2.0) (2.0) (2.0)
Retail or Restaurant 928 900 1828 3@ Q % 73 974 954 1928
Operations (6.4) (6.2) (6.3) 0((19 6Q (10.2) (10.7) (6.4) (6.3) (6.4)
Manufacturing and Production 405 394 799 ﬁ‘e/ {@0 22 32 421 425 846
Operations (2.8) (2.7) (26@ .6@%}'.0) (6.4) (4.7) (2.8) (2.8) (2.8)
Warehouse Shipping and 159 178 337 o<\ 12 8 20 175 191 366
Fulfillment Centers (1.1) (1.2) (1 (3.6) (2.3) (2.9) (1.2) (1.3) (1.2)
Transportation and Delivery 447 447 q@94 20 28 48 473 482 955
Services (3.1) (3.1)6\_\ (3.1) (5.9) (8.2) (7.1) (3.1) (3.2) (3.1)
Border Protection and 66 133 1 1 2 68 69 137
Military Personnel (0.5) @§(5) (0.5) (0.3) (0.3) (0.3) (0.4) (0.5) (0.5)
Personal Care and In-Home 434 (\\\ 434 868 25 27 52 469 469 938
Services § )"} (3.0) (3.0) (7.4) (7.9) (7.6) (3.1) (3.1) (3.1)
Hospitality and Tourism Q 223 433 17 11 28 232 237 469
Workers Q (1.4) (1.5) (1.5) (5.0) (3.2) (4.1) (1.5) (1.06) (1.5)
Pastoral, Social or Pub]&&o 490 509 999 6 11 17 503 533 1036
Health Workers (3.4) (3.5) (3.4) (1.8) (3.2) (2.5) (3.3) (3.5) (3.4)
Educators and Stud@n\és 15009 1491 3000 25 27 52 1552 1543 3095
\' (10.3) (10.2) (10.3) (7.4) (7.9) (7.6) (10.2) (10.2) (10.2)
Other (\(\O 4626 4632 9258 104 99 203 4803 4818 9621
C@ (31.7) (31.8) (31.8) (30.9) (28.9) (29.9) (31.7) (31.7) (31.7)

o

oo

Note: Footnotes are listed on the last page.
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ModernaTX, Inc. Page 10 of 11

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.3.1.1 6(60&
Baseline Demographics and Characteristics by Baseline SARS-CoV-2 Status &\(\
Full Analysis Set '\O<\6
«\6&
Baseline SARS-CoV-2 Negative Baseline SARS-CoV-2 Positive Overald'

Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo n%l@\\—1273 Total
(N=14598) (N=14550) (N=29148) (N=337) (N=343) (N=680) (N= 1517%(‘( 15181) (N=30351)

Location and Living 12146 12129 24275 307 307 614 *K%q 12646 25259
Circumstances Risk, n (%) [2] (83.2) (83.4) (83.3) (91.1) (89.5) (90. 3)\‘ 83 l (83.3) (83.2)
Resides in Nursing Home or 28 31 59 1 0 33 62
Assisted Living Facility (0.2) (0.2) (0.2) (0.3) 6((\@ 1) (O 2) (0.2) (0.2)
Resides in Multi-Family 392 442 834 12 13, 25 409 462 871
Dwelling (2.7) (3.0) (2.9) (3.6) e\) X)\o (3.7) (2.7) (3.0) (2.9)
Resides in High Density 1234 1208 2442 6@6 Q % 127 1307 1285 2592
Housing (8.5) (8.3) (8.4) aQ (17.5) (18.7) (8.6) (8.5) (8.5)
Resides in Low Density, 1406 1389 2795’6 ‘g (\ 68 131 1482 1479 2961
Multi-Family Setting (9.0) (9.5) 9@ (19.8) (19.3) (9.8) (9.7) (9.8)
Resides in a Single Family 8084 8042 1612\%\0( 142 139 281 8350 8329 16679

Home (55.4) (55.3) (5518 (42.1) (40.5) (41.3) (55.0) (54.9) (55.0)
Other 2089 2109 @98 50 50 100 2165 2189 4354

(14.3) (14.5é\_\ 14.4) (14.8) (14.06) (14.7) (14.3) (14.4) (14.3)

«
o

‘i,

o
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Note: Footnotes are listed on the last page.
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ModernaTX, Inc. Page 11 of 11

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.3.1.1 6(60&
Baseline Demographics and Characteristics by Baseline SARS-CoV-2 Status ’(,\(\
Full Analysis Set '\O<\6
«'\6&
Percentages are based on the number of subjects in Full Analysis Set. \‘6\

[1] Based on stratification factor from IRT, subjects who are < 65 years old are categorized as at risk foogevere COVID-19
illness if they have at least 1 of the risk factors specified in the study protocol at Screeni@@\.

[2] Subjects could be under one or more categories, and are counted once at each category. 6\

[3] Age and health risk for severe COVID-19 are derived from age and risk factors collected Qgﬂ,%ase report form (CRF).

[4] Baseline SARS-CoV-2 Status: Positive if there is immunologic or virologic evidence of pri @bv
RT-PCR test or positive Elecsys result at Day 1. Negative is defined as negative RT- @Qﬁf
at Day 1. Q)

[5] Minority is defined as Blacks or African Americans, Hispanics or Latinos, A Q\r?can Indians or Alaska Natives, Native
Hawaiians, and other Pacific Islanders, and Non-Minority includes aJé\)th %ﬁ@rs whose race or ethnicity is not unknown,

ID-19, defined as positive
st and negative Elecsys result

unreported or missing. (o)

[6] White is defined as White and non-Hispanic, and Communities\>&9%ol

is not unknown, unreported or missing. 6‘6 '\0(\
AN

O
Q\

ncludes all the others whose race or ethnicity
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ModernaTX, Inc.

Page 1 of 11
mRNA-1273-P301

EUA (Data Extraction Date: 25N0OV2020)

Table 14.1.3.1.2

Baseline Demographics and Characteristics by Age Group &\(\e
Full Analysis Set '\O<\6
«\6&
>=18 and <65 Years >=65 Years Overald'
Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo n%l@\\—1273 Total
(N=11418) (N=11413) (N=22831) (N=3752) (N=3768) (N=7520) (N= 1517%(‘( 15181) (N=30351)
Age at Screening (Years) *’(,e(\
n 11418 11413 22831 3752 3768 7520 €is170 15181 30351
Mean 45.0 45.1 45.0 70.7 70.4 .@0 51.3 51.4 51.4
(SD) (12.30) (12.35) (12.32) (4.88) (4.66) 77) (15.60) (15.50) (15.55)
Median 46.0 46.0 46.0 70.0 69.0 (\ 7 70.0 52.0 53.0 52.0
Min, Max 18, 64 18, 64 18, 64 65, %560 6¢ 65, 95 18, 95 18, 95 18, 95
\)
Age Group at Screening, n (%) O(OQ QQQ\
>=18 and <65 Years 11418 11413 22831 6 (b(\ 0 11418 11413 22831
(100) (100) lé (75.3) (75.2) (75.2)
Mean 45.0 45.1 0 (\ 45.0 45.1 45.0
(SD) (12.30) (12.35) 12 (12.30) (12.35) (12.32)
Median 46.0 46.0 46.0 46.0 46.0
Min, Max 18, 64 18, 6é§§3 8 4 18, 64 18, 64 18, 64
>=65 Years 0 C( 3752 3768 7520 3752 3768 7520
«\6 (100) (100) (100) (24.7) (24.8) (24.8)
Mean o 70.7 70.4 70.6 70.7 70.4 70.6
(SD) (‘{,6 (4.88) (4.66) (4.77) (4.88) (4.66) (4.77)
Median QO 70.0 69.0 70.0 70.0 69.0 70.0
Min, Max 9\>Q 65, 95 65, 95 65, 95 65, 95 65, 95 65, 95
3
N
\06
oL
o
co
(\\,
S
e>0°°(<\
<
Note:
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ModernaTX, Inc. Page 2 of 11

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.3.1.2 e
Baseline Demographics and Characteristics by Age Group &\(\
Full Analysis Set '\O<\6
«\6&
>=18 and <65 Years >=65 Years Overq\@\

Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo n%l@\\—1273 Total
(N=11418) (N=11413) (N=22831) (N=3752) (N=3768) (N=7520) (N= 1517%(‘( 15181) (N=30351)

Age Subgroup at Screening, *’(,e(\
n (%)
>=18 and <65 Years 11418 11413 22831 0 0 060\\ 11418 11413 22831
(100) (100) (100) 6 (75.3) (75.2) (75.2)
>=65 and <70 Years 0 0 0 1817 1905 63722 1817 1905 3722
(48.4) \) (50%\6\) (49.5) (12.0) (12.5) (12.3)
>=70 and <75 Years 0 0 0 ll@@ Q 2399 1194 1205 2399
aQ (32.0) (31.9) (7.9) (7.9) (7.9)
>=75 and <80 Years 0 0 0 (@(\ 467 974 507 467 974
6@‘% 5) (12.4) (13.0) (3.3) (3.1) (3.2)
>=80 Years 0 0 \00( 234 191 425 234 191 425
(6.2) (5.1) (5.7) (1.5) (1.3) (1.4)
Age Subgroup at Screening, \'\(\q
n (%) (\(\8
>=18 and <65 Years 11418 ?413 22831 0 0 0 11418 11413 22831
(100) (\\\ (100) (100) (75.3) (75.2) (75.2)
>=65 and <75 Years {&6 0 0 3011 3110 6121 3011 3110 6121
QO (80.3) (82.5) (81.4) (19.8) (20.5) (20.2)
>=75 and <85 Years 9\>Q 0 0 692 617 1309 692 617 1309
’('0 (18.4) (16.4) (17.4) (4.06) (4.1) (4.3)
>=85 Years 566 0 0 0 49 41 90 49 41 90
e\) (1.3) (1.1) (1.2) (0.3) (0.3) (0.3)
&
o
co
(\\,
@
30

Note: Footnotes are listed on the last page.
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ModernaTX, Inc.
mRNA-1273-P301

Page 3 of 11
25N0V2020)

EUA (Data Extraction Date:

Table 14.1.3.1.2

Baseline Demographics and Characteristics by Age Group &\(\e
Full Analysis Set '\O<\6
«\6&
>=18 and <65 Years >=65 Years Overald'
Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo n%l@\\—1273 Total
(N=11418) (N=11413) (N=22831) (N=3752) (N=3768) (N=7520) (N= 1517%(‘( 15181) (N=30351)
Age and Health Risk for Severe *’(,e(\
COVID-19, n (%) [1] \‘e
>=18 and <65 Years and Not at 8885 8888 17773 1 0 160 8886 8888 17774
Risk (77.8) (77.9) (77.8) (<O 1) .1) (58.6) (58.5) (58.6)
>=18 and <65 Years and at 2532 2524 5056 6 2535 2530 5065
Risk (22.2) (22.1) (22.1) (<O 1) O%X)\ (0. 1) (16.7) (16.7) (16.7)
>=65 Years 1 1 2 376@ \ 7510 3749 3763 7512
(<0.1) (<0.1) (<0.1) (99 8) (99.9) (24.7) (24.8) (24.8)
Risk Factor for Severe COVID-19 e((\a '96‘\0
at Screening, n (%) [2] 0(\
Chronic Lung Disease 501 473 96&,\0 243 237 480 744 710 1454
(4.4) (4.1) ) Q(@'3) (6.5) (6.3) (6.4) (4.9) (4.7) (4.8)
Significant Cardiac Disease 296 316 \_\(\ 612 448 436 884 744 752 1496
(2.6) (2(\&) (2.7) (11.9) (11.06) (11.8) (4.9) (5.0) (4.9)
Severe Obesity 879 1744 142 160 302 1021 1025 2046
(7. 7)(\\\ (7. 6 (7.6) (3.8) (4.2) (4.0) (6.7) (6.8) (6.7)
Diabetes 9{3@ 906 1808 538 529 1067 1440 1435 2875
9) (7.9) (7.9) (14.3) (14.0) (14.2) (9.5) (9.5) (9.5)
Liver Disease \)Q 82 152 26 18 44 96 100 196
‘0 (O 6) (0.7) (0.7) (0.7) (0.5) (0.6) (0.6) (0.7) (0.6)
Human Immunodef1c1enc%®Qrus 72 76 148 15 16 31 87 92 179
Infection Q (0.6) (0.7) (0.6) (0.4) (0.4) (0.4) (0.6) (0.6) (0.6)
&
o
co
(\’ﬁ,
S
e>0°°(<\
<
Note: Footnotes are listed on the last page.
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ModernaTX, Inc. Page 4 of 11

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.3.1.2 6(60&
Baseline Demographics and Characteristics by Age Group &\(\
Full Analysis Set '\O<\6
«\6&
>=18 and <65 Years >=65 Years Overq\@\

Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo n%l@\\—1273 Total
(N=11418) (N=11413) (N=22831) (N=3752) (N=3768) (N=7520) (N= 1517%(‘( 15181) (N=30351)

At Risk for Severe COVID-19 at *’(,e(\
Screening, n (%) \‘
Yes 2302 2295 4597 1116 1104 (52@0 3418 3399 6817
(20.2) (20.1) (20.1) (29.7) (29. 3) (22.5) (22.4) (22.5)
One Risk Factor for Severe 1935 1925 3860 863 850, 1713 2798 2775 5573
COVID-19 (16.9) (16.9) (16.9) 23 0) e\) (2 ’6\) (22.8) (18.4) (18.3) (18.4)
Two or More Risk Factors 367 370 737 \ 4 507 620 624 1244
for Severe COVID-19 (3.2) (3.2) (3.2) ( 7) aQQ 6.7) (6.7) (4.1) (4.1) (4.1)
No 9116 9118 18234 ﬁ\ 2664 5300 11752 11782 23534
(79.8) (79.9) (7% ) '&S 3) (70.7) (70.5) (77.5) (77.6) (77.5)
Age and Risk for Severe 0‘.
COVID-19, n (%) [3]
>=18 and <65 Years and Not at 9116 9118 \(\%8234 0 0 0 9116 9118 18234
Risk (79.8) é( (79.9) (60.1) (60.1) (60.1)
>=18 and <65 Years and at 2302 4597 0 0 0 2302 2295 4597
Risk (20. 26(\\\ 20 1) (20.1) (15.2) (15.1) (15.1)
>=65 Years and Not at Risk 0 2636 2664 5300 2636 2664 5300
QO (70.3) (70.7) (70.5) (17.4) (17.5) (17.5)
>=65 Years and at Risk 9\)Q 0 0 0 1116 1104 2220 1116 1104 2220
’(’0 (29.7) (29.3) (29.5) (7.4) (7.3) (7.3)
e
oo
\06
oL
o
co
(\\,
@
8o

Note: Footnotes are listed on the last page.
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ModernaTX, Inc. Page 5 of 11

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.3.1.2 e
Baseline Demographics and Characteristics by Age Group &\(\
Full Analysis Set '\O<\6
«\6&
>=18 and <65 Years >=65 Years Overq\@\

Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo n%l@\\—1273 Total
(N=11418) (N=11413) (N=22831) (N=3752) (N=3768) (N=7520) (N= 1517%(‘( 15181) (N=30351)

Baseline RT-PCR Results, n (%) *’(,e(\
Negative 11226 11201 22427 3697 3716 7413 ©14923 14917 29840
(98.3) (98.1) (98.2) (98.5) (98.6) (9&«55\ (98.4) (98.3) (98.3)
Positive 85 80 165 10 7 95 87 182
(0.7) (0.7) (0.7) (0 3) (0. 2)0(\6 (0.2) (0.6) (0.6) (0.6)
Missing 107 132 239 4,30 90 152 177 329
(0.9) (1.2) (1.0) Q’@ QQ (1.2) (1.0) (1.2) (1.1)
Baseline Elecsys ’6‘ O(\6
Anti-SARS-CoV-2 Results, n (%) &
Negative 11041 11001 22%42 (\9 3685 3689 7374 14726 14690 29416
(96.7) (96.4) 9%)’6 (98.2) (97.9) (98.1) (97.1) (96.8) (96.9)
Positive 275 272 28 33 61 303 305 608
(2.4) \_\(\ (2.4) (0.7) (0.9) (0.8) (2.0) (2.0) (2.0)
Missing 102 1@& 242 39 46 85 141 186 327
(0.9) @@.2) (1.1) (1.0) (1.2) (1.1) (0.9) (1.2) (1.1)
Baseline SARS-CoV-2 Status, (&@0
n (%) [4] Q
Negative 6\>Q 10944 10890 21834 3654 3660 7314 14598 14550 29148
xO (95.8) (95.4) (95.6) (97.4) (97.1) (97.3) (96.2) (95.8) (96.0)
Positive 66 304 307 611 33 36 69 337 343 680
wo (2.7) (2.7) (2.7) (0.9) (1.0) (0.9) (2.2) (2.3) (2.2)
Missing ‘\06 170 216 386 65 72 137 235 288 523
O (1.5) (1.9) (1.7) (1.7) (1.9) (1.8) (1.5) (1.9) (1.7)
)
(\\,
(2
o
C
60

Note: Footnotes are listed on the last page.
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ModernaTX, Inc. Page 6 of 11

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.3.1.2 6(60&
Baseline Demographics and Characteristics by Age Group &\(\
Full Analysis Set '\O<\6
«\6&
>=18 and <65 Years >=65 Years Overq\ﬁ\

Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo n%l@\\—1273 Total
(N=11418) (N=11413) (N=22831) (N=3752) (N=3768) (N=7520) (N= 1517%(\( 15181) (N=30351)

Sex, n (%) *’(,e(\
Male 5959 5846 11805 2103 2077 4180 \‘ 8062 7923 15985
(52.2) (51.2) (51.7) (56.1) (55.1) (5 @ﬁ\ (53.1) (52.2) (52.7)
Female 5459 5567 11026 1649 1691 40 7108 7258 14366
(47.8) (48.8) (48.3) (43.9) (44.9) (\ (44.4) (46.9) (47.8) (47.3)
X0
Race, n (%) \C/
White 8655 8652 17307 (@80 Q3377 6717 11995 12029 24024
(75.8) (75.8) (75. 8)’66 8.90@) (89.6) (89.3) (79.1) (79.2) (79.2)
Black or African American 1313 1342 2 & 221 435 1527 1563 3090
(11.5) (11.8) (ll Q\ (\6(5 7) (5.9) (5.8) (10.1) (10.3) (10.2)
Asian 654 585 77 66 143 731 651 1382
(5.7) (5 l) q@.ll) (2.1) (1.8) (1.9) (4.8) (4.3) (4.6)
American Indian or Alaska 95 \_\ 186 26 21 47 121 112 233
Native (0.8) (O(‘d# (0.8) (0.7) (0.06) (0.06) (0.8) (0.7) (0.8)
Native Hawaiian or Other 29 6l 3 3 6 32 35 67
Pacific Islander (0. 3)(\\\ (0. 3 (0.3) (<0.1) (<0.1) (<0.1) (0.2) (0.2) (0.2)
Multiracial 281 564 38 34 72 321 315 636
5) (2.5) (2.5) (1.0) (0.9) (1.0) (2.1) (2.1) (2.1)
Other \)Q 283 294 577 33 27 60 316 321 637
’(’0 (2.5) (2.6) (2.5) (0.9) (0.7) (0.8) (2.1) (2.1) (2.1)
Not Reported 6 c 60 83 143 13 13 26 73 96 169
e\) (0.5) (0.7) (0.0) (0.3) (0.3) (0.3) (0.5) (0.6) (0.6)
Unknown “0 46 53 99 8 6 14 54 59 113
(\0 (0.4) (0.5) (0.4) (0.2) (0.2) (0.2) (0.4) (0.4) (0.4)
)
(\\,
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Note: Footnotes are listed on the last page.
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ModernaTX, Inc.
mRNA-1273-P301

Page 7 of 11
EUA (Data Extraction Date: 25N0OV2020)

Table 14.1.3.1.2 e
Baseline Demographics and Characteristics by Age Group &\(\

Full Analysis Set '\O<\6
«\6&
>=18 and <65 Years >=65 Years Overald'
Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo n%l@\\—1273 Total
(N=11418) (N=11413) (N=22831) (N=3752) (N=3768) (N=7520) (N= 1517(}*(\( 15181) (N=30351)
Ethnicity, n (%) ,15,60
Hispanic or Latino 2779 2766 5545 335 355 690 3114 3121 6235
(24.3) (24.2) (24.3) (8.9) (9.4) @0 (20.5) (20.6) (20.5)
Not Hispanic or Latino 8543 8548 17091 3374 3370 44 11917 11918 23835
(74.8) (74.9) (74.9) (89 9) (89.4) (\ (89.7) (78.6) (78.5) (78.5)
Not Reported 58 72 130 .%ﬁ) 59 85 104 189
(0.5) (0.6) (0.6) Og& Q\ (0.8) (0.6) (0.7) (0.6)
Unknown 38 27 65 27 54 38 92
(0.3) (0.2) (0.3 ’6 k\d()\ (0. 3) (0.4) (0.4) (0.3) (0.3)
Race and Ethnicity Group, n (%) 2 (\
(5] X©
Minority 4072 4071 g3 560 579 1139 4632 4650 9282
(35.7) (35.76{_\(\ 35.7) (14.9) (15.4) (15.1) (30.5) (30.6) (30.6)
Non-minority 7333 7 14655 3179 3183 6362 10512 10505 21017
(64.2) «&.2) (64.2) (84.7) (84.5) (84.6) (69.3) (69.2) (69.2)
Missing 13 (\\\ 20 33 13 6 19 26 26 52
(OO(‘@p (0.2) (0.1) (0.3) (0.2) (0.3) (0.2) (0.2) (0.2)
Race and Ethnicity Group, n (%)—9\)QQ
(6] xO
White 66 6398 6458 12856 3063 3071 6134 9461 9529 18990
\)6 (56.0) (56.6) (56.3) (81.6) (81.5) (81.6) (62.4) (62.8) (62.6)
Communities of ,g@%r 5007 4935 9942 676 691 1367 5683 5626 11309
(43.9) (43.2) (43.5) (18.0) (18.3) (18.2) (37.5) (37.1) (37.3)
Missing Cf&“ 13 20 33 13 6 19 26 26 52
Q (0.1) (0.2) (0.1) (0.3) (0.2) (0.3) (0.2) (0.2) (0.2)
«©
8o

Note: Footnotes are listed on the last page.
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ModernaTX, Inc. Page 8 of 11
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.3.1.2 eﬁ@ﬁﬁ
Baseline Demographics and Characteristics by Age Group &X\
Full Analysis Set \S§N5
«\6&
>=18 and <65 Years >=65 Years Overald'
Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo ?§Nj¥1273 Total
(N=11418) (N=11413) (N=22831) (N=3752) (N=3768) (N=7520) (N= 1517Q¥N 15181) (N=30351)
Weight (kg) #3§5\
n 11291 11268 22559 3718 3721 7439 ©15009 14989 29998
Mean 86.75 86.57 86.66 83.20 83.10 8 85.87 85.71 85.79
(SD) (22.388) (22.708) (22.548) (18.996) (19.371) ’é 183) (21.651) (21.978) (21.814)
Median 83.64 83.64 83.64 81.60 81.2ﬁk§§ 81.36 83.00 83.00 83.00
Min, Max 27.1, 30.3, 27.1, 34.8, e}) 31 \ 31.5, 27.1, 30.3, 27.1,
223.0 236.4 236.4 &625 Qxﬁé 184.5 223.0 236.4 236.4
Height (cm) D <\
n 11291 11267 22é§@ gﬁyy 3722 7439 15008 14989 29997
Mean 171.17 170.98 171.08 ((%70 06 169.96 170.01 170.90 170.73 170.81
(SD) (9.975) (9.901) (9. (10.227) (10.001) (10.114) (10.049) (9.935) (9.992)
Median 171.00 170.20 (% 170.18 170.18 170.18 170.50 170.18 170.20
Min, Max 118.0, 104.1 \y3 04. 124.5, 123.0, 123.0, 118.0, 104.1, 104.1,
205.7 22€%f; 221 0 223.5 208.3 223.5 223.5 221.0 223.5
Body Mass Index (kg/m?) (\\\ «\
n <%9@> 11264 22554 3717 3721 7438 15007 14985 29992
Mean 29.54 29.53 28.70 28.67 28.68 29.32 29.32 29.32
(SD) E}§Q .923) (7.138) (7.031) (5.875) (5.885) (5.879) (6.688) (6.858) (6.773)
Median ‘53 28.27 28.25 28.26 27.71 27.86 27.78 28.13 28.12 28.13
Min, Max €§5 10.3, 11.2, 10.3, 12.1, 11.2, 11.2, 10.3, 11.2, 10.3,
G;\y5 72.7 86.1 86.1 71.1 62.9 71.1 72.7 86.1 86.1
e
o
co
(\\,
S
e>0°°(<\
<
Note: Footnotes are listed on the last page.
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ModernaTX, Inc.

Page 9 of 11

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.3.1.2 exegﬁ
Baseline Demographics and Characteristics by Age Group &\(\
Full Analysis Set -\006
('\6&
>=18 and <65 Years >=65 Years Overald'
Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo @\—1273 Total
(N=11418) (N=11413) (N=22831) (N=3752) (N=3768) (N=7520) (N= 1517Qﬁ(3§ 15181) (N=30351)
Occupational Risk, n (%) [2] 10126 10068 20194 2379 2361 4740 #gfg%5 12429 24934
(88.7) (88.2) (88.4) (63.4) (62.7) (63. O)\* (82.4) (81.9) (82.2)
Healthcare Workers 3327 3329 6656 504 461 3831 3790 7621
(29.1) (29.2) (29.2) (13.4) (12.2) 2&1 8) (25.3) (25.0) (25.1)
Emergency Response 278 281 559 19 21, 40 297 302 599
(2.4) (2.5) (2.4) (0.5) e}> (0 Kﬁa (0.5) (2.0) (2.0) (2.0)
Retail or Restaurant 875 854 1729 9@6‘ \\H00 199 974 954 1928
Operations (7.7) (7.5) (7.6) (§X6) 2659(2.7) (2.6) (6.4) (6.3) (6.4)
Manufacturing and Production 391 391 782 {@ 34 64 421 425 846
Operations (3.4) (3.4) (3 Q;ﬁﬁ (0.9) (0.9) (2.8) (2.8) (2.8)
Warehouse Shipping and 163 182 345 9 21 175 191 366
Fulfillment Centers (1.4) (1.6) 1€§§\ (0.3) (0.2) (0.3) (1.2) (1.3) (1.2)
Transportation and Delivery 412 432 q 61 50 111 473 482 955
Services (3.6) (3.8&SQS\ 3.7) (1.6) (1.3) (1.5) (3.1) (3.2) (3.1)
Border Protection and 62 128 6 3 9 68 69 137
Military Personnel (0.5) .6) (0.6) (0.2) (<0.1) (0.1) (0.4) (0.5) (0.5)
Personal Care and In-Home 408 (Q* 402 810 61 67 128 469 469 938
Services %} ?3 (3.5) (3.5) (1.6) (1.8) (1.7) (3.1) (3.1) (3.1)
Hospitality and Tourism 201 390 43 36 79 232 237 469
Workers l 7) (1.8) (1.7) (1.1) (1.0) (1.1) (1.5) (1.06) (1.5)
Pastoral, Social or Pub]&&o 3604 385 749 139 148 287 503 533 1036
Health Workers (3.2) (3.4) (3.3) (3.7) (3.9) (3.8) (3.3) (3.5) (3.4)
Educators and Stud@n\és 1383 1358 2741 169 185 354 1552 1543 3095
\' (12.1) (11.9) (12.0) (4.5) (4.9) (4.7) (10.2) (10.2) (10.2)
Other <6§3 3379 3389 6768 1424 1429 2853 4803 4818 9621
Cﬁ> (29.06) (29.7) (29.06) (38.0) (37.9) (37.9) (31.7) (31.7) (31.7)
o
oo

Note: Footnotes are listed on the last page.
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ModernaTX, Inc. Page 10 of 11

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.3.1.2 6(60&
Baseline Demographics and Characteristics by Age Group &\(\
Full Analysis Set '\O<\6
«\6&
>=18 and <65 Years >=65 Years Overq\@\

Placebo mRNA-1273 Total Placebo mRNA-1273 Total Placebo n%l@\\—1273 Total
(N=11418) (N=11413) (N=22831) (N=3752) (N=3768) (N=7520) (N= 1517%(‘( 15181) (N=30351)

Location and Living 9520 9524 19044 3093 3122 6215 *K%q 12646 25259
Circumstances Risk, n (%) [2] (83.4) (83.4) (83.4) (82.4) (82.9) (82. 6)\* 83 l (83.3) (83.2)
Resides in Nursing Home or 9 22 31 20 11 33 62
Assisted Living Facility (<0.1) (0.2) (0.1) (0.5) (0.3) 6((\ 4) (O 2) (0.2) (0.2)
Resides in Multi-Family 346 396 742 63 66, _(O\ 129 409 462 871
Dwelling (3.0) (3.5) (3.2) (l 7) e\) (l X)\O (1.7) (2.7) (3.0) (2.9)
Resides in High Density 1068 1034 2102 490 1307 1285 2592
Housing (9.4) (9.1) (9.2) \> aQQ 6. 7) (6.5) (8.6) (8.5) (8.5)
Resides in Low Density, 1227 1235 2462 2\ 244 499 1482 1479 2961
Multi-Family Setting (10.7) (10.8) (l(é(g\ 6@% (6.5) (6.6) (9.8) (9.7) (9.8)
Resides in a Single Family 6101 6057 12158 0( 2249 2272 4521 8350 8329 16679

Home (53.4) (53.1) (5%’@ (59.9) (60.3) (60.1) (55.0) (54.9) (55.0)
Other 1637 1643 @80 528 546 1074 2165 2189 4354

(14.3) (14. 4é\_\(\(§14.4) (14.1) (14.5) (14.3) (14.3) (14.4) (14.3)
&
o
o
o®
3
o®
\06
oL
o
co
o
«©
o>

Note: Footnotes are listed on the last page.
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ModernaTX, Inc. Page 11 of 11

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.3.1.2 6(60&
Baseline Demographics and Characteristics by Age Group ’(,\(\
Full Analysis Set '\O<\6
«'\6&
Percentages are based on the number of subjects in Full Analysis Set. N

[1] Based on stratification factor from IRT, subjects who are < 65 years old are categorized as at risk foogevere COVID-19

illness if they have at least 1 of the risk factors specified in the study protocol at Screeni@@\.
[2] Subjects could be under one or more categories, and are counted once at each category. 6\
[3] Age and health risk for severe COVID-19 are derived from age and risk factors collected Qgﬂ,@ase report form
[4] Baseline SARS-CoV-2 Status: Positive if there is immunologic or virologic evidence of pri @bv
RT-PCR test or positive Elecsys result at Day 1. Negative is defined as negative RT- C@Qits

(CRF) .
ID-19, defined as positive
t and negative Elecsys result

at Day 1. Q)

[5] Minority is defined as: Blacks or African Americans, Hispanics or Latinos, | ?can Indians or Alaska Natives, Native
Hawaiians, and other Pacific Islanders, and Non-Minority includes a]é\)thg rs whose race or ethnicity is not unknown,
unreported or missing. %6‘ \\C

[6] White is defined as White and non-Hispanic, and Communitieé\>&9 ol ncludes all the others whose race or ethnicity
is not unknown, unreported or missing. R .

’ p g ((\3 6"\0
XN
2V
.\(\q
e
"
o
oo
oW
3%
N
\06
oL
o
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ModernaTX, Inc.
mRNA-1273-P301

Table 14.1.6.2.1
Summary of Study Duration

EUA (Data Extraction Date:

Page 1 of 2
25N0V2020)

S
Safety Set -\6’<.\O<\
l'd
Placebo mRNA-1273 \"Oﬁotal
(N=15166) (N=15185) (N=30351)
o™
Number of Subjects, n (%) o\
Received First Injection 15166 (100) 15185*\@%\0) 30351 (100)
Received Second Injection 14613 (96.4) 147 @(96.9) 29328 (96.0)
>= 49 Days Since First Injection 14095 (92.9) @ﬁ\) 5 (92.8) 28190 (92.9)
>= 56 Days Since First Injection 13743 (90.6) (\6 13767 (90.7) 27510 (90.6)
>= 2 Months Since First Injection 13454 (82?.7()\6 13498 (88.9) 26952 (88.8)
>= 28 Days Since Second Injection ]@297 Q) 13386 (88.2) 26683 (87.9)
>= 56 Days Since Second Injection Q6‘92§5\c( 1.3) 9406 (61.9) 18705 (61.6)
>= 2 Months Since Second Injection 0(0 «g@ (53.5) 8163 (53.8) 16274 (53.6)
< 28 Days Since Second Injection 3‘6 .~0 1316 (8.7) 1329 (8.8) 2645 (8.7)
>= 28 and < 56 Days Since Second Injection e('(\ '96‘\ 3998 (26.4) 3980 (26.2) 7978 (26.3)
>= 56 Days Since Second Injection \(\0(\ 9299 (61.3) 9406 (61.9) 18705 (61.6)
\®
Study Duration from Randomization q6\>
Mean (SD) ’<,\(\ 88.7 (21.05) 88.8 (21.00) 88.7 (21.03)
Median & 92.0 92.0 92.0
01, Q3 «\6 77.0, 105.0 77.0, 105.0 77.0, 105.0
Min, Max 1, 122 1, 122 1, 122
Study Duration from First Injectic60$
Mean (SD) 9\>Q 88.7 (21.06) 88.8 (21.01) 88.7 (21.03)
Median ‘0 92.0 92.0 92.0
01, 03 e 77.0, 105.0 77.0, 105.0 77.0, 105.0
Min, Max 6\)6 1, 122 1, 122 1, 122
&
o
co
o
e
o

60

\o
’(\0\ 1 month = 30.4375 days.

Percentages are based on the number of safety subjects.

[1] Study duration from second injection is 0 day for subjects who did not receive second injection.
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ModernaTX, Inc.
mRNA-1273-P301

Page 2 of 2

EUA (Data Extraction Date: 25N0OV2020)
Table 14.1.6.2.1 exef)
Summary of Study Duration SKX\
Safety Set PAQ
! 20O
«(3
Placebo mRNA-1273 Q?@otal
(N=15166) (N=15185) ol (N=30351)
o
Study Duration from Second Injection (Days) [1]
Mean (SD) 57.7 (22.93) 58.1 §§§567) 57.9 (22.80)
Median 63.0 * 63.0
01, Q3 45.0, 73.0 fﬁ@S.O, 75.0 47.0, 75.0
Min, Max 0, 97 €> , 97 0, 97
Study Duration from Second Injection in Subjects Who Received e>> €§3§§\
Second Injection (Days) (o 3 C
n (OQ 4613 14715 29328
Mean (SD) ?5‘ Cﬁ\g% 9 (20.36) 60.0 (20.47) 60.0 (20.42)
Median e((\ N 63.0 63.0 63.0
01, Q3 Cﬁ\ 49.0, 76.0 49.0, 76.0 49.0, 76.0
Min, Max \gx\ 1, 97 1, 97 1, 97
Q’O
‘\(\
e
<
o
oo
o®
el
N
\06
oL
o
co
o
<
8o
1 month = 30.4375 days.

Percentages are based on the number of safety subjects.
[1]
Program Path:

Study duration from second injection is 0 day for subjects who did not receive second injection.
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ModernaTX, Inc. Page 1 of 5

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.1.1 e
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After First Injection by Grade &X\
First Injection Solicited Safety Set 'C§<5
A
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Je%al
Category (N=15155) (N=15168) CﬁN=30323)
Grade n (%) n (%) . AN n (%)
N
Solicited Adverse Reactions - N1 15155 15168 #5f5 30323
Any Solicited Adverse Reactions 7284 (48.1) 13319 (87&§ﬁ5 20603 (67.9)
95% CI 47.3, 48.9 87.3288.3 67.4, 68.5
Grade 1 5147 (34.0) 93*& (61.6) 14489 (47.8)
Grade 2 1770 (11.7) . ?&4 (20.6) 4894 (16.1)
Grade 3 361 (2.4)p\0 6&,\0 848  (5.6) 1209  (4.0)
Grade 4 6 (<Qf§) Qé; 5 (<0.1) 11 (<0.1)
WOF_a°
Solicited Local Adverse Reactions - N1 1 5& ,cﬁ\ 15164 30315
Any Solicited Local Adverse Reactions €§§3é37 aﬁb.S) 12765 (84.2) 15762 (52.0)
95% CI (3\.91, 20.4 83.6, 84.8 51.4, 52.6
Grade 1 \ﬁsé 37 (18.7) 10731 (70.8) 13568 (44.8)
Grade 2 ° 82 (0.5) 1505 (9.9) 1587 (5.2)
Grade 3 ‘XCS> 78  (0.5) 529 (3.5) 607 (2.0)
Grade 4 & 0 0 0
Pain - N1 <o 15151 15164 30315
Any <Q4 2658 (17.5) 12690 (83.7) 15348 (50.6)
Grade 1 {Q?> 2549 (16.8) 10990 (72.5) 13539 (44.7)
Grade 2 <§3 54  (0.4) 1284 (8.5) 1338 (4.4)
Grade 3 Q}YQ 55 (0.4) 416 (2.7) 471 (1.6)
Grade 4 xO 0 0 0
O
oo
\06
oL
o
co
Y

CI = Q@ﬁfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX,

Inc.

mRNA-1273-P301

Table 14.3.1.1.1

EUA (Data Extraction Date:

Page 2 of 5
25N0V2020)

Summary of Subjects with Solicited Adverse Reactions Within 7 Days After First Injection by Grade

First Injection Solicited Safety Set ‘\006
«'\6&
Solicited Adverse Reaction Placebo mRNA-1273 q@eal
Category (N=15155) (N=15168) O§N=30323)
Grade n (%) n (%) 02 0 (%)
N
Erythema (Redness) - N1 15151 15163 *’(,e 30314
Any 67 (0.4) 430 (2.8 497  (1.6)
Grade 1 47  (0.3) 267 ﬁﬁ\ ) 314  (1.0)
Grade 2 7 (<0.1) 12(1‘6 (0.8) 128 (0.4)
Grade 3 13 (<0.1) 92 (0.3) 55 (0.2)
Grade 4 0 e\) 7o) 0 0
Swelling (Hardness) - N1 15151 o \‘\C 15163 30314
Any 5%QXQ623)2550 932 (6.1) 984 (3.2)
Grade 1 €>§© Qﬁ}) 605 (4.0) 644  (2.1)
Grade 2 o ,763&— .1) 245  (1.6) 252 (0.8)
Grade 3 C)E (<0.1) 82 (0.5) 88 (0.3)
Grade 4 \)’(,\(\ 0 0 0
Lymphadenopathy - N1 [1] ) qa 15151 15163 30314
Any e\'\ 722 (4.8) 1553 (10.2) 2275 (7.5)
Grade 1 {V» 668 (4.4) 1395 (9.2) 2063 (6.8)
Grade 2 (C&> 27  (0.2) 109 (0.7) 136  (0.4)
Grade 3 6(\\\ 27 (0.2) 49 (0.3) 76 (0.3)
Grade 4 O(‘{, 0 0 0
9\>QQ
3%
N
\06
oL
o
co
R\

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
”<<\ Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 3 of 5

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
\
Table 14.3.1.1.1 6(60
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After First Injection by Grade &X\
First Injection Solicited Safety Set 'C§<5
A
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Je%al
Category (N=15155) (N=15168) CﬁN=30323)
Grade n (%) n (%) . AN n (%)
\\J
Solicited Systemic Adverse Reactions - N1 15155 15167 #325\ 30322
Any Solicited Systemic Adverse Reactions 6399 (42.2) 8320 (54§fﬁ5 14719 (48.5)
95% CI 41.4, 43.0 54 Qﬁ@ .7 48.0, 49.1
Grade 1 4346 (28.7) 53?%5(35.4) 9718 (32.0)
Grade 2 1739 (11.5) . (QZ§6 (16.5) 4235 (14.0)
Grade 3 308 (2.0)p\) 6&,\0 447  (2.9) 755  (2.5)
Grade 4 6 (<an’ \% 5 (<0.1) 11 (<0.1)
Fever - N1 15153 (O 6QQ 15164 30317
Any ?>£ﬁ 3) 115 (0.8) 159 (0.5)
Grade 1 o 2“96&' .2) 74 (0.5) 103 (0.3)
Grade 2 <0.1) 26  (0.2) 33 (0.1)
Grade 3 G2 (<0.1) 11 (<0.1) 13 (<0.1)
Grade 4 . qa 6 (<0.1) 4 (<0.1) 10 (<0.1)
Headache - N1 e§§3 15150 15163 30313
Any <V~ 4027 (26.6) 4951 (32.7) 8978 (29.6)
Grade 1 (Céb 3306 (21.8) 3953 (26.1) 7259 (23.9)
Grade 2 2;(4 525 (3.5) 727 (4.8) 1252 (4.1)
Grade 3 {Q 196 (1.3) 271 (1.8) 467 (1.5)
Grade 4 QO 0 0 0
o®
el
N
\06
oL
o
co
Y

CI = Q@ﬁfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 4 of 5

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.1.1 e
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After First Injection by Grade &X\
First Injection Solicited Safety Set 'C§<5
A
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Je%al
Category (N=15155) (N=15168) CﬁN=30323)
Grade n (%) n (%) . A0 n (%)
\\J
Fatigue - N1 15150 15163 #5S§A 30313
Any 4133 (27.3) 5635 (37&§ﬁ5 9768 (32.2)
Grade 1 2709 (17.9) 3599 an ) 6308 (20.8)
Grade 2 1319 (8.7) l8%§5(12.4) 3204 (10.6)
Grade 3 105 (0.7) . (\%%O (1.0) 255  (0.8)
Grade 4 0 o x0T 1 (<0.1) 1 (<0.1)
Myalgia - N1 15150 (o Qﬁl 15163 30313
Any 207 (@97)699 3441 (22.7) 5512 (18.2)
Grade 1 %%65 (1Q§3) 2445 (16.1) 4012 (13.2)
Grade 2 o 5,763’%.0) 906 (6.0) 1363 (4.5)
Grade 3 Cﬂ¥ (0.3) 90 (0.6) 137 (0.5)
Grade 4 O o 0 0
Arthralgia - N1 ) (5?5 15150 15163 30313
Any Q;ya 1783 (11.8) 2511 (16.6) 4294 (14.2)
Grade 1 <V~ 1341 (8.9) 1846 (12.2) 3187 (10.5)
Grade 2 (C&> 405 (2.7) 604 (4.0) 1009 (3.3)
Grade 3 6(\\\ 37 (0.2) 60 (0.4) 97  (0.3)
Grade 4 {Q 0 1 (<0.1) 1 (<0.1)
QO
o®
3
N
\06
oL
o
co
ol

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 5 of 5

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.1.1 6(60
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After First Injection by Grade KX\
First Injection Solicited Safety Set 'C§<5
A
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Jeﬁal
Category (N=15155) (N=15168) (ﬁN=30323)
Grade n (%) n (%) . A0 n (%)
N
Nausea/Vomiting - N1 15150 15163 *\,6 30313
Any 1074  (7.1) 1262 (8.3F 2336 (7.7)
Grade 1 890 (5.9) 1048 @ﬁ\ ) 1938 (6.4)
Grade 2 172 (1.1) ZQﬁs (1.3) 376 (1.2)
Grade 3 12 (<0.1) . A0 0 (<0.1) 22 (<0.1)
Grade 4 0 €9> K§3 0 0
Chills - N1 15150 > \'\C 15163 30313
Any 8780(@&8)6QQ 1253  (8.3) 2131  (7.0)
Grade 1 2§6@ {f@) 940 (6.2) 1646 (5.4)
Grade 2 o 5,863‘« .0) 289 (1.9) 447 (1.5)
Grade 3 of37 (<0.1) 24 (0.2) 38 (0.1)
Grade 4 O g 0 0
2V
.\(\g
e
"
o
oo
o®
el
N
\06
oL
o
co
Y

CI = Q@G@idence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§3gntages are based on the number of exposed subjects who submitted any data for the event (N1).
% CI is calculated using the Clopper-Pearson method.

1\6
”<(\ Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.

[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010101.sas 01DEC2020 04:41
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ModernaTX, Inc. Page 1 of 5

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.1.2 e
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After Second Injection by Grade &X\
Second Injection Solicited Safety Set -(§N5
A
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Je%al
Category (N=145606) (N=14677) (ﬁN=29243)
Grade n (%) n (%) . AN n (%)
N
Solicited Adverse Reactions - N1 14566 14677 #5f5 29243
Any Solicited Adverse Reactions 6232 (42.8) 13534 (92&$ﬁ5 19766 (67.6)
95% CI 42.0, 43.6 91.8~292.6 67.1, 68.1
Grade 1 4354 (29.9) 48 (33.1) 9209 (31.5)
Grade 2 1534 (10.5) . (6?%1 (39.4) 7315 (25.0)
Grade 3 341 (2.3@9} f§)0 2884 (19.06) 3225 (11.0)
Grade 4 3 (<Qf§) Qé; 14 (<0.1) 17 (<0.1)
R
Solicited Local Adverse Reactions - N1 1 6@ ,cﬁ\ 14673 29235
Any Solicited Local Adverse Reactions €§f§335 aﬁk.S) 13006 (88.6) 15741 (53.8)
95% CI vg\%, 19.4 88.1, 89.1 53.3, 54.4
Grade 1 \fsé 81 (17.7) 8778 (59.8) 11359 (38.9)
Grade 2 ° 82 (0.6) 3208 (21.9) 3290 (11.3)
Grade 3 ‘XCS> 72 (0.5) 1020 (7.0) 1092  (3.7)
Grade 4 & 0 0 0
Pain - N1 «\’0 14562 14673 29235
Any <Q{ 2477 (17.0) 12943 (88.2) 15420 (52.7)
Grade 1 {Q?> 2378 (16.3) 9498 (64.7) 11876 (40.6)
Grade 2 <§3 59 (0.4) 2841 (19.4) 2900 (9.9)
Grade 3 €>y0 40 (0.3) 604 (4.1) 644  (2.2)
Grade 4 xO 0 0 0
O
oo
\06
oL
o
co
R\

CI = Q@ﬁfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 2 of 5

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.1.2 e
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After Second Injection by Grade &X\
Second Injection Solicited Safety Set -(§N5
A
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Je%al
Category (N=145606) (N=14677) (ﬁN=29243)
Grade n (%) n (%) . A0 n (%)
\\J
Erythema (Redness) - N1 14562 14673 #5f§a 29235
Any 56 (0.4) 1257 (8.6 1313  (4.5)
Grade 1 38  (0.3) 442 @S\ ) 480 (1.6)
Grade 2 3 (<0.1) 5 €> (3.6) 531 (1.8)
Grade 3 15 (0.1) . A0 7 (2.0) 302 (1.0)
Grade 4 0 €9> K§3 0 0
Swelling (Hardness) - N1 14562 > ‘ﬁ; 14673 29235
Any 490((@&3)699 1789 (12.2) 1838 (6.3)
Grade 1 2355 Qf}) 890 (6.1) 919 (3.1)
Grade 2 e((\ ,96@’2—.1) 645 (4.4) 654 (2.2)
Grade 3 of}7 (<0.1) 254 (1.7) 265  (0.9)
Grade 4 <§X\ 0 0 0
Lymphadenopathy - N1 [1] ) (5?5 14562 14673 29235
Any €5§3 567 (3.9) 2090 (14.2) 2657  (9.1)
Grade 1 <V~ 521 (3.6) 1737 (11.8) 2258 (7.7)
Grade 2 (C&> 27  (0.2) 286 (1.9) 313 (1.1)
Grade 3 6(\\\ 19 (0.1) 67 (0.5) 86 (0.3)
Grade 4 (Q 0 0 0
QO
o
e
N
\06
oL
o
co
Y

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
”<<\ Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 3 of 5

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
\
Table 14.3.1.1.2 6(60
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After Second Injection by Grade &X\
Second Injection Solicited Safety Set -(§N5
A
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Je%al
Category (N=145606) (N=14677) (ﬁN=29243)
Grade n (%) n (%) . AN n (%)
N
Solicited Systemic Adverse Reactions - N1 14565 14677 #5f5 29242
Any Solicited Systemic Adverse Reactions 5323 (36.5) 11652 (79&fﬁ5 16975 (58.1)
95% CI 35.8, 37.3 78.7Q§@O.O 57.5, 58.6
Grade 1 3526 (24.2) 37%3 (25.4) 7249 (24.8)
Grade 2 1512 (10.4) . (6350 (38.1) 7102 (24.3)
Grade 3 282 (1.9@9} f§)0 2325 (15.8) 2607 (8.9)
Grade 4 3 (<an’ \% 14 (<0.1) 17 (<0.1)
Fever - N1 14559 (O 6QQ 14669 29228
Any ’6@ O3 2278 (15.5) 2321 (7.9)
Grade 1 o 3,363‘« .2) 1364 (9.3) 1397 (4.8)
Grade 2 of57 (<0.1) 699 (4.8) 704 (2.4)
Grade 3 0’&\0 2 (<0.1) 202 (1.4) 204 (0.7)
Grade 4 . qa 3 (<0.1) 13 (<0.1) 16 (<0.1)
Headache - N1 e\_\(\ 14562 14673 29235
Any {V» 3410 (23.4) 8602 (58.6) 12012 (41.1)
Grade 1 (Céb 2739 (18.8) 4804 (32.7) 7543 (25.8)
Grade 2 2;(4 509 (3.5) 3139 (21.4) 3648 (12.5)
Grade 3 {Q 162 (1.1) 659 (4.5) 821 (2.8)
Grade 4 QO 0 0 0
o
e
N
\06
oL
o
co
Y

CI = Q@ﬁfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010102.sas 01DEC2020 04:41
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ModernaTX, Inc. Page 4 of 5

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.1.2 e
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After Second Injection by Grade &X\
Second Injection Solicited Safety Set -(§N5
A
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Je%al
Category (N=145606) (N=14677) (ﬁN=29243)
Grade n (%) n (%) . A0 n (%)
N
Fatigue - N1 14560 14673 #Kfi 29233
Any 3403 (23.4) 9582 (65&§ﬁ5 12985 (44.4)
Grade 1 2182 (15.0) 3432 @S\ ) 5614 (19.2)
Grade 2 1115 (7.7) 47%%5(32.2) 5837 (20.0)
Grade 3 106 (0.7) . (Q 8 (9.7) 1534 (5.2)
Grade 4 0 e\) 6\,\0 0 0
Myalgia - N1 14560 2 Y 14673 29233
Any 180%0ﬂ€524)€§50 8508 (58.0) 10317 (35.3)
Grade 1 %%6@ %§9> 3239 (22.1) 4539 (15.5)
Grade 2 Ggf\ 51;5@ .1) 3951 (26.9) 4408 (15.1)
Grade 3 Cﬁﬁ (0.4) 1318 (9.0) 1370 (4.7)
Grade 4 O g 0 0
Arthralgia - N1 ‘ Q’O 14560 14673 29233
Any 2593 1569 (10.8) 6284 (42.8) 7853 (26.9)
Grade 1 <V~ 1142 (7.8) 2802 (19.1) 3944 (13.5)
Grade 2 (C&> 383 (2.6) 2712 (18.5) 3095 (10.06)
Grade 3 2;(4 44  (0.3) 770  (5.2) 814 (2.8)
Grade 4 (Q 0 0 0
QO
o®
el
N
\06
oL
o
co
Y

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 5 of 5

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.1.2 6(60
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After Second Injection by Grade KX\
Second Injection Solicited Safety Set -(§N5
A
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Jeﬁal
Category (N=145606) (N=14677) (ﬁN=29243)
Grade n (%) n (%) . A0 n (%)
N
Nausea/Vomiting - N1 14560 14673 *\,6 29233
Any 934  (6.4) 2785 (19\86 3719 (12.7)
Grade 1 756  (5.2) 2090 Q&h ) 2846  (9.7)
Grade 2 167 (1.1) 6?%5 (4.6) 841 (2.9)
Grade 3 11 (<0.1) 20 (0.1 31 (0.1)
Grade 4 0 o x0T 1 (<0.1) 1 (<0.1)
Chills - N1 14560 2 T 14673 29233
Any 8090(9&6)6QQ 6482 (44.2) 7291 (24.9)
Grade 1 fﬁé@ %ﬁ}) 2899 (19.8) 3525 (12.1)
Grade 2 Ggf\ 6@;2&—.1) 3392 (23.1) 3558 (12.2)
Grade 3 c;& (0.1) 191 (1.3) 208 (0.7)
Grade 4 O o 0 0
2V
.\(\q
e
"
o
oo
o®
el
N
\06
oL
o
co
ol

CI = Q@G@idence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§3gntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
”<(\ Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010102.sas 01DEC2020 04:41
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ModernaTX, Inc. Page 1 of 12
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.1.4 6(60
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After First Injection by Age Group and Grade &X\
First Injection Solicited Safety Set a0
J Yy \2§§3
Age Group: >=18 and <65 Years Qfﬁ
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=11407) (N=11406) €é§ (N=22813)
Grade n (%) n (%) _JT n (%)
o
Solicited Adverse Reactions - N1 11407 11400 2§Q4 22813
Any Solicited Adverse Reactions 5738 (50.3) 10%§ﬂ5(90.0) 15999 (70.1)
95% CI 49.4, 51.2 O 9.4, 90.5 69.5, 70.7
Grade 1 4003 (35.1&9) . 25) 6959 (61.0) 10962 (48.1)
Grade 2 1459 (1®) <§§; 2593 (22.7) 4052 (17.8)
Grade 3 27252 4)50 704 (6.2) 976  (4.3)
Grade 4 2 ({@Q) 5 (<0.1) 9 (<0.1)
e 2
Solicited Local Adverse Reactions - N1 léﬁB 11402 22807
Any Solicited Local Adverse Reactions 02430 (21.3) 9960 (87.4) 12390 (54.3)
95% CI (;?5 20.6, 22.1 86.7, 88.0 53.7, 55.0
Grade 1 Q&ya 2333 (20.5) 8154 (71.5) 10487 (46.0)
Grade 2 <V~ 58 (0.5) 1354 (11.9) 1412 (6.2)
Grade 3 (C&> 39  (0.3) 452 (4.0) 491  (2.2)
Grade 4 6(\\\ 0 0 0
oo
oW
3%
N
\06
oL
o
co
R\

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
% CI is calculated using the Clopper-Pearson method.

1\6
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.

[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010104.sas 01DEC2020 04:41



ModernaTX, Inc.
mRNA-1273-P301

Page 2 of 12
EUA (Data Extraction Date: 25N0OV2020)

\
Table 14.3.1.1.4 6(60
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After First Injection by Age Group and Grade &X\
First Injection Solicited Safety Set V8C&§§
Age Group: >=18 and <65 Years Qfﬁ
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=11407) (N=11406) (N=22813)
Grade n (%) n (%) _JT (3
e
Pain - N1 11405 11402, 20 22807
Any 2177 (19.1) 9%%&3(86.9) 12085 (53.0)
Grade 1 2114 (18.5) ‘Cﬂe 2 (73.3) 10476 (45.9)
Grade 2 40 (O.4)e)> . 25) 1180 (10.3) 1220 (5.3)
Grade 3 23 é&fﬁ) Qxé; 366 (3.2) 389 (1.7)
Grade 4 IR\ fﬁ? 0 0
Erythema (Redness) - N1 l%ﬁé@ 'cf\ 11402 22807
Any Ggf\ 4%;5@b.4) 344  (3.0) 391 (1.7)
Grade 1 b (0.3) 212 (1.9) 244 (1.1)
Grade 2 \)’&\0 4 (<0.1) 98 (0.9) 102 (0.4)
Grade 3 . (3?5 11 (<0.1) 34  (0.3) 45  (0.2)
Grade 4 e,‘-\(\ 0 0 0
Swelling (Hardness) - N1 iﬁﬁ@ 11405 11402 22807
Any N 34 (0.3) 767  (6.7) 801 (3.5)
Grade 1 26?4 28 (0.2) 500 (4.4) 528 (2.3)
Grade 2 (& 3 (<0.1) 205 (1.8) 208 (0.9)
Grade 3 Qﬁya 3 (<0.1) 62 (0.5) 65 (0.3)
Grade 4 g}) 0 0 0
e
N
\06
oL
o
co
Y

CI =

% CI is calculated using the Clopper-Pearson method.

1\6
433 Toxicity grade for Erythema (Redness) is defined as: Gl =

25 — 50 mm; G2 =

51 — 100 mm;

Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.

[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010104.sas 01DEC2020 04:41
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ModernaTX, Inc.
mRNA-1273-P301

Page 3 of 12
EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.1.4 6(60
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After First Injection by Age Group and Grade &X\
First Injection Solicited Safety Set a0
] y \6"\0
Age Group: >=18 and <65 Years Qfﬁ
ol
Solicited Adverse Reaction Placebo mRNA-1273 (VD Total
Category (N=11407) (N=11406) €é§ (N=22813)
Grade n (%) n (%) _JT n (%)
o
Lymphadenopathy - N1 [1] 11405 11402 60\‘ 22807
Any 567 (5.0) l%§ﬂ5(11.6) 1889 (8.3)
Grade 1 534 (4.7) _cﬂi 1 (10.4) 1715 (7.5)
Grade 2 20 (0.2)\ WY 104 (0.9) 124 (0.5)
Grade 3 13 éqg’&) Q\\C 37 (0.3) 50  (0.2)
Grade 4 é\)( QQ 0 0
R O
Solicited Systemic Adverse Reactions - N1 Gﬁff%qz;zﬁ) 11406 22813
Any Solicited Systemic Adverse Reactions 5@&5 (44 .4) 6503 (57.0) 11568 (50.7)
95% CI XM'43.5, 45.3 56.1, 57.9 50.1, 51.4
Grade 1 (5?5 3375 (29.6) 4092 (35.9) 7467 (32.7)
Grade 2 Q&ya 1438 (12.6) 2043 (17.9) 3481 (15.3)
Grade 3 & 248  (2.2) 363 (3.2) 611 (2.7)
Grade 4 (C&> 4 (<0.1) 5 (<0.1) 9 (<0.1)
o
oo
oW
3%
N
\06
oL
o
co
R\

CI = "idence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
”<<\ Toxicity grade for Erythema (Redness) is defined as: GlL = 25 — 50 mm; G2 = 51 — 100 mm;
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010104.sas 01DEC2020 04:41
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ModernaTX, Inc. Page 4 of 12
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.1.4 6(60&
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After First Injection by Age Group and Grade &X\
First Injection Solicited Safety Set -ifégf§
Age Group: >=18 and <65 Years Qfﬁ\
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=11407) (N=11406) €é§ (N=22813)
Grade n (%) n (%) _JT n (%)
o
Fever - N1 11405 11404 30\\ 22809
Any 37  (0.3) %§§3 (0.9) 142  (0.6)
Grade 1 26 (0.2) _cﬂ\ 7 (0.6) 93 (0.4)
Grade 2 6 (<0.1)pN OV 24 (0.2) 30 (0.1)
Grade 3 1 (<2 A 10 (<0.1) 11 (<0.1)
Grade 4 40(90.1)699 4 (<0.1) 8 (<0.1)
Headache - N1 19& o0 11402 22807
Any eﬂ<§30%§5§§.0) 4030 (35.3) 7334 (32.2)
Grade 1 \%Qﬁk (23.5) 3174 (27.8) 5850 (25.7)
Grade 2 \)‘ 406 (4.1) 637 (5.6) 1103 (4.8)
Grade 3 i qa 162 (1.4) 219 (1.9) 381 (1.7)
Grade 4 e,‘-\(\ 0 0 0
Fatigue - N1 ,b(\(* 11405 11402 22807
Any Cﬁ 3282 (28.8) 4384 (38.4) 7666 (33.6)
Grade 1 6(\\‘ 2104 (18.4) 2744 (24.1) 4848 (21.3)
Grade 2 (\, 1095 (9.6) 1519 (13.3) 2614 (11.5)
Grade 3 Qﬁya 83 (0.7) 120 (1.1) 203  (0.9)
Grade 4 o\ 0 1 (<0.1) 1 (<0.1)
3
o®
\06
oL
o
co
ol

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
”<<\ Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010104.sas 01DEC2020 04:41



ModernaTX, Inc. Page 5 of 12
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.1.4 6(60&
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After First Injection by Age Group and Grade &X\
First Injection Solicited Safety Set -ifégf§
Age Group: >=18 and <65 Years Qfﬁ\
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total

Category (N=11407) (N=11406) €é§ (N=22813)

Grade n (%) n (%) _JT n (%)

o

Myalgia - N1 11405 11402 30\\ 22807

Any 1628 (14.3) 2%5?5(23.7) 4327 (19.0)

Grade 1 1205 (10.6) ‘Cﬂi 6 (16.5) 3081 (13.5)

Grade 2 385 (3.4)@)) . 25) 750 (6.6) 1135 (5.0)

Grade 3 38 é&f}) §§6; 73 (0.6) 111 (0.5)

Grade 4 IR\ fﬁ? 0 0
Arthralgia - N1 l%ﬁ&% —(f\ 11402 22807

Any e§<§32%;§§1.6) 1893 (16.6) 3220 (14.1)

Grade 1 @ﬁ (8.5) 1371 (12.0) 2341 (10.3)

Grade 2 0’&“328 (2.9) 474 (4.2) 802 (3.5)

Grade 3 . (5?5 29  (0.3) 47  (0.4) 76 (0.3)

Grade 4 e,‘-\(\ 0 1 (<0.1) 1 (<0.1)
Nausea/Vomiting - N1 fgﬁk 11405 11402 22807

Any N 908  (8.0) 1068  (9.4) 1976  (8.7)

Grade 1 26?4 752 (6.6) 889 (7.8) 1641 (7.2)

Grade 2 (& 148 (1.3) 173 (1.5) 321 (1.4)

Grade 3 Qﬁya 8 (<0.1) 6 (<0.1) 14 (<0.1)

Grade 4 g}) 0 0 0

3
N
\06
oL
o
co
ol

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010104.sas 01DEC2020 04:41



ModernaTX, Inc. Page 6 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25NOV2020)
\
Table 14.3.1.1.4 6(60
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After First Injection by Age Group and Grade KX\
First Injection Solicited Safety Set Vdesfa
Age Group: >=18 and <65 Years <‘Q26
®)
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=11407) (N=11406) €&§ (N=22813)
Grade n (%) n (%) _JT n (%)
hd
Chills - N1 11405 11402 26\ 22807

Any 730 (6.4) 1 gﬁs (9.2) 1781 (7.8)

Grade 1 584 (5.1) ‘Cﬁ\ 1 (6.8) 1365 (6.0)

Grade 2 138 (1.2) W 253 (2.2) 391 (1.7)

Grade 3 8 (<2 % 17 (0.1) 25 (0.1)

Grade 4 e(j\)(o QQQ 0 0

O
6®
AQ
Yo
"
o
<
QO
o®
3
o®
\06
oL
o
co
ol

CI = Q@G@idence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
§§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
”(K\ Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010104.sas 01DEC2020 04:41
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ModernaTX, Inc. Page 7 of 12
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.1.4 6(60
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After First Injection by Age Group and Grade &X\
First Injection Solicited Safety Set a0
J Yy \2§§3
Age Group: >=65 Years Qfﬁ
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=3748) (N=3762) (\6\ (N=7510)
Grade n (%) n (%) _JT n (%)
o
Solicited Adverse Reactions - N1 3748 3762 2§Q4 7510
Any Solicited Adverse Reactions 1546 (41.2) 3%&&3(81.3) 4604 (61.3)
95% CI 39.7, 42.8 _(§§ 0.0, 82.5 60.2, 62.4
Grade 1 1144 (30.5)@)) . 25} 2383 (63.3) 3527 (47.0)
Grade 2 311 égf}) Qxé; 531 (14.1) 842 (11.2)
Grade 3 832" 4)Q 144  (3.8) 233 (3.1)
Grade 4 22 ({@Q) 0 2 (<0.1)
e 2
Solicited Local Adverse Reactions - N1 34% 3762 7508
Any Solicited Local Adverse Reactions KX\567 (15.1) 2805 (74.6) 3372 (44.9)
95% CI (5?5 14.0, 16.3 73.1, 75.9 43.8, 46.0
Grade 1 Q&ya 504 (13.5) 2577 (68.5) 3081 (41.0)
Grade 2 <V~ 24 (0.6) 151 (4.0) 175 (2.3)
Grade 3 (C&> 39  (1.0) 77 (2.0) 116 (1.5)
Grade 4 6(\\\ 0 0 0
oo
oW
3%
N
\06
oL
o
co
R\

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010104.sas 01DEC2020 04:41



ModernaTX, Inc. Page 8 of 12
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.1.4 6(60&
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After First Injection by Age Group and Grade &X\
First Injection Solicited Safety Set -iféng
Age Group: >=65 Years Qfﬁ\
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=3748) (N=3762) (\6\ (N=7510)
Grade n (%) n (%) _JT n (%)
o
Pain - N1 3746 3762 30\\ 7508
Any 481 (12.8) 2é&2®(74.0) 3263 (43.5)
Grade 1 435 (11.06) _cﬂQ 8 (69.9) 3063 (40.8)
Grade 2 14 (0'4)6\> . 6\,\ 104 (2.8) 118 (1.6)
Grade 3 32 éqg’&) Q\\C 50  (1.3) 82 (1.1)
Grade 4 IR\ fﬁ? 0 0
Erythema (Redness) - N1 %gé% 'cf\ 3761 7507
Any o ZQ»?@’%-S) 86 (2.3) 106  (1.4)
Grade 1 cﬁ% (0.4) 55 (1.5) 70 (0.9)
Grade 2 \)’&\0 3 (<0.1) 23 (0.6) 26 (0.3)
Grade 3 . qa 2 (<0.1) 8 (0.2) 10 (0.1)
Grade 4 e,‘-\(\ 0 0 0
Swelling (Hardness) - N1 ,b(\(* 3746 3761 7507
Any «\ 18 (0.5) 165 (4.4) 183 (2.4)
Grade 1 26?4 11 (0.3) 105 (2.8) 116 (1.5)
Grade 2 (’(, 4 (0.1) 40 (1.1) 44 (0.6)
Grade 3 Qﬁya 3 (<0.1) 20 (0.5) 23 (0.3)
Grade 4 g}) 0 0 0
e
N
\06
oL
o
co
Y

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010104.sas 01DEC2020 04:41

56



ModernaTX, Inc. Page 9 of 12
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.1.4 6(60
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After First Injection by Age Group and Grade KX\
First Injection Solicited Safety Set oW
J % \2§y3
Age Group: >=65 Years Qfﬁ
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=3748) (N=3762) (\6\ (N=7510)
Grade n (%) n (%) _JT n (%)
o
Lymphadenopathy - N1 [1] 3746 3761 60\‘ 7507
Any 155 (4.1) %§ﬁ§ (6.1) 386 (5.1)
Grade 1 134 (3.06) 'Cﬂ\ 4 (5.7) 348 (4.0)
Grade 2 700020 O 5 (0.1) 12 (0.2)
Grade 3 14 é&fﬁ) §§6; 12 (0.3) 26 (0.3)
Grade 4 Q?\)( QQ 0 0
L . . _ GRS
Solicited Systemic Adverse Reactions N1 €§f§ 4%;3 3761 7509
Any Solicited Systemic Adverse Reactions 1344 (35.6) 1817 (48.3) 3151 (42.0)
95% CI KX\34.1, 37.1 46.7, 49.9 40.8, 43.1
Grade 1 (3?5 971 (25.9) 1280 (34.0) 2251 (30.0)
Grade 2 Q&ya 301  (8.0) 453 (12.0) 754 (10.0)
Grade 3 {V» 60 (1.6) 84 (2.2) 144 (1.9)
Grade 4 (C&> 2 (<0.1) 0 2 (<0.1)
o
oo
o
3
N
\06
oL
o
co
Y

CI = Q@G@idence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§3gntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
”<(\ Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010104.sas 01DEC2020 04:41



ModernaTX, Inc. Page 10 of 12
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

<
Table 14.3.1.1.4 6(60
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After First Injection by Age Group and Grade &X\
First Injection Solicited Safety Set V8C&§§
Age Group: >=65 Years Qfﬁ
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=3748) (N=3762) (\6\ (N=7510)
Grade n (%) n (%) _JT n (%)
N
Fever - NI 3748 3760, 2O 7508
Any 7 (0.2) 61(&6 (0.3) 17  (0.2)
Grade 1 3 (<0.1) o 7 (0.2) 10 (0.1)
Grade 2 1 (<0.1)pV O 2 (<0.1) 3 (<0.1)
Grade 3 1 (<2 A 1 (<0.1) 2 (<0.1)
Grade 4 20(90.1)699 0 2 (<0.1)
Headache - N1 y&" o0 3761 7506
Any 66\72%@’}\3.3) 921 (24.5) 1644 (21.9)
Grade 1 @ﬁb (16.8) 779 (20.7) 1409 (18.8)
Grade 2 \)’&\0 59  (1.6) 90 (2.4) 149  (2.0)
Grade 3 ) Q’O 34 (0.9) 52 (1.4) 86 (1.1)
Grade 4 e,‘-\(\ 0 0 0
Fatigue - N1 ’b(\(\ 3745 3761 7506
Any « 851 (22.7) 1251 (33.3) 2102 (28.0)
Grade 1 6(\\\ 605 (16.2) 855 (22.7) 1460 (19.5)
Grade 2 < 224  (6.0) 366 (9.7) 590 (7.9)
Grade 3 QQO 22 (0.6) 30 (0.8) 52 (0.7)
Grade 4 g}) 0 0 0
3%
N
\06
oL
(\(\
co
R\

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010104.sas 01DEC2020 04:41
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ModernaTX, Inc. Page 11 of 12
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

\
Table 14.3.1.1.4 6(60
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After First Injection by Age Group and Grade &X\
First Injection Solicited Safety Set V8C&§§
Age Group: >=65 Years Qfﬁ
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=3748) (N=3762) (\6\ (N=7510)
Grade n (%) n (%) _JT n (%)
o
Myalgia - N1 3745 3761 30\\ 7506
Any 443 (11.8) &@6(19.7) 1185 (15.8)
Grade 1 362 (9.7) ‘Cf\ 9 (15.1) 931 (12.4)
Grade 2 72 (1.9)N OV 156 (4.1) 228  (3.0)
Grade 3 9 é&fﬁ) Qxé; 17 (0.5) 26 (0.3)
Grade 4 IR\ fﬁ? 0 0
Arthralgia - N1 334% O 3761 7506
Any e<(\4565’d@2-2> 618 (16.4) 1074 (14.3)
Grade 1 Qﬁ} (9.9) 475 (12.6) 846 (11.3)
Grade 2 \)’&\0 77 (2.1) 130 (3.5) 207 (2.8)
Grade 3 . (;?5 8 (0.2) 13 (0.3) 21 (0.3)
Grade 4 e,‘-\(\ 0 0 0
Nausea/Vomiting - N1 ,b(\(* 3745 3761 7506
Any «\ 166 (4.4) 194 (5.2) 360 (4.8)
Grade 1 26?4 138 (3.7) 159 (4.2) 297  (4.0)
Grade 2 (\, 24 (0.6) 31 (0.8) 55 (0.7)
Grade 3 Qﬁya 4  (0.1) 4  (0.1) 8 (0.1)
Grade 4 g}) 0 0 0
el
N
\06
oL
o
co
Y

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010104.sas 01DEC2020 04:41
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ModernaTX, Inc. Page 12 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.1.4 6(60
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After First Injection by Age Group and Grade KX\
First Injection Solicited Safety Set Vdesfa
Age Group: >=65 Years Qfﬁ
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=3748) (N=3762) (\6\ (N=7510)
Grade n (%) n (%) _JT n (%)
N
Chills - N1 3745 3761, 20 7506
Any 148 (4.0) %gﬂs (5.4) 350 (4.7)
Grade 1 122 (3.3) _cﬂ\ 9 (4.2) 281  (3.7)
Grade 2 20 (0.5) W 36 (1.0) 56 (0.7)
Grade 3 6 é@’é) \% 7 (0.2) 13 (0.2)
Grade 4 Q?\)( (\QQQ 0 0
2 _x\O
o)
XN
6
N\
Yo
o\
\\d‘
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oW
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CI = Q@G@idence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
§§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
”(K\ Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010104.sas 01DEC2020 04:41
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ModernaTX, Inc. Page 1 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.1.5 exegﬁ
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After Second Injection by Age Group and Grade &X\
Second Injection Solicited Safety Set <§§N5
\O
Age Group: >=18 and <65 Years Qfﬁ\
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=10918) (N=10985) oS (N=21903)
Grade n (%) n (%) _JT n (%)
o
Solicited Adverse Reactions - N1 10918 10985 26\ 21903
Any Solicited Adverse Reactions 4902 (44.9) 10%§ﬂ5(93.1) 15133 (69.1)
95% CI 44.0, 45.8 . 2.6, 93.6 68.5, 69.7
Grade 1 3397 (31.1&9) . 2§§3 3294 (30.0) 6691 (30.5)
Grade 2 1248 (1ha) \§; 4576 (41.7) 5824 (26.6)
Grade 3 25&0&?&.3)@659 2349 (21.4) 2604 (11.9)
Grade 4 22 SO 12 (0.1) 14 (<0.1)
L , e 2
Solicited Local Adverse Reactions - N1 %8@;2 10984 21898
Any Solicited Local Adverse Reactions 2244 (20.6) 9915 (90.3) 12159 (55.5)
95% CI (3?5 19.8, 21.3 89.7, 90.8 54.9, 56.2
Grade 1 Q&ya 2135 (19.6) 6410 (58.4) 8545 (39.0)
Grade 2 <V~ 67 (0.6) 2703 (24.0) 2770 (12.6)
Grade 3 (C&> 42 (0.4) 802 (7.3) 844  (3.9)
Grade 4 6(\\\ 0 0 0
oo
o
3
N
\06
oL
o
co
R\

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010105.sas 01DEC2020 04:41



ModernaTX, Inc. Page 2 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.1.5 exegﬁ
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After Second Injection by Age Group and Grade &X\
Second Injection Solicited Safety Set <§§N5
\O
Age Group: >=18 and <65 Years Qfﬁ\
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=10918) (N=10985) oS (N=21903)
Grade n (%) n (%) _JT n (%)
o
Pain - N1 10914 10984 30\\ 21898
Any 2040 (18.7) 9%5?5(89.9) 11913 (54.4)
Grade 1 1972 (18.1) _cﬂﬁ 3 (63.0) 8895 (40.6)
Grade 2 46 (O.4)e)> . 25} 2444 (22.3) 2490 (11.4)
Grade 3 22 éqg’é) Q\\C 506 (4.6) 528 (2.4)
Grade 4 1R\ fﬁ? 0 0
Erythema (Redness) - N1 lqgf@ 'cf\ 10984 21898
Any o 4353’%.4) 982  (8.9) 1025 (4.7)
Grade 1 8 (0.3) 352 (3.2) 380 (1.7)
Grade 2 \)’&\0 3 (<0.1) 420  (3.8) 423 (1.9)
Grade 3 i qa 12 (0.1) 210 (1.9) 222 (1.0)
Grade 4 e,‘-\(\ 0 0 0
Swelling (Hardness) - N1 iﬁﬁ@ 10914 10984 21898
Any N 36 (0.3) 1389 (12.6) 1425 (6.5)
Grade 1 26?4 24  (0.2) 700 (6.4) 724 (3.3)
Grade 2 {Q 8 (<0.1) 507 (4.6) 515 (2.4)
Grade 3 Qﬁya 4 (<0.1) 182 (1.7) 186 (0.8)
Grade 4 g}) 0 0 0
el
N
\06
oL
o
co
Y

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010105.sas 01DEC2020 04:41



ModernaTX, Inc. Page 3 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.1.5 €X€§)
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After Second Injection by Age Group and Grade &X\
Second Injection Solicited Safety Set <§fN5
-\6
Age Group: >=18 and <65 Years Qfﬁ
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=10918) (N=10985) oS (N=21903)
Grade n (%) n (%) _JT n (%)
o
Lymphadenopathy - N1 [1] 10914 10984 26Q4 21898
Any 470  (4.3) l%§§5(16.2) 2245 (10.3)
Grade 1 433  (4.0) 'Cﬂi 9 (13.4) 1902 (8.7)
Grade 2 26 (O.2)e)> . 2%) 260 (2.4) 286  (1.3)
Grade 3 11 é&fﬁ) Qﬁé; 46 (0.4) 57 (0.3)
Grade 4 é\)( QQ 0 0
. . . R; x\O
Solicited Systemic Adverse Reactions - N1 Gﬁfﬁ LZ;& 10985 21902
Any Solicited Systemic Adverse Reactions 4 §§ (38.4) 8999 (81.9) 13191 (60.2)
95% CI XM37.5, 39.3 81.2, 82.6 59.6, 60.9
Grade 1 (;?5 2734 (25.0) 2618 (23.8) 5352 (24.4)
Grade 2 Q§> 1233 (11.3) 4441 (40.4) 5674 (25.9)
Grade 3 <V~ 223 (2.0) 1928 (17.6) 2151  (9.8)
Grade 4 (C&> 2 (<0.1) 12 (0.1) 14 (<0.1)
o
oo
o®
3
o®
\06
oL
o
co
ol

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
% CI is calculated using the Clopper-Pearson method.

1\6
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.

[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010105.sas 01DEC2020 04:41
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.1.5 exegﬁ
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After Second Injection by Age Group and Grade &X\
Second Injection Solicited Safety Set <§§N5
\O
Age Group: >=18 and <65 Years Qfﬁ\
ol
Solicited Adverse Reaction Placebo mRNA-1273 ‘CﬂVD Total
Category (N=10918) (N=10985) oS (N=21903)
Grade n (%) n (%) (© n (%)
o
Fever - N1 10912 10979 eﬁc{ 21891
Any 39 (0.4) l%§§5(17 4) 1947 (8.9)
Grade 1 31 (0.3) 'Cﬂi 1 (10.1) 1142 (5.2)
Grade 2 4 (<0.1)pV OV 601 (5.5) 605 (2.8)
Grade 3 2 (<y@) A 184 (1.7) 186 (0.8)
Grade 4 20(90.1)699 12 (0.1) 14 (<0.1)
Headache - N1 lqgf@ 'cf\ 10984 21898
Any eﬂ<>76Q;5§5.3) 6898 (62.8) 9658 (44.1)
Grade 1 \%gﬁb (20.0) 3658 (33.3) 5838 (26.7)
Grade 2 \fL 451 (4.1) 2687 (24.5) 3138 (14.3)
Grade 3 . (5?5 129 (1.2) 553  (5.0) 682 (3.1)
Grade 4 e,‘-\(\ 0 0 0
Fatigue - N1 Egﬁ# 10912 10984 21896
Any Ca 2687 (24.6) 7430 (67.6) 10117 (46.2)
Grade 1 26?4 1700 (15.6) 2525 (23.0) 4225 (19.3)
Grade 2 (& 901 (8.3) 3731 (34.0) 4632 (21.2)
Grade 3 Qﬁya 86 (0.8) 1174 (10.7) 1260 (5.8)
Grade 4 g}) 0 0 0
el
N
\06
oL
o
co
ol

CI

e

[11]

"idence intervals. N1

Toxicity grade for Erythema
Fever is defined as:
Lymphadenopathy

(Redness) is defined as: Gl 25 — 50 mm;
38 — 38.4 C; G2 38.5 — 38.9 C; G3

G2 51 — 100 mm;
39 — 40 C; G4

Gl

G3
> 40 C.
Localized axillary swelling or tenderness ipsilateral to the vaccination arm.

Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
% CI is calculated using the Clopper-Pearson method.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010105.sas 01DEC2020 04:41
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ModernaTX, Inc. Page 5 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.1.5 exegﬁ
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After Second Injection by Age Group and Grade &X\
Second Injection Solicited Safety Set <§§N5
\O
Age Group: >=18 and <65 Years Qfﬁ\
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=10918) (N=10985) oS (N=21903)
Grade n (%) n (%) _JT n (%)
o
Myalgia - N1 10912 10984 26V4 21896
Any 1411 (12.9) 6%§& (61.6) 8180 (37.4)
Grade 1 994 (9.1) _cﬁQ 1 (22.0) 3405 (15.06)
Grade 2 375 (3.4)@)) . 25) 3245 (29.5) 3620 (16.5)
Grade 3 42 é&fﬁ) Qxé; 1113 (10.1) 1155 (5.3)
Grade 4 IR\ fﬁ? 0 0
Arthralgia - N1 lqgf% 'cf\ 10984 21896
Any eﬂ<§l%&;§$ .7) 4993 (45.5) 6165 (28.2)
Grade 1 @ﬁ» (7.7) 2105 (19.2) 2942 (13.4)
Grade 2 \§§}298 (2.7) 2241 (20.4) 2539 (11.6)
Grade 3 . (3?5 37  (0.3) 647 (5.9) 684 (3.1)
Grade 4 e,‘-\(\ 0 0 0
Nausea/Vomiting - N1 ’b(\(\ 10912 10984 21896
Any C3 801 (7.3) 2348 (21.4) 3149 (14.4)
Grade 1 26?4 646 (5.9) 1752 (16.0) 2398 (11.0)
Grade 2 (& 147  (1.3) 586 (5.3) 733 (3.3)
Grade 3 Qﬁya 8 (<0.1) 10 (<0.1) 18 (<0.1)
Grade 4 g}) 0 0 0
el
N
\06
oL
o
co
ol

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010105.sas 01DEC2020 04:41



ModernaTX, Inc. Page 6 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
\
Table 14.3.1.1.5 ex€§)
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After Second Injection by Age Group and Grade KX\
Second Injection Solicited Safety Set V5CS§§
Age Group: >=18 and <65 Years Qfﬁ
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=10918) (N=10985) oS (N=21903)
Grade n (%) n (%) _JT n (%)
o
Chills - N1 10912 10984 30\\ 21896
Any 658 (6.0) 5§§ﬁ3(48.6) 5999 (27.4)
Grade 1 502 (4.06) _cﬁQ 7 (21.0) 2809 (12.8)
Grade 2 141 (1.3)@)) . 25) 2870 (26.1) 3011 (13.8)
Grade 3 15 é&f}) V6; 164 (1.5) 179 (0.8)
Grade 4 Q?\)( (\QQQ 0 0
2 _x\O
0
6%
AQ
Yo
"
o
oo
o®
el
N
\06
oL
o
co
Y

CI = Q@G@idence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
§§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
% CI is calculated using the Clopper-Pearson method.

1\6
”(K\ Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.

[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.1.5 exegﬁ
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After Second Injection by Age Group and Grade &X\
Second Injection Solicited Safety Set <§§N5
\O
Age Group: >=65 Years Qfﬁ\
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=3648) (N=3692) oS (N=7340)
Grade n (%) n (%) _JT n (%)
o
Solicited Adverse Reactions - N1 3648 3692 26Q4 7340
Any Solicited Adverse Reactions 1330 (36.5) 3%5&5(89.5) 4633 (63.1)
95% CI 34.9, 38.0 _c§§ 8.4, 90.4 62.0, 64.2
Grade 1 957 (26.2)@)) . 25) 1561 (42.3) 2518 (34.3)
Grade 2 286 é;f@) Qxé; 1205 (32.6) 1491 (20.3)
Grade 3 860ﬁ .4)2%? 535 (14.5) 621 (8.5)
Grade 4 P ({@Q) 2 (<0.1) 3 (<0.1)
L , e 2
Solicited Local Adverse Reactions - N1 3 4@ 3689 7337
Any Solicited Local Adverse Reactions KX\491 (13.5) 3091 (83.8) 3582 (48.8)
95% CI (3?5 12.4, 14.6 82.6, 85.0 47.7, 50.0
Grade 1 Q&ya 446 (12.2) 2368 (64.2) 2814 (38.4)
Grade 2 {V» 15 (0.4) 505 (13.7) 520 (7.1)
Grade 3 (C&> 30 (0.8) 218 (5.9) 248 (3.4)
Grade 4 6(\\\ 0 0 0
oo
o
3
N
\06
oL
o
co
R\

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010105.sas 01DEC2020 04:41
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.1.5 exegﬁ
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After Second Injection by Age Group and Grade &X\
Second Injection Solicited Safety Set <§§N5
\O
Age Group: >=65 Years Qfﬁ\
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=3648) (N=3692) oS (N=7340)
Grade n (%) n (%) _JT n (%)
o
Pain - N1 3648 3689 26V4 7337
Any 437 (12.0) 3%;@5(83.2) 3507 (47.8)
Grade 1 406 (11.1) _cﬁQ 5 (69.8) 2981 (40.0)
Grade 2 13 (O.4)e)> . 25) 397 (10.8) 410 (5.6)
Grade 3 18 é&fB) Qxé; 98 (2.7) 116 (1.6)
Grade 4 IR\ fﬁ? 0 0
Erythema (Redness) - N1 %&4@ 'cf\ 3689 7337
Any o 1,353’%.4) 275 (7.5) 288  (3.9)
Grade 1 Cﬁb (0.3) 90 (2.4) 100 (1.4)
Grade 2 \)’&\0 0 108  (2.9) 108  (1.5)
Grade 3 ‘ Q’O 3 (<0.1) 77 (2.1) 80 (1.1)
Grade 4 e,‘-\(\ 0 0 0
Swelling (Hardness) - N1 iﬁﬁ@ 3648 3689 7337
Any q& 13 (0.4) 400 (10.8) 413 (5.6)
Grade 1 26?4 5 (0.1) 190 (5.2) 195 (2.7)
Grade 2 {Q 1 (<0.1) 138 (3.7) 139 (1.9)
Grade 3 Qﬁya 7 (0.2) 72 (2.0) 79 (1.1)
Grade 4 g}) 0 0 0
e
N
\06
oL
o
co
Y

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.1.5 €X€§)
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After Second Injection by Age Group and Grade &X\
Second Injection Solicited Safety Set <§§N5
-\6
Age Group: >=65 Years Qfﬁ
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=3648) (N=3692) oS (N=7340)
Grade n (%) n (%) _JT n (%)
o
Lymphadenopathy - N1 [1] 3648 3689 26Q4 7337
Any 97  (2.7) §§§5 (8.5) 412 (5.06)
Grade 1 88 (2.4) _cﬂ\ 8 (7.3) 356 (4.9)
Grade 2 1 (<01 JOY 26 (0.7) 27 (0.4)
Grade 3 8 é&j&) \ﬁl 21 (0.6) 29  (0.4)
Grade 4 é\)( QQQ 0 0
. O
Solicited Systemic Adverse Reactions - N1 eﬂ(g%&aszﬁ) 3692 7340
Any Solicited Systemic Adverse Reactions 1451 (31.0) 2653 (71.9) 3784 (51.0)
95% CI KX\29.5, 32.5 70.4, 73.3 50.4, 52.7
Grade 1 (5?5 792 (21.7) 1105 (29.9) 1897 (25.8)
Grade 2 Q&ya 279  (7.6) 1149 (31.1) 1428 (19.5)
Grade 3 {V» 59 (1l.6) 397 (10.8) 456  (6.2)
Grade 4 (C&> 1 (<0.1) 2 (<0.1) 3 (<0.1)
o
oo
o
e
N
\06
oL
o
co
Y

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.1.5 exegﬁ
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After Second Injection by Age Group and Grade &X\
Second Injection Solicited Safety Set <§§N5
\O
Age Group: >=65 Years Qfﬁ\
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=3648) (N=3692) oS (N=7340)
Grade n (%) n (%) _JT n (%)
o
Fever - NI 3647 3690 30\\ 7337
Any 4 (0.1) K@s(l0.0) 374 (5.1)
Grade 1 2 (<0.1) ‘Cﬂ\ 3 (6.9) 255  (3.5)
Grade 2 1 (<0.1)pV  JOY 98 (2.7) 99  (1.3)
Grade 3 R Q\\C 18 (0.5) 18  (0.2)
Grade 4 13090 1)50 1 (<0.1) 2 (<0.1)
Headache - N1 TN 3689 7337
Any 6(065(15@"1—\7.8) 1704 (46.2) 2354 (32.1)
Grade 1 (15.3) 1146 (31.1) 1705 (23.2)
Grade 2 \fx\ 58 (1.6) 452 (12.3) 510 (7.0)
Grade 3 . (;?5 33 (0.9) 106 (2.9) 139 (1.9)
Grade 4 e,‘-\(\ 0 0 0
Fatigue - N1 Egﬁ& 3648 3689 7337
Any C3 716 (19.6) 2152 (58.3) 2868 (39.1)
Grade 1 26?4 482 (13.2) 907 (24.6) 1389 (18.9)
Grade 2 {Q 214 (5.9) 991 (26.9) 1205 (16.4)
Grade 3 Qﬁya 20  (0.5) 254  (6.9) 274 (3.7)
Grade 4 g}) 0 0 0
3
o®
\06
oL
o
co
ol

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.1.5 exegﬁ
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After Second Injection by Age Group and Grade &X\
Second Injection Solicited Safety Set <§§N5
\O
Age Group: >=65 Years Qfﬁ\
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=3648) (N=3692) oS (N=7340)
Grade n (%) n (%) _JT n (%)
o
Myalgia - N1 3648 3689 26V4 7337
Any 398 (10.9) l§§§3(47.1) 2137 (29.1)
Grade 1 306 (8.4) ‘Cﬂ\ 8 (22.4) 1134 (15.5)
Grade 2 82 (2.2)@)) . 25) 706 (19.1) 788 (10.7)
Grade 3 10 é&f}) §§6; 205  (5.6) 215 (2.9)
Grade 4 IR\ fﬁ? 0 0
Arthralgia - N1 354?8 O 3689 7337
Any €5§\3a1;5§b.9) 1291 (35.0) 1688 (23.0)
Grade 1 Qﬁ% (8.4) 697 (18.9) 1002 (13.7)
Grade 2 \fx\ 85 (2.3) 471 (12.8) 556 (7.6)
Grade 3 . (3?5 7 (0.2) 123  (3.3) 130 (1.8)
Grade 4 e,‘-\(\ 0 0 0
Nausea/Vomiting - N1 Eﬁﬁé 3648 3689 7337
Any q& 133 (3.6) 437 (11.8) 570 (7.8)
Grade 1 26?4 110 (3.0) 338  (9.2) 448 (6.1)
Grade 2 {Q 20 (0.5) 88 (2.4) 108 (1.5)
Grade 3 Qﬁya 3 (<0.1) 10 (0.3) 13 (0.2)
Grade 4 o\ 0 1 (<0.1) 1 (<0.1)
el
N
\06
oL
o
co
Y

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
\
Table 14.3.1.1.5 ex€§)
Summary of Subjects with Solicited Adverse Reactions Within 7 Days After Second Injection by Age Group and Grade KX\
Second Injection Solicited Safety Set Vgesfa
Age Group: >=65 Years Qfﬁ
ol
Solicited Adverse Reaction Placebo mRNA-1273 . (VD Total
Category (N=3648) (N=3692) oS (N=7340)
Grade n (%) n (%) _JT n (%)
hd
Chills - N1 3648 3689 26\ 7337
Any 151 (4.1) lé§ﬁs(30.9) 1292 (17.6)
Grade 1 124  (3.4) 'Cﬂ\ 2 (16.0) 716 (9.8)
Grade 2 25 (O.7)e)> . 25) 522 (14.2) 547 (7.5)
Grade 3 2 (<) % 27 (0.7) 29 (0.4)
Grade 4 e(j\)(o (\QQQ 0 0
2 _x\O
X
Xa
AQ
e®
o\
A
20
<
QO
o®
el
N
\06
oL
o
co
Y

CI = Q@G@idence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
§§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
”(K\ Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.4.1 6(60
Summary of Number of Days Reporting Solicited Adverse Reactions After First Injection KX\
First Injection Solicited Safety Set 'C§<5
A
«\6
Solicited Adverse Reaction ny
Category Placebo mRNA-1273 (ﬁ Total
Statistic (N=15155) (N=15168) 'nK<5 (N=30323)
o~
Solicited Adverse Reactions #Sffa
n 7284 13312x e 20603
Mean (SD) 3.2 (4.16) 3. Q§327) 3.3 (3.61)
Median 2.0 3.0 3.0
Min, Max 1, 88 a1, 84 1, 88
O \O
eV . Y
Solicited Local Adverse Reactions > V&’
n @g@? 6QQ 12765 15762
Mean (SD) €§‘ (2C§8) 2.6 (1.93) 2.5 (2.08)
Median o0 A 2.0 2.0
Min, Max 0(\C-l’, 51 1, 45 1, 51
- "
Pain \SL
n q’d 2658 12690 15348
Mean (SD) <g3 1.7 (2.07) 2.4 (1.37) 2.3 (1.54)
Median & 1.0 2.0 2.0
Min, Max «\3 1, 51 1, 34 1, 51
Erythema (Redness) (Q{
n ("O 67 430 497
Mean (SD) <§3 3.2 (5.63) 2.5 (4.12) 2.6 (4.36)
Median 6\>Q 1.0 2.0 1.0
Min, Max ‘5) 1, 28 1, 45 1, 45
e
oo
\06
oL
o
co
(\\,
(2

W\
§S§3ﬁumber of exposed subjects who reported the event on any day within 7 days of the first injection.

V5 umber of days is calculated as the days of the solicited adverse reaction reported within the 7 days of injection including

A\ the day of injection. If the solicited AR continues beyond 7 days, the consecutive days a solicited adverse reaction is reported

after 7 days are included.

[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 2 of 4
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
\
Table 14.3.1.4.1 eﬂ€§3
Summary of Number of Days Reporting Solicited Adverse Reactions After First Injection KX\
First Injection Solicited Safety Set 'C§<5
A
«\6
Solicited Adverse Reaction ny
Category Placebo mRNA-1273 (ﬁ Total
Statistic (N=15155) (N=15168) -n&<5 (N=30323)
o
Swelling (Hardness) #nga
n 52 932 6 984
Mean (SD) 5.1 (7.78) 2. %> 2.2 (2.82)
Median 2.0 1. 1.0
Min, Max 1, 28 (\ l, 29 1, 29
Lymphadenopathy [1] \) 25)
n %? 1553 2275
Mean (SD) 2. b(@ 83)399 2.3 (2.89) 2.2 (2.87)
Median > 1.0 1.0
Min, Max o <\é3\,§3 1, 31 1, 33
Solicited Systemic Adverse Reactions <§X6)
n ° 6399 8320 14719
Mean (SD) ‘3055 3.1 (4.18) 2.9 (3.67) 3.0 (3.90)
Median & 2.0 2.0 2.0
Min, Max «\’5 1, 88 1, 83 1, 88
Fever (Q{
n ("O 44 115 159
Mean (SD) <§3 1.4 (0.62) 1.3 (0.71) 1.3 (0.69)
Median 6\>Q 1.0 1.0 1.0
Min, Max ‘53 1, 3 1, 6 1, 6
O
oo
\06
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o
co
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S

S\
after 7 days are included.
[1] Lymphadenopathy =
Program Path:

§S§3ﬁumber of exposed subjects who reported the event on any day within 7 days of the first injection.
umber of days is calculated as the days of the solicited adverse reaction reported within the 7 days of injection including
the day of injection. If the solicited AR continues beyond 7 days, the consecutive days a solicited adverse reaction is reported

Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 3 of 4

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
\
Table 14.3.1.4.1 6(60
Summary of Number of Days Reporting Solicited Adverse Reactions After First Injection KX\
First Injection Solicited Safety Set 'C§<5
A
«\6
Solicited Adverse Reaction ny

Category Placebo mRNA-1273 (ﬁ Total

Statistic (N=15155) (N=15168) . A0 (N=30323)

oV

Headache #nga

n 4027 4951 6 8978

Mean (SD) 2.1 (2.38) 2. %> 2.1 (2.27)

Median 1.0 1. 1.0

Min, Max 1, 33 (\ 1, 42 1, 42
Fatigue \) 25)

n &% 5635 9768

Mean (SD) 2. %(@ 74)399 2.7 (3.57) 2.7 (3.64)

Median 25 Q) 2.0 2.0

Min, Max é’b" 8 1, 83 1, 88
Myalgia

n ’Q(\ 2071 3441 5512

Mean (SD) ) (3?5 2.7 (3.72) 2.3 (3.24) 2.4 (3.43)

Median é"\(\ 1.0 1.0 1.0

Min, Max & 1, 44 1, 75 1, 75
Arthralgia (C@>

n 6(\\\ 1783 2511 4294

Mean (SD) {Q 3.2 (5.02) 2.6 (4.10) 2.9 (4.51)

Median QO 2.0 1.0 1.0

Min, Max 6\>Q 1, 84 1, 75 1, 84

3
N
\06
oL
o
co

(fyﬁumber of exposed subjects who reported the event on any day within 7 days of the first injection.

Kvg,ﬁﬁmber of days is calculated as the days of the solicited adverse reaction reported within the 7 days of injection including
the day of injection. If the solicited AR continues beyond 7 days, the consecutive days a solicited adverse reaction is reported
after 7 days are included.

[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc.
EUA (Data Extraction Date: 25N0OV2020)

mRNA-1273-P301

Table 14.3.1.4.1 6(60
Summary of Number of Days Reporting Solicited Adverse Reactions After First Injection KX\
First Injection Solicited Safety Set 'cfﬁa
A
«\6
Solicited Adverse Reaction ny

Category Placebo mRNA-1273 (ﬁ Total

Statistic (N=15155) (N=15168) . A0 (N=30323)

oV

Nausea/Vomiting ﬁgex\

n 1074 1262, © 2336

Mean (SD) 1.8 (2.20) 1.7 Q?& 4) 1.7 (1.88)

Median 1.0 1.0 1.0

Min, Max 1, 33 (\6 1, 28 1, 33
Chills \) ’0"\

n % 1253 2131

Mean (SD) 1. b(@ 7leQ 1.5 (1.69) 1.6 (1.70)

Median > 1.0 1.0

Min, Max o -\é’b‘m 1, 28 1, 33

\¢
X
2V
.\(\g
e
"
o
oo
o®
el
N
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o
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§S§3Number of exposed subjects who reported the event on any day within 7 days of the first injection.
Q5 umber of days is calculated as the days of the solicited adverse reaction reported within the 7 days of injection including
’(K\ the day of injection. If the solicited AR continues beyond 7 days, the consecutive days a solicited adverse reaction is reported

after 7 days are included.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 1 of 4
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
\
Table 14.3.1.4.2 6(60
Summary of Number of Days Reporting Solicited Adverse Reactions After Second Injection KX\
Second Injection Solicited Safety Set -(§N5
A
«\6
Solicited Adverse Reaction ny
Category Placebo mRNA-1273 (ﬁ Total
Statistic (N=14566) (N=14677) n&<5 (N=29243)
o
Solicited Adverse Reactions #Sffa
n 6232 1353ﬁ e 19766
Mean (SD) 3.4 (5.72) 4.0 82) 3.8 (5.13)
Median 2.0 3.0 3.0
Min, Max 1, 90 a9, 93 1, 93
O 00
Solicited Local Adverse Reactions > Q&/
n \g(ﬁ? 29° 13006 15741
Mean (SD) 2E1 (4-T4) 3.2 (2.90) 3.0 (3.15)
Median Q,((\a' A0 3.0 3.0
Min, Max 0(\C-l’, 90 1, 93 1, 93
Pain ‘X\
D
n ° 2477 12943 15420
Mean (SD) KSCS; 1.8 (3.206) 3.0 (2.18) 2.8 (2.43)
Median & 1.0 3.0 3.0
Min, Max «\3 1, 72 1, 78 1, 78
Erythema (Redness) (Q{
n ("O 56 1257 1313
Mean (SD) <§) 3.8 (10.62) 2.7 (3.89) 2.7 (4.39)
Median 6\>Q 1.0 2.0 2.0
Min, Max ‘5) 1, 63 1, 93 1, 93
e
oo
\06
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o
co
(\\,
e

W\
§S§3ﬁumber of exposed subjects who reported the event on any day within 7 days of the second injection.

V5 umber of days is calculated as the days of the solicited adverse reaction reported within the 7 days of injection including

A\ the day of injection. If the solicited AR continues beyond 7 days, the consecutive days a solicited adverse reaction is reported

after 7 days are included.
[1] Lymphadenopathy =

Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 2 of 4

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
\
Table 14.3.1.4.2 6(60
Summary of Number of Days Reporting Solicited Adverse Reactions After Second Injection KX\
Second Injection Solicited Safety Set -(§N5
A
«\6
Solicited Adverse Reaction ny
Category Placebo mRNA-1273 (ﬁ Total
Statistic (N=14566) (N=14677) . A0 (N=29243)
o
Swelling (Hardness) #nga
n 49 1789, © 1838
Mean (SD) 2.7 (4.90) 2.%»@%313) 2.6 (4.15)
Median 1.0 .0 2.0
Min, Max 1, 32 (\6 1, 93 1, 93
Lymphadenopathy [1] \) 25)
n %? 2090 2657
Mean (SD) 2. @(@ ZSbQQ 2.4 (3.20) 2.4 (3.74)
Median > 2.0 2.0
Min, Max o (\éa\,\_ao 1, 68 1, 90
Solicited Systemic Adverse Reactions <§X6)
n ° 5323 11652 16975
Mean (SD) x3055 3.4 (5.63) 3.1 (4.58) 3.2 (4.93)
Median & 2.0 2.0 2.0
Min, Max «\’5 1, 90 1, 84 1, 90
Fever (Q{
n ("O 43 2278 2321
Mean (SD) <§) 1.2 (0.51) 1.2 (1.69) 1.2 (1.67)
Median 6\>Q 1.0 1.0 1.0
Min, Max ‘53 1, 3 1, 58 1, 58
O
oo
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(fyﬁumber of exposed subjects who reported the event on any day within 7 days of the second injection.

Kvg,ﬁﬁmber of days is calculated as the days of the solicited adverse reaction reported within the 7 days of injection including
the day of injection. If the solicited AR continues beyond 7 days, the consecutive days a solicited adverse reaction is reported
after 7 days are included.

[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 3 of 4
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
\
Table 14.3.1.4.2 eﬂ€§3
Summary of Number of Days Reporting Solicited Adverse Reactions After Second Injection KX\
Second Injection Solicited Safety Set -(§N5
A
«\6
Solicited Adverse Reaction ny
Category Placebo mRNA-1273 (ﬁ Total
Statistic (N=14566) (N=14677) 'nK<5 (N=29243)
o
Headache #nga
n 3410 8602, © 12012
Mean (SD) 2.3 (3.29) 2.3 Q?Q 4) 2.3 (3.04)
Median 1.0 QQ.O 2.0
Min, Max 1, 72 (\15 1, 78 1, 78
Fatigue \) 25)
n Q@ 9582 12985
Mean (SD) 3. %(@ 07)399 2.6 (3.74) 2.7 (4.13)
Median 25 2.0 2.0
Min, Max é’b" 3 1, 78 1, 83
Myalgia
n Q§X\ 1809 8508 10317
Mean (SD) ) (5?5 3.2 (6.10) 2.1 (3.12) 2.3 (3.83)
Median é"\(\ 2.0 1.0 2.0
Min, Max & 1, 72 1, 79 1, 79
Arthralgia (C@>
n 6(\\\ 1569 6284 7853
Mean (SD) {Q 3.7 (6.97) 2.3 (3.53) 2.5 (4.47)
Median QO 2.0 1.0 1.0
Min, Max 6\>Q 1, 90 1, 82 1, 90
3
N
\06
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o
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S

S\
after 7 days are included.
[1] Lymphadenopathy =
Program Path:

§S§3ﬁumber of exposed subjects who reported the event on any day within 7 days of the second injection.
umber of days is calculated as the days of the solicited adverse reaction reported within the 7 days of injection including
the day of injection. If the solicited AR continues beyond 7 days, the consecutive days a solicited adverse reaction is reported

Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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Page 4 of 4

ModernaTX, Inc.
EUA (Data Extraction Date: 25N0OV2020)

mRNA-1273-P301

Table 14.3.1.4.2 6(60
Summary of Number of Days Reporting Solicited Adverse Reactions After Second Injection KX\
Second Injection Solicited Safety Set -cfya
A
«\6
Solicited Adverse Reaction ny

Category Placebo mRNA-1273 (ﬁ Total

Statistic (N=14566) (N=14677) . A0 (N=29243)

o

Nausea/Vomiting ﬁgex\

n 934 2785, © 3719

Mean (SD) 1.9 (3.82) 1.7 36) 1.8 (2.80)

Median 1.0 1.0 1.0

Min, Max 1, 72 (\6 1, 78 1, 78
Chills \) ’0"\

n %? 6482 7291

Mean (SD) 1. %)(@ ZIbQQ 1.5 (1.56) 1.5 (1.82)

Median > 1.0 1.0

Min, Max o ,\é»b\,\zz 1, 76 1, 76
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§S§3Number of exposed subjects who reported the event on any day within 7 days of the second injection.
Q5 umber of days is calculated as the days of the solicited adverse reaction reported within the 7 days of injection including
’(K\ the day of injection. If the solicited AR continues beyond 7 days, the consecutive days a solicited adverse reaction is reported

after 7 days are included.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 1 of 4

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
\
Table 14.3.1.4.3 €XG§)
Summary of Number of Days Reporting Solicited Adverse Reactions After Any Injection KX\
Solicited Safety Set ‘«jﬁs
«'\6&
Solicited Adverse Reaction ny
Category Placebo mRNA-1273 (ﬁ Total
Statistic (N=15163) (N=15179) . A0 (N=30342)
o
Solicited Adverse Reactions #Sffa
n 9108 1440% e 23508
Mean (SD) 3.7 (5.68) 4.5 212) 4.2 (5.42)
Median 2.0 QO .0 3.0
Min, Max 1, 90 a9, 93 1, 93
O 00
Solicited Local Adverse Reactions > Q&/
n \«KB@ 6QQ 14027 18477
Mean (SD) 2817 (3§Y) 3.4 (3.08) 3.1 (3.28)
Median Q,((\a' A0 3.0 3.0
Min, Max O(\C'l’, 90 1, 93 1, 93
Pain \ﬁx\
n ° 4037 13965 18002
Mean (SD) ‘XCS> 1.8 (2.93) 3.2 (2.23) 2.9 (2.406)
Median & 1.0 3.0 3.0
Min, Max «\3 1, 72 1, 78 1, 78
Erythema (Redness) (Q{
n ("O 117 1522 1639
Mean (SD) <§) 3.5 (8.43) 2.7 (4.13) 2.8 (4.57)
Median 6\>Q 1.0 2.0 2.0
Min, Max ‘5) 1, 63 1, 93 1, 93
e
oo
\06
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o
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n = ber of exposed subjects who reported the event on any day within 7 days after any injection.

Qﬁ%er of days is calculated as the days of the solicited adverse reaction reported within the 7 days of injection including
V5 e day of injection. If the solicited AR continues beyond 7 days, the consecutive days a solicited adverse reaction is reported
”(K\ after 7 days are included. The number of days higher with solicited events after either the first or the second injection
is summarized.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc.

Page 2 of 4

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
\
Table 14.3.1.4.3 €XG§)
Summary of Number of Days Reporting Solicited Adverse Reactions After Any Injection KX\
Solicited Safety Set ‘«jﬁs
«'\6&
Solicited Adverse Reaction ny
Category Placebo mRNA-1273 (ﬁ Total
Statistic (N=15163) (N=15179) . A0 (N=30342)
o
Swelling (Hardness) #nga
n 95 2232, © 2327
Mean (SD) 3.9 (6.67) 2.5 Q§3 2) 2.6 (4.07)
Median 1.0 (Q52.0 2.0
Min, Max 1, 32 (\6 1, 93 1, 93
Lymphadenopathy [1] \) 25)
n 96 3011 4109
Mean (SD) 2. %(@ 23)3Q 2.4 (3.21) 2.4 (3.51)
Median > 1.0 1.0
Min, Max o (\éa\,\_ao 1, 68 1, 90
Solicited Systemic Adverse Reactions <§X6)
n ° 8112 12770 20882
Mean (SD) ‘XCS§ 3.6 (5.55) 3.5 (4.98) 3.5 (5.21)
Median & 2.0 2.0 2.0
Min, Max «\’5 1, 90 1, 84 1, 90
Fever (Q{
n & ° 86 2353 2439
Mean (SD) QO 1.3 (0.58) 1.2 (1.67) 1.2 (1.64)
Median 6\>Q 1.0 1.0 1.0
Min, Max ‘5) 1, 3 1, 58 1, 58
o
oo
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ber of exposed subjects who reported the event on any day within 7 days after any injection.
Eﬁﬁ%er of days is calculated as the days of the solicited adverse reaction reported within the 7 days of injection including
Q5 e day of injection. If the solicited AR continues beyond 7 days, the consecutive days a solicited adverse reaction is reported
”(K\ after 7 days are included. The number of days higher with solicited events after either the first or the second injection
is summarized.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc.
mRNA-1273-P301

Page 3 of 4

EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.4.3 e
Summary of Number of Days Reporting Solicited Adverse Reactions After Any Injection KX\
Solicited Safety Set -«jﬁs
«'\6&
Solicited Adverse Reaction ny

Category Placebo mRNA-1273 (ﬁ Total

Statistic (N=15163) (N=15179) (N=30342)
Headache £

n 5603 9825, © 15428

Mean (SD) 2.4 (3.13) 2.%»@?302) .4 (3.006)

Median 2.0 .0 2.0

Min, Max 1, 72 (\15 1, 78 1, 78
Fatigue \) 25)

n Q@ 10627 16171

Mean (SD) 3. b(@ 87)3QQ 2.9 (4.18) .0 (4.43)

Median 25 2.0 2.0

Min, Max é’b" 8 1, 83 1, 88
Myalgia

n Q§X\ 3113 9334 12447

Mean (SD) 3.0 (5.25) 2.3 (3.45) .5 (3.99)

Median 2.0 2.0 2.0

Min, Max 1, 72 1, 79 1, 79
Arthralgia

n 2666 7044 9710

Mean (SD) 3.6 (6.43) 2.4 (3.94) .8 (4.78)

Median 2.0 1.0 2.0

Min, Max 1, 90 1, 82 1, 90

ber of exposed subjects who reported the event on any day within 7 days after any injection.

Eﬁﬁ%er of days is calculated as the days of the solicited adverse reaction reported within the 7 days of injection including
e day of injection. If the solicited AR continues beyond 7 days, the consecutive days a solicited adverse reaction is reported
after 7 days are included. The number of days higher with solicited events after either the first or the second injection

is summarized.
[1] Lymphadenopathy

Program Path:

Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc.
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e

Page 4 of 4
EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.4.3 e
Summary of Number of Days Reporting Solicited Adverse Reactions After Any Injection KX\
Solicited Safety Set <§fN5
«'\6
Solicited Adverse Reaction ny

Category Placebo mRNA-1273 (ﬁ Total

Statistic (N=15163) (N=15179) . A0 (N=30342)

SN

Nausea/Vomiting ﬁgex\

n 1716 3484, © 5200

Mean (SD) 1.9 (3.18) 1.7 2'6) 1.8 (2.60)

Median 1.0 QO 1.0 1.0

Min, Max 1, 72 (\6 1, 78 1, 78
Chills \) ’0"\

n 141@ 6891 8361

Mean (SD) 1. %(@ 55)aQ 1.5 (1.63) 1.5 (1.83)

Median > 1.0 1.0

Min, Max o ,\é»b\,\zz 1, 76 1, 76
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ber of exposed subjects who reported the event on any day within 7 days after any injection.

Eﬁﬁ%er of days is calculated as the days of the solicited adverse reaction reported within the 7 days of injection including

e day of injection. If the solicited AR continues beyond 7 days, the consecutive days a solicited adverse reaction is reported
after 7 days are included. The number of days higher with solicited events after either the first or the second injection
is summarized.

[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 1 of 5
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.6.1 e
Summary of Subjects with Solicited Adverse Reactions Persisting Beyond 7 Days After First Injection by Grade &\(\

First Injection Solicited Safety Set ‘ <§f§
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Je%al
Category (N=15155) (N=15168) CﬁN=30323)
Grade n (%) n (%) . A0 n (%)
\\J
Solicited Adverse Reactions - N1 15155 15168 #5f§a 30323
Any Solicited Adverse Reactions 930 (6.1) 1113 (7&$ﬁ5 2043 (6.7)
95% CI 5.8, 6.5 s 6.5, 7.0
Grade 1 411 (2.7) 5 (3.4) 920 (3.0)
Grade 2 421 (2.8) . A0 4 (3.3) 915 (3.0)
Grade 3 98 (0.6)p\> 6&,\0 110 (0.7) 208 (0.7)
Grade 4 0 Yo SN\ 0 0
o‘OQ 2°
Solicited Local Adverse Reactions - N1 1%%3& ,cﬁ\ 15164 30315
Any Solicited Local Adverse Reactions Ggf\ 13 2&b.7) 331 (2.2) 444 (1.5)
95% CI 0\0\.96, 0.9 2.0, 2.4 1.3, 1.6
Grade 1 €§X\ 86 (0.6) 230 (1.5) 316 (1.0)
Grade 2 ° 23 (0.2) 80 (0.5) 103 (0.3)
Grade 3 ‘\(\q 4 (<0.1) 21 (0.1) 25 (<0.1)
Grade 4 & 0 0 0
Pain - N1 «\’5 15151 15164 30315
Any o 51 (0.3) 86 (0.6) 137 (0.5)
Grade 1 c&f> 41 (0.3) 45  (0.3) 86 (0.3)
Grade 2 QO 8 (<0.1) 32 (0.2) 40 (0.1)
Grade 3 9\>Q 2 (<0.1) 9 (<0.1) 11 (<0.1)
Grade 4 ‘53 0 0 0
O
oo
\06
oL
o
co
R\

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 2 of 5
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.6.1 e
Summary of Subjects with Solicited Adverse Reactions Persisting Beyond 7 Days After First Injection by Grade &\(\

First Injection Solicited Safety Set \SfA
«'\6&
Solicited Adverse Reaction Placebo mRNA-1273 ~Je%al
Category (N=15155) (N=15168) CﬁN=30323)
Grade n (%) n (%) . A0 n (%)
\\J
Erythema (Redness) - N1 15151 15163 *’(,e(\ 30314
Any 10 (<0.1) 21 (0\‘}6 31 (0.1)
Grade 1 8 (<0.1) 01 18 (<0.1)
Grade 2 1 (<0.1) <@5(<O.l) 9 (<0.1)
Grade 3 1 (<0.1) . A0 3 (<0.1) 4 (<0.1)
Grade 4 0 e\) 6\,\0 0 0
Swelling (Hardness) - N1 15151 o \‘\C 15163 30314
Any 120\(9&1)699 24 (0.2) 36 (0.1)
Grade 1 ’c)‘% (<HD 15 (<0.1) 23 (<0.1)
Grade 2 o ,26@’9@\).1) 9 (<0.1) 11 (<0.1)
Grade 3 027 (<0.1) 0 2 (<0.1)
Grade 4 ‘X\ 0 0 0
Lymphadenopathy - N1 [1] qa 15151 15163 30314
Any e\‘_\(\ 57 (0.4) 235 (1.5) 292 (1.0)
Grade 1 (\(~ 43 (0.3) 181 (1.2) 224 (0.7)
Grade 2 <o 14 (<0.1) 44 (0.3) 58 (0.2)
Grade 3 6(\\\ 0 10 (<0.1) 10 (<0.1)
Grade 4 cﬁ& 0 0 0
9\>QQ
3%
N
\06
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co
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CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 3 of 5
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.6.1 e
Summary of Subjects with Solicited Adverse Reactions Persisting Beyond 7 Days After First Injection by Grade &\(\

First Injection Solicited Safety Set ‘ <§f§
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Je%al
Category (N=15155) (N=15168) CﬁN=30323)
Grade n (%) n (%) . A0 n (%)
\\J
Solicited Systemic Adverse Reactions - N1 15155 15167 #5f§a 30322
Any Solicited Systemic Adverse Reactions 857 (5.7) 877 (5&§ﬁ5 1734 (5.7)
95% CI 5.3, 6.0 @2 5.5, 6.0
Grade 1 354  (2.3) 3@0 (2.2) 689 (2.3)
Grade 2 408  (2.7) L He (2.9) 854 (2.8)
Grade 3 95 (0.6)p\> 6&,\0 96 (0.6) 191 (0.6)
Grade 4 0 Qa‘ \C 0 0
Fever - N1 15153 (O 6QQ 15164 30317
Any 6‘% =HD 3 (<0.1) 6 (<0.1)
Grade 1 o ,36@’9@\).1) 1 (<0.1) 4 (<0.1)
Grade 2 ofd 1 (<0.1) 1 (<0.1)
Grade 3 \)K,\(\ 0 1 (<0.1) 1 (<0.1)
Grade 4 ) q 0 0 0
Headache - N1 e\_\(\ 15150 15163 30313
Any & 313 (2.1) 337 (2.2) 650 (2.1)
Grade 1 «\3 156 (1.0) 177  (1.2) 333 (1.1)
Grade 2 6(\\\ 112 (0.7) 125 (0.8) 237  (0.8)
Grade 3 < 45 (0.3) 35  (0.2) 80 (0.3)
Grade 4 QO 0 0 0
N
3
N
\06
O"
(\(\
co
R\

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 4 of 5
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.6.1 e
Summary of Subjects with Solicited Adverse Reactions Persisting Beyond 7 Days After First Injection by Grade &\(\

First Injection Solicited Safety Set \SfA
«'\6&
Solicited Adverse Reaction Placebo mRNA-1273 ~Je%al
Category (N=15155) (N=15168) CﬁN=30323)
Grade n (%) n (%) . A0 n (%)
\\J
Fatigue - N1 15150 15163 #5f§a 30313
Any 474 (3.1) 523 (3.4 997  (3.3)
Grade 1 158 (1.0) 154 ﬁﬁ\ ) 312 (1.0)
Grade 2 269  (1.8) 31@6 (2.1) 584  (1.9)
Grade 3 47 (0.3) . (\1%4 (0.4) 101 (0.3)
Grade 4 0 €9> K§3 0 0
Myalgia - N1 15150 Q’a' WeY 15163 30313
Any 2470(@1.6)699 227  (1.5) 474  (1.6)
Grade 1 2%65 Qfa) 84 (0.6) 186 (0.6)
Grade 2 o 2“36&' .8) 111 (0.7) 234 (0.8)
Grade 3 Cﬂé (0.1) 32 (0.2) 54 (0.2)
Grade 4 <§X\ 0 0 0
Arthralgia - N1 qa 15150 15163 30313
Any e\‘_\(\ 282 (1.9) 249 (1.6) 531 (1.8)
Grade 1 & 137  (0.9) 105 (0.7) 242  (0.8)
Grade 2 (C&> 126 (0.8) 118 (0.8) 244 (0.8)
Grade 3 6(\\\ 19 (0.1) 26 (0.2) 45  (0.1)
Grade 4 cﬁ& 0 0 0
9\>QQ
3
N
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CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 5 of 5

mRNA-1273-P301 EUA (Data Extraction Date: 25NOV2020)
Table 14.3.1.6.1 €XG§)
Summary of Subjects with Solicited Adverse Reactions Persisting Beyond 7 Days After First Injection by Grade KX\
First Injection Solicited Safety Set a0
J Yy ) Kya
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Jeﬁal
Category (N=15155) (N=15168) (ﬁN=30323)
Grade n (%) n (%) . A0 n (%)
N
Nausea/Vomiting - N1 15150 15163 *\,6 30313
Any 67 (0.4) 62 (0.4 129 (0.4)
Grade 1 40 (0.3) @@\ ) 73 (0.2)
Grade 2 26  (0.2) %¢3 (0.2) 53 (0.2)
Grade 3 1 (<0.1) . A0 2 (<0.1) 3 (<0.1)
Grade 4 0 €9> K§3 0 0
Chills - N1 15150 (o X \'\C 15163 30313
Any 4E\>(Q&3)6QQ 35  (0.2) 81 (0.3)
Grade 1 6"% O 12 (<0.1) 38 (0.1)
Grade 2 o ]“966‘(' .1) 18 (0.1) 37 (0.1)
Grade 3 of17 (<0.1) 5 (<0.1) 6 (<0.1)
Grade 4 KX\ 0 0 0
2V
.\(\g
e
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CI = Q@G@idence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§3gntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
”<(\ Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 1 of 5
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.6.2 exegﬁ
Summary of Subjects with Solicited Adverse Reactions Persisting Beyond 7 Days After Second Injection by Grade &X\
Second Injection Solicited Safety Set -(§N5
P\
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Je%al
Category (N=145606) (N=14677) (ﬁN=29243)
Grade n (%) n (%) . AN n (%)
\\J
Solicited Adverse Reactions - N1 14566 14677 #325\ 29243
Any Solicited Adverse Reactions 768 (5.3) 1019 (6&fﬁ5 1787 (6.1)
95% CI 4.9, 5.6 AT 5.8, 6.4
Grade 1 326 (2.2) 2 (1.6) 562 (1.9)
Grade 2 348  (2.4) . A0 3 (3.4) 851 (2.9)
Grade 3 94 (0.6)p\> 6&,\0 279 (1.9) 373 (1.3)
Grade 4 0 0o % 1 (<0.1) 1 (<0.1)
WOF o0
Solicited Local Adverse Reactions - N1 1%%6@ ,cﬁ\ 14673 29235
Any Solicited Local Adverse Reactions Ggf\ 09 2&b.7) 301 (2.1) 410 (1.4)
95% CI O(J\.96, 0.9 1.8, 2.3 1.3, 1.5
Grade 1 Qﬁx\ 87 (0.6) 116 (0.8) 203  (0.7)
Grade 2 ° 14 (<0.1) 119 (0.8) 133 (0.5)
Grade 3 ‘XCS> 8 (<0.1) 66 (0.4) 74  (0.3)
Grade 4 & 0 0 0
Pain - N1 «\’0 14562 14673 29235
Any (\\\ 58 (0.4) 159 (1.1) 217 (0.7)
Grade 1 {Q?> 41 (0.3) 58 (0.4) 99 (0.3)
Grade 2 QO 11 (<0.1) 76 (0.5) 87 (0.3)
Grade 3 9\)9 6 (<0.1) 25 (0.2) 31 (0.1)
Grade 4 KSD 0 0 0
e
oo
\06
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co
R\

CI = Q@ﬁfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 2 of 5
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

\
Table 14.3.1.6.2 €XG§)
Summary of Subjects with Solicited Adverse Reactions Persisting Beyond 7 Days After Second Injection by Grade &X\
Second Injection Solicited Safety Set ‘cfﬁ
A
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Je%al
Category (N=145606) (N=14677) (ﬁN=29243)
Grade n (%) n (%) . A0 n (%)
\\J
Erythema (Redness) - N1 14562 14673 *’(,e(\ 29235
Any 4 (<0.1) 60 (0.4 64 (0.2)
Grade 1 4 (<0.1) 10, (6% 1) 14 (<0.1)
Grade 2 0 %@5 (0.1) 20 (<0.1)
Grade 3 0 LA B0 (0.2) 30 (0.1)
Grade 4 0 €9> K§3 0 0
Swelling (Hardness) - N1 14562 > \'\C 14673 29235
Any %(9&1)699 48  (0.3) 54  (0.2)
Grade 1 ’c)‘% (=HD 18  (0.1) 24 (<0.1)
Grade 2 AN 16 (0.1) 16 (<0.1)
Grade 3 ofd 14 (<0.1) 14 (<0.1)
Grade 4 <§X\ 0 0 0
Lymphadenopathy - N1 [1] ) qa 14562 14673 29235
Any e;ya 48  (0.3) 91 (0.6) 139 (0.5)
Grade 1 & 42 (0.3) 60 (0.4) 102 (0.3)
Grade 2 (C&> 4 (<0.1) 24 (0.2) 28 (<0.1)
Grade 3 6(\\\ 2 (<0.1) 7 (<0.1) 9 (<0.1)
Grade 4 (Q 0 0 0
QO
o
e
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CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 3 of 5
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

\
Table 14.3.1.6.2 €XG§)
Summary of Subjects with Solicited Adverse Reactions Persisting Beyond 7 Days After Second Injection by Grade &X\
Second Injection Solicited Safety Set ‘cfﬁ
A
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Je%al
Category (N=145606) (N=14677) (ﬁN=29243)
Grade n (%) n (%) . A0 n (%)
N
Solicited Systemic Adverse Reactions - N1 14565 14677 #5f5 29242
Any Solicited Systemic Adverse Reactions 709 (4.9) 836 (5 7ﬁ5 1545 (5.3)
95% CI 4.5, 5.2 5.349@.1 5.0, 5.5
Grade 1 279 (1.9) 1@%5 (1.1) 441 (1.5)
Grade 2 343 (2.4) . A0 9 (3.1) 792 (2.7)
Grade 3 87 (0.6)p\> 6&,\0 224  (1.5) 311 (1.1)
Grade 4 0 00 % 1 (<0.1) 1 (<0.1)
Fever - N1 1455gox eﬁjp 14669 29228
Any ! . 3 (<0.1) 3 (<0.1)
() \§3
Grade 1 ) 22 1 (<0.1) 1 (<0.1)
Grade 2 ofd 1 (<0.1) 1 (<0.1)
Grade 3 \)K,\(\ 0 1 (<0.1) 1 (<0.1)
Grade 4 ) q 0 0 0
Headache - N1 e\_\(\ 14562 14673 29235
Any & 304 (2.1) 381 (2.6) 685 (2.3)
Grade 1 (C&> 152 (1.0) 100 (0.7) 252 (0.9)
Grade 2 2;(4 119 (0.8) 225 (1.5) 344 (1.2)
Grade 3 {Q 33 (0.2) 56 (0.4) 89 (0.3)
Grade 4 QO 0 0 0
o®
el
N
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CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 4 of 5
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

\
Table 14.3.1.6.2 €XG§)
Summary of Subjects with Solicited Adverse Reactions Persisting Beyond 7 Days After Second Injection by Grade &X\
Second Injection Solicited Safety Set ‘ <§f§
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Je%al
Category (N=145606) (N=14677) (ﬁN=29243)
Grade n (%) n (%) . A0 n (%)
\\J
Fatigue - N1 14560 14673 #nga 29233
Any 389 (2.7) 485 (3.3 874 (3.0)
Grade 1 117 (0.8) gﬁ\ ) 188 (0.6)
Grade 2 222 (1.5) 2@6 (1.8) 484 (1.7)
Grade 3 50 (0.3) . (\%%2 (1.0) 202  (0.7)
Grade 4 0 €9> K§3 0 0
Myalgia - N1 14560 Qa‘ WY 14673 29233
Any 22%(Q1'5)6QQ 235  (1.6) 458  (1.6)
Grade 1 éﬁ be) 45  (0.3) 129 (0.4)
Grade 2 6(0?1163‘9 .8) 130 (0.9) 241 (0.8)
Grade 3 Cﬁ@ (0.2) 60 (0.4) 88 (0.3)
Grade 4 O o 0 0
Arthralgia - N1 ‘ Q’O 14560 14673 29233
Any e§§3 260 (1.8) 267  (1.8) 527  (1.8)
Grade 1 (\ls 105 (0.7) 60 (0.4) 165 (0.6)
Grade 2 (C&> 133 (0.9) 155 (1.1) 288 (1.0)
Grade 3 6(\\\ 22 (0.2) 52 (0.4) 74 (0.3)
Grade 4 (Q 0 0 0
QO
o®
3
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CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 5 of 5
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

\
Table 14.3.1.6.2 €XG§)
Summary of Subjects with Solicited Adverse Reactions Persisting Beyond 7 Days After Second Injection by Grade KX\
Second Injection Solicited Safety Set \2&§f3
l'd
Solicited Adverse Reaction Placebo mRNA-1273 ~Jeﬁal

Category (N=145606) (N=14677) (ﬁN=29243)

Grade n (%) n (%) . A0 n (%)

N

Nausea/Vomiting - N1 14560 14673 *\,6 29233

Any 51  (0.4) 63 (Oxﬁe’ 114 (0.4)

Grade 1 21 (0.1) 16 g@\ ) 37 (0.1)

Grade 2 29  (0.2) kﬂs (0.3) 70 (0.2)

Grade 3 1 (<0.1) . (\65 (<0.1) 6 (<0.1)

Grade 4 0 oy x0T 1 (<0.1) 1 (<0.1)
Chills - N1 14560 2 T 14673 29233

Any 5%((@&4)6@? 53 (0.4) 104  (0.4)

Grade 1 6'& O 11 (<0.1) 35  (0.1)

Grade 2 o zng‘e .2) 34 (0.2) 56 (0.2)

Grade 3 0(\15 (<0.1) 8 (<0.1) 13 (<0.1)

Grade 4 <§X\ 0 0 0

qa
\@‘\0
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CI = Q@G@idence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§3gntages are based on the number of exposed subjects who submitted any data for the event (N1).
% CI is calculated using the Clopper-Pearson method.

1\6
”<(\ Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.

[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
\
Table 14.3.1.6.3 €S€§)
Summary of Subjects with Solicited Adverse Reactions Persisting Beyond 7 Days After Any Injection by Grade &X\
Solicited Safety Set ‘ <§f§
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Je%al
Category (N=15163) (N=15179) 0fN=30342)
Grade n (%) n (%) . AN n (%)
\\J
Solicited Adverse Reactions - N1 15163 15179 #395\ 30342
Any Solicited Adverse Reactions 1463 (9.6) 1851 (12&$ﬁ5 3314 (10.9)
95% CI 9.2, 10.1 11.74&32.7 10.6, 11.3
Grade 1 615 (4.1) 6k§ (4.0) 1228 (4.0)
Grade 2 666 (4.4) . A0 6 (5.7) 1532 (5.0)
Grade 3 182 (1.2)p\) 6&,\0 371 (2.4) 553  (1.8)
Grade 4 0 0o % 1 (<0.1) 1 (<0.1)
RN
Solicited Local Adverse Reactions - N1 1%§§Q ,cﬁ\ 15179 30341
Any Solicited Local Adverse Reactions Ggf\ 04 2&&.3) 579 (3.8) 783 (2.6)
95% CI q\%, 1.5 3.5, 4.1 2.4, 2.8
Grade 1 \9338%5 (1.0) 312 (2.1) 467 (1.5)
Grade 2 ° 37  (0.2) 181 (1.2) 218 (0.7)
Grade 3 ‘XCSB 12 (<0.1) 86 (0.6) 98 (0.3)
Grade 4 & 0 0 0
Pain - N1 «\’0 15162 15179 30341
Any (Q{ 103 (0.7) 227 (1.5) 330 (1.1)
Grade 1 <Q?> 76 (0.5) 94 (0.6) 170 (0.6)
Grade 2 <y3 19 (0.1) 100 (0.7) 119 (0.4)
Grade 3 9\)9 8 (<0.1) 33 (0.2) 41 (0.1)
Grade 4 xO 0 0 0
O
oo
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CI = Q@ﬁfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.

é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).

% CI is calculated using the Clopper-Pearson method.
Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 2 of 5
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
\
Table 14.3.1.6.3 €S€§)
Summary of Subjects with Solicited Adverse Reactions Persisting Beyond 7 Days After Any Injection by Grade &X\
Solicited Safety Set ‘ <§f§
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Je%al
Category (N=15163) (N=15179) 0fN=30342)
Grade n (%) n (%) 07 no(®)
N
Erythema (Redness) - N1 15162 15179 #5f5 30341
Any 13 (<0.1) 79 (0. 92 (0.3)
Grade 1 11 (<0.1) 19, 40v1) 30 (<0.1)
Grade 2 1 (<0.1) %%3 (0.2) 28 (<0.1)
Grade 3 1 (<0.1) . 3 (0.2) 34 (0.1)
Grade 4 0 e\) 6\,\0 0 0
Swelling (Hardness) - N1 15162 o ‘ﬁ; 15179 30341
Any 170((@&1)699 71 (0.5) 88 (0.3)
Grade 1 6@ =HD 32 (0.2) 45 (0.1)
Grade 2 o ,26@’9@\).1) 25 (0.2) 27 (<0.1)
Grade 3 cﬁﬁ (<0.1) 14 (<0.1) 16 (<0.1)
Grade 4 g 0 0
Lymphadenopathy - N1 [1] . (5?5 15162 15179 30341
Any e;ya 95 (0.6) 301 (2.0) 396 (1.3)
Grade 1 {V» 75  (0.5) 222 (1.5) 297 (1.0)
Grade 2 (C&> 18 (0.1) 62 (0.4) 80 (0.3)
Grade 3 2;(4 2 (<0.1) 17  (0.1) 19 (<0.1)
Grade 4 (Q 0 0 0
QO
o
e
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CI "idence intervals. N1

% CI is calculated using the Clopper-Pearson method.
(Redness) is defined as: G1 25 — 50 mm;
38 — 38.4 C; G2 38.5 — 38.9 C; G3

e

G2
39 — 40 C; G4

Toxicity grade for Erythema
Fever is defined as: Gl
[1] Lymphadenopathy

51 — 100 mm;

G3 > 100 mm. Toxicity

> 40 C.

Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 3 of 5

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.6.3 e
Summary of Subjects with Solicited Adverse Reactions Persisting Beyond 7 Days After Any Injection by Grade &X\
Solicited Safety Set ‘ <§f§
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Je%al
Category (N=15163) (N=15179) 0fN=30342)
Grade n (%) n (%) . A0 n (%)
N
Solicited Systemic Adverse Reactions - N1 15163 15179 #5f5 30342
Any Solicited Systemic Adverse Reactions 1348 (8.9) 1498 (9&fﬁ5 2846 (9.4)
95% CI 8.4, 9.4 9.3;2§b.4 9.1, 9.7
Grade 1 527 (3.5) 4k§ (2.7) 942 (3.1)
Grade 2 649 (4.3) . A0 7 (5.1) 1426 (4.7)
Grade 3 172 (1.1)p\> 6&,\0 305  (2.0) 477  (1.6)
Grade 4 0 Qa‘ \C 1 (<0.1) 1 (<0.1)
Fever - N1 15162 (O 6QQ 15178 30340
Any 6‘% =HD 6 (<0.1) 9 (<0.1)
Grade 1 o ,36@’9@\).1) 2 (<0.1) 5 (<0.1)
Grade 2 ofd 2 (<0.1) 2 (<0.1)
Grade 3 \)K,\(\ 0 2 (<0.1) 2 (<0.1)
Grade 4 ) q 0 0 0
Headache - N1 e\_\(\ 15162 15179 30341
Any <V~ 568 (3.7) 661 (4.4) 1229 (4.1)
Grade 1 (C&> 278 (1.8) 244 (1.6) 522 (1.7)
Grade 2 2;(4 216 (1.4) 326 (2.1) 542 (1.8)
Grade 3 {Q 74  (0.5) 91 (0.6) 165 (0.5)
Grade 4 QO 0 0 0
oW
3%
N
\06
oL
o
co
R\

CI = Q@Kfidence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.
é§§agntages are based on the number of exposed subjects who submitted any data for the event (N1).
V5 % CI is calculated using the Clopper-Pearson method.
433 Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.
[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010603.sas 01DEC2020 04:42



ModernaTX, Inc.

Page 4 of 5

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
\
Table 14.3.1.6.3 €XG§)
Summary of Subjects with Solicited Adverse Reactions Persisting Beyond 7 Days After Any Injection by Grade &X\
Solicited Safety Set ‘ <§f§
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Je%al
Category (N=15163) (N=15179) 0fN=30342)
Grade n (%) n (%) 07 no(®)
N
Fatigue - N1 15162 15179 #3f5 30341
Any 755  (5.0) 894 (5&€ﬁ5 1649 (5.4)
Grade 1 235 (1.5) 190 ﬁﬁ\ ) 425  (1.4)
Grade 2 428  (2.8) 5 (3.3) 934 (3.1)
Grade 3 92 (0.6) . 8 (1.3) 290 (1.0)
Grade 4 0 e\) 6\,\0 0 0
Myalgia - N1 15162 2 Y 15179 30341
Any 42%(@?.8)6QQ 423 (2.8) 844 (2.8)
Grade 1 fééé %fb) 111 (0.7) 269  (0.9)
Grade 2 Ggf\ L%;8¥ .4) 224 (1.5) 437  (1.4)
Grade 3 cﬁb (0.3) 88 (0.6) 138 (0.5)
Grade 4 O g 0 0
Arthralgia - N1 ) (3?5 15162 15179 30341
Any e;ya 476  (3.1) 454 (3.0) 930 (3.1)
Grade 1 & 201 (1.3) 132 (0.9) 333 (1.1)
Grade 2 (C&> 235 (1.5) 251 (1.7) 486 (1.06)
Grade 3 2;(4 40  (0.3) 71 (0.5) 111 (0.4)
Grade 4 (Q 0 0 0
QO
o
el
N
\06
oL
o
co
Y

CI "idence intervals. N1

S
e

CI is calculated using the Clopper-Pearson method.
(Redness) is defined as: G1 25 — 50 mm;
38 — 38.4 C; G2 38.5 — 38.9 C; G3

W oo
”( Toxicity grade for Erythema
Fever is defined as: Gl

[1] Lymphadenopathy

G2
39 — 40 C; G4
Localized axillary swelling or tenderness ipsilateral to the vaccination arm.

51 — 100 mm;
> 40 C.

G3
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.6.3 €XG§)
Summary of Subjects with Solicited Adverse Reactions Persisting Beyond 7 Days After Any Injection by Grade KX\
Solicited Safety Set ‘ <§f§
«\6
Solicited Adverse Reaction Placebo mRNA-1273 ~Jeﬁal
Category (N=15163) (N=15179) 0fN=30342)
Grade n (%) n (%) . A0 n (%)
N
Nausea/Vomiting - N1 15162 15179 *\,6 30341
Any 107  (0.7) 118 (0{6 225  (0.7)
Grade 1 55 (0.4) 45 @@\ ) 100 (0.3)
Grade 2 50 (0.3) Qﬁs (0.4) 115 (0.4)
Grade 3 2 (<0.1) . A0 7 (<0.1) 9 (<0.1)
Grade 4 0 o x0T 1 (<0.1) 1 (<0.1)
Chills - N1 15162 D \% 15179 30341
Any 920(@&6)6@9 84 (0.6) 176 (0.6)
Grade 1 28 3) 22 (0.1) 70 (0.2)
Grade 2 o 3,863‘« .3) 51 (0.3) 89 (0.3)
Grade 3 Cﬁk (<0.1) 11 (<0.1) 17 (<0.1)
Grade 4 <§X\ 0 0 0
qa
A
Yo
"
o
<
QO
oW
3%
N
\06
oL
o
co
R\

CI = Q@G@idence intervals. N1 = Number of exposed subjects who submitted any data for the event. Any = Grade 1 or higher.

é§§3gntages are based on the number of exposed subjects who submitted any data for the event (N1).

% CI is calculated using the Clopper-Pearson method.

Toxicity grade for Erythema (Redness) is defined as: Gl = 25 — 50 mm; G2 = 51 — 100 mm; G3 = > 100 mm. Toxicity grade for
Fever is defined as: Gl = 38 — 38.4 C; G2 = 38.5 — 38.9 C; G3 = 39 — 40 C; G4 = > 40 C.

[1] Lymphadenopathy = Localized axillary swelling or tenderness ipsilateral to the vaccination arm.
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ModernaTX, Inc. Page 1 of 1

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.7.1 6(60
Summary of Unsolicited TEAE up to 28 Days After Any Injection QKX\
Safety Set ‘ <§f§
«\6
Placebo mRNA-1273 Jotal
(N=15166) (N=15185) ofN=30351)
n (%) n (%) 02 03
N
Unsolicited TEAEs Regardless of Relationship to ﬁ355
Study Vaccination ,* e
All 3277 (21.6) 363&«&&3 9) 6909 (22.8)
Serious 89 (0.6) 0) 182 (0.6)
Fatal 3 (<0.1) (\ 2 1) 5 (<0.1)
Medically-Attended 1465 (9.%?& 25§3 1372 (9.0) 2837 (9.3)
Leading to Discontinuation from Study Vaccine 80 Q§g}5) \ 50 (0.3) 130 (0.4)
Leading to Discontinuation from Participation in @6 .lé&%p 2 (<0.1) 4 (<0.1)
the Study €>ﬁ5 'Cﬁ\
Severe 9202201 3) 234 (1.5) 436  (1.4)
e <\<%’O
Unsolicited TEAEs Related to Study Vaccination <§X6)
All ° 686 (4.5) 1242 (8.2) 1928 (6.4)
Serious ‘SCSé 4 (<0.1) 6 (<0.1) 10 (<0.1)
Fatal & 0 0 0
Medically-Attended @ 83 (0.5) 140 (0.9) 223  (0.7)
Leading to Discontinuation from Study cine 15 (<0.1) 18 (0.1) 33 (0.1)
Leading to Discontinuation from Pa%{ﬁ@lpatlon in 0 0 0
the Study <?
Severe E}§Q 28  (0.2) 71 (0.5) 99 (0.3)
3
N
\06
oL
o
co
(\\,
(2
o©

60
S
”<(\ A treatment-emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.7.3 exegﬁ
Summary of Unsolicited TEAE in Overall Stage QKX\
Safety Set ‘ <§f§
«\6
Placebo mRNA-1273 Jotal
(N=15166) (N=15185) ofN=30351)
n (%) n (%) 02 0 (8)
N
Unsolicited TEAEs Regardless of Relationship to ﬁ355
Study Vaccination ,* e
All 3888 (25.6) 405&«&&%.7) 7946 (26.2)
Serious 153 (1.0) k§ (1.0) 300 (1.0)
Fatal 6 (<0.1) . (\15 4 (<0.1) 10 (<0.1)
Medically-Attended 1958 (12.9\) 6&,\0 1745 (11.5) 3703 (12.2)
Leading to Discontinuation from Study Vaccine 93 Q§g}6) Q6; 59 (0.4) 152 (0.5)
Leading to Discontinuation from Participation in éﬁ .lé&%p 2 (<0.1) 5 (<0.1)
the Study €>ﬁ5 ,Cﬁ\
Severe o %g 21 8) 300 (2.0) 567 (1.9)
Unsolicited TEAEs Related to Study Vaccination <§X6)
All ° 702 (4.6) 1256 (8.3) 1958 (6.5)
Serious x&CSé 5 (<0.1) 7 (<0.1) 12 (<0.1)
Fatal & 0 0 0
Medically-Attended “ 88 (0.6) 143  (0.9) 231  (0.8)
Leading to Discontinuation from Study cine 16 (0.1) 18 (0.1) 34 (0.1)
Leading to Discontinuation from Pa%{ﬁ@lpation in 0 0 0
the Study QO
Severe E}§Q 30 (0.2) 73 (0.5) 103 (0.3)
3
N
\06
oL
o
co
(\\,
2
oo

S
”<(\ A treatment-emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
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ModernaTX, Inc. Page 1 of 2

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
\
Table 14.3.1.7.4 6(60
Summary of Unsolicited TEAE by Age Group up to 28 Days After Any Injection KX\
Safety Set <y505
-\6
Age Group: >=18 and <65 Years Qfﬁ
ol
Placebo mMRNA-1273 ‘CﬂVD Total
(N=11416) (N=11415) (\6\ (N=22831)
n (%) n (%) _JT n (%)
hd
Unsolicited TEAEs Regardless of Relationship to f&a
Study Vaccination e>
All 2463 (21 6) . 0%74 (23.4) 5137 (22.5)
Serious LD ’&"\O 54 (0.5) 100  (0.4)
Fatal 6@ Q\\ 1 (<0.1) 2 (<0.1)
Medically-Attended 105\15( 2@9 991  (8.7) 2042  (8.9)
Leading to Discontinuation from Study Vaccine D \ 37 (0.3) 99 (0.4)
Leading to Discontinuation from Participation in Gﬁf\ .éﬁfL 1 (<0.1) 1 (<0.1)
the Study <\
Severe ’0\)‘\0 132 (1.2) 156 (1.4) 288 (1.3)
Unsolicited TEAEs Related to Study Vaccination €§XCS§
All ¢ 526 (4.6) 938 (8.2) 1464 (6.4)
Serious ((\6 3 (<0.1) 4 (<0.1) 7 (<0.1)
Fatal 6(\\\ 0 0 0
Medically-Attended 68 (0.6) 110 (1.0) 178 (0.8)
Leading to Discontinuation fro %ﬁhdy Vaccine 10 (<0.1) 14 (0.1) 24 (0.1)
Leading to Discontinuation f@ﬁgp articipation in 0 0 0
the Study xO
Severe Q§5 19 (0.2) 49 (0.4) 68 (0.3)
oo
\06
oL
o
co
o
2
oo

<3§9)A treatment-emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
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ModernaTX, Inc. Page 2 of 2

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.7.4 6(60&
Summary of Unsolicited TEAE by Age Group up to 28 Days After Any Injection <5KX\
Safety Set .
Yy V5C&§>
Age Group: >=65 Years Qfﬁ
ol
Placebo mMRNA-1273 CﬂVD Total
(N=3750) (N=3770) oS (N=7520)
n (%) n (%) 45' n (%)

Unsolicited TEAEs Regardless of Relationship to 26Q4

Study Vaccination e>

All 814 (21 7) 2@58 (25.4) 1772 (23.6)

Serious . ’&"\O 39 (1.0) 82 (1.1)

Fatal (?1) % 1 (<0.1) 3 (<0.1)

Medically-Attended 416(¢l Q 381 (10.1) 795 (10.6)

Leading to Discontinuation from Study Vaccine 13 (0.3) 31 (0.4)

Leading to Discontinuation from Participation in é;&% <0. l) 1 (<0.1) 3 (<0.1)

the Study

Severe 6’&\0 70 (1.9) 78 (2.1) 148  (2.0)
Unsolicited TEAEs Related to Study Vaccination €§XCS§

All ¢ 160 (4.3) 304 (8.1) 464 (6.2)

Serious (C&> 1 (<0.1) 2 (<0.1) 3 (<0.1)

Fatal 6(\\\ 0 0 0

Medically-Attended 15 (0.4) 30 (0.8) 45  (0.06)

Leading to Discontinuation fro %ﬁhdy Vaccine 5 (0.1) 4 (0.1) 9 (0.1)

Leading to Discontinuation f@ﬁgp articipation in 0 0 0

the Study xO
Severe Q§5 9 (0.2) 22 (0.6) 31  (0.4)
oo
\06
oL
o
co
(\\,
S
o

60

S
”<(\ A treatment-emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
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ModernaTX, Inc. Page 1 of 49

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.1 (Qgﬁ
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
A
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
\\J
Number of Subjects Reporting Unsolicited Adverse 3277 (21.6) 3632 (23'9Lﬁ$a§ 6909 (22.8)
Events \xe
28
Number of Unsolicited Adverse Events 6085 6 ®~ 12883
Infections and infestations 734 (4.8)\) K}ﬁﬁ\ 611 (4.0) 1345 (4.4)
Urinary tract infection 101 Qoa \‘\C 83 (0.5) 184 (0.6)
Sinusitis 3§(0 .2,§QQ 54 (0.4) 86 (0.3)
Upper respiratory tract infection a9 (005 49  (0.3) 123 (0.4)
Viral infection €§0351292$' .2) 25  (0.2) 54 (0.2)
COVID-19 ng@ (0.8) 24  (0.2) 149 (0.5)
Rhinovirus infection 0“0 15 (<0.1) 20 (0.1) 35 (0.1)
Herpes zoster ° 13 (<0.1) 19 (0.1) 32 (0.1)
Tooth infection ‘\(\q 13 (<0.1) 19 (0.1) 32 (0.1)
Tooth abscess {Vfa 22 (0.1) 18 (0.1) 40  (0.1)
Gastroenteritis <Q@> 16 (0.1) 17  (0.1) 33 (0.1)
Ear infection (\\\ 10 (<0.1) 16 (0.1) 26 (<0.1)
Pharyngitis ("O 20 (0.1) 16 (0.1) 36 (0.1)
Conjunctivitis <§) 9 (<0.1) 13 (<0.1) 22 (<0.1)
Cellulitis 6\>Q 12 (<0.1) 12 (<0.1) 24 (<0.1)
Pharyngitis streptococcaL‘Q 17 (0.1) 12 (<0.1) 29 (<0.1)
Gingivitis e 4 (<0.1) 10 (<0.1) 14 (<0.1)
Oral herpes oo 6 (<0.1) 10 (<0.1) 16 (<0.1)
Hordeolum o 9 (<0.1) 8 (<0.1) 17 (<0.1)
Viral upper €éﬁfiratory tract infection 11 (<0.1) 8 (<0.1) 19 (<0.1)
)
(\\,
«©
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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ModernaTX, Inc. Page 2 of 49

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 (€§3
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Infections and infestations (Cont.) ﬁsfb
Diverticulitis 8 (<0.1) 7 K%ﬁ 15 (<0.1)
Herpes simplex 3 (<0.1) é@@‘).l) 10 (<0.1)
Localised infection 8 (<0.1) (<0.1) 15 (<0.1)
Otitis media 7 (<0.1) . A0 7 (<0.1) 14 (<0.1)
Pneumonia 8 (<0.13\ ,&x,\o 7 (<0.1) 15 (<0.1)
Bacterial vaginosis 5 ésgbl) Q6; 6 (<0.1) 11 (<0.1)
Enterovirus infection < . Qﬁp 6 (<0.1) 7 (<0.1)
Folliculitis 2 4@01? 6 (<0.1) 12 (<0.1)
Fungal infection ¢ ,é@‘&o.l) 6 (<0.1) 12 (<0.1)
Otitis externa cﬁi (<0.1) 6 (<0.1) 17 (<0.1)
Paronychia 0&\0 4 (<0.1) 6 (<0.1) 10 (<0.1)
Acute sinusitis ) (5?5 4 (<0.1) 5 (<0.1) 9 (<0.1)
Onychomycosis e’ﬂ'\(\ 1 (<0.1) 5 (<0.1) 6 (<0.1)
Respiratory tract infection €%~ 4 (<0.1) 5 (<0.1) 9 (<0.1)
Vulvovaginal candidiasis «\6 3 (<0.1) 5 (<0.1) 8 (<0.1)
Vulvovaginal mycotic infection 2;(4 13 (<0.1) 5 (<0.1) 18 (<0.1)
Asymptomatic COVID-19 (Q 3 (<0.1) 4 (<0.1) 7 (<0.1)
Bronchitis QO 6 (<0.1) 4 (<0.1) 10 (<0.1)
Skin infection 6\>Q 3 (<0.1) 4 (<0.1) 7 (<0.1)
Staphylococcal infectio€>x5) 1 (<0.1) 4 (<0.1) 5 (<0.1)
Subcutaneous abscess eﬁ; 1 (<0.1) 4 (<0.1) 5 (<0.1)
Suspected COVID—l%\) 10 (<0.1) 4 (<0.1) 14 (<0.1)
Abscess limb 1 (<0.1) 3 (<0.1) 4 (<0.1)
Clostridium.@Fficile infection 0 3 (<0.1) 3 (<0.1)
)
(\\,
(2

o
AQ
\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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ModernaTX, Inc. Page 3 of 49

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 (Géb
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Infections and infestations (Cont.) ﬁsfb
Cystitis 6 (<0.1) 3 K%ﬁ 9 (<0.1)
Furuncle 0 é«&ﬂ).l) 3 (<0.1)
Helicobacter infection 2 (<0.1) QO (<0.1) 5 (<0.1)
Impetigo 0 ) (\6 3 (<0.1) 3 (<0.1)
Injection site cellulitis 0 oo ,&x,\o 3 (<0.1) 3 (<0.1)
Laryngitis 2 (@g@l) \\C 3 (<0.1) 5 (<0.1)
Respiratory tract infection viral \¢ . Qﬁp 3 (<0.1) 9 (<0.1)
Rhinitis 2 4@01? 3 (<0.1) 11 (<0.1)
Chlamydial infection e . 2 (<0.1) 2 (<0.1)
Chronic sinusitis 0(\ (<0.1) 2 (<0.1) 3 (<0.1)
Gonorrhoea Qﬁx\ 1 (<0.1) 2 (<0.1) 3 (<0.1)
Kidney infection ) qa 1 (<0.1) 2 (<0.1) 3 (<0.1)
Lyme disease é"\(\ 0 2 (<0.1) 2 (<0.1)
Nasopharyngitis & 8 (<0.1) 2 (<0.1) 10 (<0.1)
Oral candidiasis (C&> 2 (<0.1) 2 (<0.1) 4 (<0.1)
Otitis media acute 2;(4 3 (<0.1) 2 (<0.1) 5 (<0.1)
Soft tissue infection {g 1 (<0.1) 2 (<0.1) 3 (<0.1)
Staphylococcal skin infection QfD 2 (<0.1) 2 (<0.1) 4 (<0.1)
Tinea pedis 6\>Q 4 (<0.1) 2 (<0.1) 6 (<0.1)
Tonsillitis ’('0 9 (<0.1) 2 (<0.1) 11 (<0.1)
Viral rhinitis 666 1 (<0.1) 2 (<0.1) 3 (<0.1)
Abscess e\) 0 1 (<0.1) 1 (<0.1)
Abscess jaw &‘O 0 1 (<0.1) 1 (<0.1)
Appendicitia(\o 3 (<0.1) 1 (<0.1) 4 (<0.1)
co
(\\,
«©
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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ModernaTX, Inc.

Page 4 of 49

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 Qﬂqﬁ)
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Infections and infestations (Cont.) ﬁsfb
Bacterial infection 0 1 (<Q{f3 1 (<0.1)
Body tinea 1 (<0.1) é@@‘).l) 2 (<0.1)
Candida infection 2 (<0.1) QO (<0.1) 3 (<0.1)
Cat scratch disease 0 . (\15 1 (<0.1) 1 (<0.1)
Catheter site infection 0 €>> 25§3 1 (<0.1) 1 (<0.1)
Clostridium difficile colitis 0 a0 N 1 (<0.1) 1 (<0.1)
Conjunctivitis bacterial (Qé% lé&%p 1 (<0.1) 2 (<0.1)
Dermatophytosis of nail 6‘6 O 1 (<0.1) 1 (<0.1)
Epididymitis o0 2%%0.1) 1 (<0.1) 2 (<0.1)
Eye infection oM3 (<0.1) 1 (<0.1) 4 (<0.1)
Gastroenteritis viral Qﬁx\ 8 (<0.1) 1 (<0.1) 9 (<0.1)
Genital herpes ) (3 2 (<0.1) 1 (<0.1) 3 (<0.1)
Hepatitis A e,‘—\(\ 0 1 (<0.1) 1 (<0.1)
Infected bite & 1 (<0.1) 1 (<0.1) 2 (<0.1)
Infected cyst (C&> 0 1 (<0.1) 1 (<0.1)
Infected dermal cyst 2;(4 0 1 (<0.1) 1 (<0.1)
Injection site infection {g 0 1 (<0.1) 1 (<0.1)
Joint abscess <§3 0 1 (<0.1) 1 (<0.1)
Large intestine infection 6\>Q 0 1 (<0.1) 1 (<0.1)
Laryngitis viral xO 0 1 (<0.1) 1 (<0.1)
Latent tuberculosis eﬁﬁs 1 (<0.1) 1 (<0.1) 2 (<0.1)
Nail infection 0 1 (<0.1) 1 (<0.1)
Osteomyelitis 1 (<0.1) 1 (<0.1) 2 (<0.1)
Parainfluega virus infection 0 1 (<0.1) 1 (<0.1)
co
(\\,
«©
o

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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ModernaTX, Inc. Page 5 of 49

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 (€§3
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Infections and infestations (Cont.) ﬁsfb
Parotitis 0 1 K%ﬁ 1 (<0.1)
Periodontitis 0 é«&ﬂ).l) 1 (<0.1)
Pharyngitis bacterial 0 (<0.1) 1 (<0.1)
Pneumonia staphylococcal 0 . A0 1 (<0.1) 1 (<0.1)
Proctitis chlamydial 0 O ,&x,\o 1 (<0.1) 1 (<0.1)
Pyelonephritis acute 1 ( 1) Q6; 1 (<0.1) 2 (<0.1)
Rash pustular §(0 6QQ 1 (<0.1) 1 (<0.1)
Rocky mountain spotted fever €>ﬁ5 ‘Cﬁ\ 1 (<0.1) 1 (<0.1)
Sepsis o ,%&Xo.l) 1 (<0.1) 2 (<0.1)
Sexually transmitted disease Cﬁ\ 1 (<0.1) 1 (<0.1)
Sialoadenitis G 2 (<0.1) 1 (<0.1) 3 (<0.1)
Toxic shock syndrome ) (5?5 0 1 (<0.1) 1 (<0.1)
Upper respiratory tract infection bacterial €§y3 0 1 (<0.1) 1 (<0.1)
Urinary tract infection bacterial < 0 1 (<0.1) 1 (<0.1)
Urosepsis (C&> 0 1 (<0.1) 1 (<0.1)
Uterine infection 6(\\\ 0 1 (<0.1) 1 (<0.1)
Vaginal infection {Q 0 1 (<0.1) 1 (<0.1)
Viral pharyngitis QO 1 (<0.1) 1 (<0.1) 2 (<0.1)
Wound infection E}yo 3 (<0.1) 1 (<0.1) 4 (<0.1)
Bacterial vulvovaginitia»@ 1 (<0.1) 0 1 (<0.1)
Blastocystis infectiqga 1 (<0.1) 0 1 (<0.1)
Breast abscess \O) 2 (<0.1) 0 2 (<0.1)
Breast cellulig} 1 (<0.1) 0 1 (<0.1)
Bullous imp&t\%o 1 (<0.1) 0 1 (<0.1)
co
(\\,
2
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.1
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injectloré’(,\(\
Safety Set O<\
X\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) O§N=30351)
Preferred Term n (%) n (%) .(\(\6 n (%)
N
Infections and infestations (Cont.) *\'6
COVID-19 pneumonia 1 (<0.1) 0 | e 1 (<0.1)
Campylobacter infection 1 (<0.1) %60 1 (<0.1)
Corneal infection 1 (<0.1) QO 1 (<0.1)
Denture stomatitis 1 (<0.1) (\6 0 1 (<0.1)
Fungal skin infection 1 (<0. lé/\) 6\,\0 0 1 (<0.1)
Gardnerella infection 1 Qj%@ \\ 0 1 (<0.1)
Gastrointestinal viral infection \]B( QQ 0 1 (<0.1)
Genital herpes simplex 1? 0 1 (<0.1)
Herpes virus infection 6 O 0 1 (<0.1)
Influenza (<O.l) 0 1 (<0.1)
Labyrinthitis 1 (<0.1) 0 1 (<0.1)
Mastoiditis ‘ ()6 1 (<0.1) 0 1 (<0.1)
Nasal abscess e‘\(\ 1 (<0.1) 0 1 (<0.1)
Ophthalmic herpes zoster (\ls 1 (<0.1) 0 1 (<0.1)
Pelvic abscess ((\6 1 (<0.1) 0 1 (<0.1)
Post procedural infection 6(\\\ 1 (<0.1) 0 1 (<0.1)
Postoperative wound infection (‘(' 1 (<0.1) 0 1 (<0.1)
Pustule Q 1 (<0.1) 0 1 (<0.1)
Root canal infection 6\>Q 1 (<0.1) 0 1 (<0.1)
Septic shock xO 1 (<0.1) 0 1 (<0.1)
Sinusitis bacterial ed 1 (<0.1) 0 1 (<0.1)
Skin bacterial in %on 2 (<0.1) 0 2 (<0.1)
Skin candida 1 (<0.1) 0 1 (<0.1)
Streptococc&(\gep31s 1 (<0.1) 0 1 (<0.1)
‘C
QO
(2
\><<\

\gytreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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ModernaTX, Inc. Page 7 of 49

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 €X€§)
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Infections and infestations (Cont.) ﬁsfb
Syphilis 1 (<0.1) 0 \\e 1 (<0.1)
Tinea cruris 1 (<0.1) %60 1 (<0.1)
Tinea infection 1 (<0.1) QO 1 (<0.1)
Tinea versicolour 1 (<0.1) . (\6 0 1 (<0.1)
Varicella zoster virus infection 1 (<%§%») ‘C2§§3 0 1 (<0.1)
: \
Neoplasms benign, malignant and unspecified (incl QSXCQ%.3é§&§ 48  (0.3) 86 (0.3)
cysts and polyps) ey . Q0
Basal cell carcinoma €§f65 1 Vk 1) 7 (<0.1) 20 (<0.1)
Squamous cell carcinoma Cﬁ\ (<0.1) 4 (<0.1) 10 (<0.1)
Melanocytic naevus Qﬁx\ 0 3 (<0.1) 3 (<0.1)
Lipoma 1 (<0.1) 2 (<0.1) 3 (<0.1)
Malignant melanoma ‘SCSé 2 (<0.1) 2 (<0.1) 4 (<0.1)
Prostate cancer {%ﬁa 3 (<0.1) 2 (<0.1) 5 (<0.1)
Uterine leiomyoma (C&> 0 2 (<0.1) 2 (<0.1)
Angiolipoma <Q4 0 1 (<0.1) 1 (<0.1)
Benign hepatic neoplasm <§?> 0 1 (<0.1) 1 (<0.1)
Benign neoplasm of thyroid glaQ§QO 0 1 (<0.1) 1 (<0.1)
Breast neoplasm €>> 0 1 (<0.1) 1 (<0.1)
Chronic lymphocytic leu agﬁﬁa 0 1 (<0.1) 1 (<0.1)
Chronic myelomonocytigaé&ukaemia 0 1 (<0.1) 1 (<0.1)
Colorectal cancer _ \) 0 1 (<0.1) 1 (<0.1)
Cutaneous lymp%}&e 0 1 (<0.1) 1 (<0.1)
Haemangioma o liver 1 (<0.1) 1 (<0.1) 2 (<0.1)
20
C
(\\,

S
00\)(0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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ModernaTX, Inc. Page 8 of 49
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.8.1
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injectioré’(,\(\

Safety Set ‘ ’<'\O<\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) O§N=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Neoplasms benign, malignant and unspecified (incl *\'6
cysts and polyps) (Cont.) \x e
Invasive lobular breast carcinoma 0 é«&ﬂ).u 1 (<0.1)
Keratoacanthoma 0 (<0.1) 1 (<0.1)
Lip squamous cell carcinoma 0 . (\6 1 (<0.1) 1 (<0.1)
Lipoma of breast 0 e\) 6\,\0 1 (<0.1) 1 (<0.1)
Lung cancer metastatic 0 Qa‘ \'\C 1 (<0.1) 1 (<0.1)
Malignant melanoma in situ %(O QQQ 1 (<0.1) 1 (<0.1)
Meningioma benign 6‘6 .O(\ 1 (<0.1) 1 (<0.1)
Nasopharyngeal neoplasm benign e('(\ . \& 1 (<0.1) 1 (<0.1)
Neoplasm malignant o 1 (<0.1) 1 (<0.1)
Papillary thyroid cancer \)K'\(\ 0 1 (<0.1) 1 (<0.1)
Pelvic neoplasm ‘ Q’O 0 1 (<0.1) 1 (<0.1)
Plasma cell myeloma é"\(\ 0 1 (<0.1) 1 (<0.1)
Rectal cancer (\ls 0 1 (<0.1) 1 (<0.1)
Renal cancer ((\6 0 1 (<0.1) 1 (<0.1)
Skin cancer 6(\\\ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Skin papilloma (‘(, 0 1 (<0.1) 1 (<0.1)
Squamous cell carcinoma of skileO 2 (<0.1) 1 (<0.1) 3 (<0.1)
Thyroid cancer metastatic 6\) 0 1 (<0.1) 1 (<0.1)
Benign neoplasm of skin, xO 1 (<0.1) 0 1 (<0.1)
Bladder neoplasm 566 1 (<0.1) 0 1 (<0.1)
Breast cancer e\) 1 (<0.1) 0 1 (<0.1)
Breast cancer s{.@e I 1 (<0.1) 0 1 (<0.1)
Chondromato& 1 (<0.1) 0 1 (<0.1)
co
(\\,
«©
o

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
’(\0 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.1
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injectloré’(,\(\
Safety Set O<\
X\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) O§N=30351)
Preferred Term n (%) n (%) .(\(\6 n (%)
N
Neoplasms benign, malignant and unspecified (incl *\'6
cysts and polyps) (Cont.) \x e
Hepatic cancer 1 (<0.1) %60 1 (<0.1)
Intraductal proliferative breast lesion 1 (<0.1) 1 (<0.1)
Prolactin-producing pituitary tumour 1 (<0.1) QO 0 1 (<0.1)
Prostate cancer metastatic 1 (<O.1é/\) 6\,\0 0 1 (<0.1)
Thyroid cancer 1 Q\\C 0 1 (<0.1)
Blood and lymphatic system disorders \518(\6?9 154 (1.0) 243 (0.8)
Lymphadenopathy é@ 129 (0.8) 203 (0.7)
Anaemia 0(\ (<o 1) 10 (<0.1) 11 (<0.1)
Lymphadenitis 1) 8 (<0.1) 11 (<0.1)
Lymph node pain ’O 5 (<o.1) 3 (<0.1) 8 (<0.1)
Thrombocytopenia »{_\(\q 0 2 (<0.1) 2 (<0.1)
Blood loss anaemia (\(se 0 1 (<0.1) 1 (<0.1)
Iron deficiency anaemia «\6 5 (<0.1) 1 (<0.1) 6 (<0.1)
Leukocytosis o 1 (<0.1) 1 (<0.1) 2 (<0.1)
Splenomegaly ("O 0 1 (<0.1) 1 (<0.1)
Increased tendency to bruise \)QQO 1 (<0.1) 0 1 (<0.1)
Immune system disorders ‘06 43 (0.3) 28 (0.2) 71 (0.2)
Seasonal allergy e 28 (0.2) 19 (0.1) 47 (0.2)
Hypersen51t1v1ty \)6 3 (<0.1) 5 (<0.1) 8 (<0.1)
Allergy to art%i d bite 1 (<0.1) 1 (<0.1) 2 (<0.1)
Drug hyperse?\ﬁ ivity 4 (<0.1) 1 (<0.1) 5 (<0.1)
‘(;a
e
\><<\

@0&

\gytreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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ModernaTX, Inc. Page 10 of 49

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.1 (Qgﬁ
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
A
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Immune system disorders (Cont.) ﬁsfb
Food allergy 1 (<0.1) 1 K%ﬁ 2 (<0.1)
Type IV hypersensitivity reaction 0 é«&ﬂ).n 1 (<0.1)
Allergy to chemicals 1 (<0.1) 1 (<0.1)
Allergy to metals 1 (<0.1) . (\15 0 1 (<0.1)
Allergy to plants 1 (<0. %») 25§3 0 1 (<0.1)
Anaphylactic reaction ng} V6; 0 1 (<0.1)
Serum sickness <? 0 1 (<0.1)
Smoke sensitivity fa 0 1 (<0.1)
. . ef(\ %’0
Endocrine disorders Cﬁi (<0.1) 7 (<0.1) 17 (<0.1)
Hypothyroidism \>’Q<\ 6 (<0.1) 6 (<0.1) 12 (<0.1)
Thyroid cyst 0 1 (<0.1) 1 (<0.1)
Androgen deficiency »{_\(\q 1 (<0.1) 0 1 (<0.1)
Goitre & 1 (<0.1) 0 1 (<0.1)
Hypogonadism «\3 1 (<0.1) 0 1 (<0.1)
Oestrogen deficiency 2;(4 1 (<0.1) 0 1 (<0.1)
Metabolism and nutrition dlsordeIQQC§" 80 (0.5) 80 (0.5) 160 (0.5)
Hyperlipidaemia 6 12 (<0.1) 16 (0.1) 28 (<0.1)
Type 2 diabetes mellitus ‘5) 3 (<0.1) 11 (<0.1) 14 (<0.1)
Decreased appetite e 7 (<0.1) 10 (<0.1) 17 (<0.1)
Dehydration N 4 (<0.1) 7 (<0.1) 11 (<0.1)
Hypercholester%i ia 13 (<0.1) 7 (<0.1) 20 (<0.1)
Vitamin D de ency 9 (<0.1) 7 (<0.1) 16 (<0.1)
cﬁ§
(\\,
(2
\><<\

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.1 (Qgﬁ
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Metabolism and nutrition disorders (Cont.) ﬁsfb
Diabetes mellitus 2 (<0.1) 3 K%ﬁ 5 (<0.1)
Gout 7 (<0.1) é@@‘].l) 10 (<0.1)
Hyperglycaemia 3 (<0.1) QO (<0.1) 6 (<0.1)
Hypertriglyceridaemia 0 . (\15 3 (<0.1) 3 (<0.1)
Abnormal loss of weight 0 €>> 25§3 2 (<0.1) 2 (<0.1)
Glucose tolerance impaired 4 ésgbl) Q6; 2 (<0.1) 6 (<0.1)
Hyponatraemia < lé&%p 2 (<0.1) 4 (<0.1)
Diabetes mellitus inadequate control 2555 ‘“3 1 (<0.1) 1 (<0.1)
Food intolerance Ggf\ ,é?fL 1 (<0.1) 1 (<0.1)
Gluten sensitivity Cﬁ\ 1 (<0.1) 1 (<0.1)
Hypocalcaemia Qﬁx\ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Hypoglycaemia ) (5?5 2 (<0.1) 1 (<0.1) 3 (<0.1)
Hypokalaemia e‘—\(\ 2 (<0.1) 1 (<0.1) 3 (<0.1)
Insulin resistance {%» 0 1 (<0.1) 1 (<0.1)
Iron deficiency ((\6 2 (<0.1) 1 (<0.1) 3 (<0.1)
Magnesium deficiency 2;(4 0 1 (<0.1) 1 (<0.1)
Vitamin B12 deficiency (‘(, 1 (<0.1) 1 (<0.1) 2 (<0.1)
Abnormal weight gain QO 1 (<0.1) 0 1 (<0.1)
Calcium deficiency 6\>Q 1 (<0.1) 0 1 (<0.1)
Dyslipidaemia xO 3 (<0.1) 0 3 (<0.1)
Folate deficiency eﬁﬁs 1 (<0.1) 0 1 (<0.1)
Hyperkalaemia O 1 (<0.1) 0 1 (<0.1)
Hyperuricaemia 1 (<0.1) 0 1 (<0.1)
Increased<¥{ ite 1 (<0.1) 0 1 (<0.1)
co
(\\,
«©
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.1 (Qgﬁ
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Metabolism and nutrition disorders (Cont.) ﬁsfb
Metabolic acidosis 1 (<0.1) 0 * () 1 (<0.1)
Obesity 1 (<0.1) %60 1 (<0.1)
i i <0. <0.
Polydipsia 1 (<0.1) (\iﬁs 1 (<0.1)
Psychiatric disorders %?& 25§3 104 (0.7) 178 (0.6)
Anxiety 2 30 (0.2) 55  (0.2)
Depression §g§L§Q 27 (0.2) 43 (0.1)
Insomnia -i?\ 17 (0.1) 31 (0.1)
Abnormal dreams %’b‘“ 5 (<0.1) 6 (<0.1)
Sleep disorder Cﬁ 5 (<0.1) 5 (<0.1)
Attention deficit hyperactivity disorder \y&\ 5 (<0.1) 4 (<0.1) 9 (<0.1)
Nightmare ° 1 (<0.1) 3 (<0.1) 4 (<0.1)
Bipolar disorder ‘SCSé 3 (<0.1) 2 (<0.1) 5 (<0.1)
Adjustment disorder with depressed mood {Vﬁa 1 (<0.1) 1 (<0.1) 2 (<0.1)
Affect lability «\’5 0 1 (<0.1) 1 (<0.1)
Alcohol withdrawal syndrome o 0 1 (<0.1) 1 (<0.1)
Anxiety disorder ("O 0 1 (<0.1) 1 (<0.1)
Bruxism QO 0 1 (<0.1) 1 (<0.1)
Claustrophobia 6\>Q 0 1 (<0.1) 1 (<0.1)
Completed suicide ‘53 0 1 (<0.1) 1 (<0.1)
Depressed mood G§§ 0 1 (<0.1) 1 (<0.1)
Drug use disorder \§5 0 1 (<0.1) 1 (<0.1)
Hallucination ‘0 0 1 (<0.1) 1 (<0.1)
Libido decr&g@‘a 0 1 (<0.1) 1 (<0.1)
co
(\\,
(2
\><<\

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.1
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) -n&ﬁa n (%)
SN
Psychiatric disorders (Cont.) #Sffa
Major depression 2 (<0.1) 1 (<Q{f3 3 (<0.1)
Panic attack 3 (<0.1) é/&ﬂ).l) 4 (<0.1)
Post-traumatic stress disorder 1 (<0.1) (<0.1) 2 (<0.1)
Schizoaffective disorder 0 R4 1 (<0.1) 1 (<0.1)
Stress 1 (<0.1\ ,&x,\o 1 (<0.1) 2 (<0.1)
Substance abuse 0 > \ 1 (<0.1) 1 (<0.1)
Suicidal ideation (@2). QQ 1 (<0.1) 2 (<0.1)
Alcohol abuse 2 4@01? 0 1 (<0.1)
Confusional state Ggf\ . 2&&0.1) 0 1 (<0.1)
Generalised anxiety disorder cﬁ\ (<0.1) 0 2 (<0.1)
Mental fatigue 0&\0 1 (<0.1) 0 1 (<0.1)
Mental status changes ) (5?5 2 (<0.1) 0 2 (<0.1)
Persistent depressive disorder G;ya 1 (<0.1) 0 1 (<0.1)
Psychotic disorder & 1 (<0.1) 0 1 (<0.1)
Seasonal affective disorder \‘<C&> 1 (<0.1) 0 1 (<0.1)
Nervous system disorders €£?§3 622 (4.1) 684 (4.5) 1306 (4.3)
Headache QO 458  (3.0) 466 (3.1) 924  (3.0)
Dizziness E}§Q 51 (0.3) 66 (0.4) 117 (0.4)
Paraesthesia ‘53 24 (0.2) 28 (0.2) 52 (0.2)
Sinus headache ed 6 (<0.1) 13 (<0.1) 19 (<0.1)
Dysgeusia \§5 6 (<0.1) 12 (<0.1) 18 (<0.1)
Sciatica ‘\06 9 (<0.1) 12 (<0.1) 21 (<0.1)
Syncope O 14 (<0.1) 12 (<0.1) 26 (<0.1)
20
C
(\\,
(2
o
A0

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.1 (Qgﬁ
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Nervous system disorders (Cont.) ﬁsfb
Hypoaesthesia 7 (<0.1) 11 K%ﬁ 18 (<0.1)
Migraine 18 (0.1) lé/&@‘).l) 29 (<0.1)
Ageusia 7 (<0.1) (<0.1) 17 (<0.1)
Tension headache 3 (<0.1) . A0 7 (<0.1) 10 (<0.1)
Anosmia 6 (<0.13\ ,&x,\o 6 (<0.1) 12 (<0.1)
Hyperaesthesia 0 o Q6; 6 (<0.1) 6 (<0.1)
Presyncope (Qé%. Qﬁp 6 (<0.1) 18 (<0.1)
Carpal tunnel syndrome €>ﬁ5 Qﬁ%}%? 4 (<0.1) 8 (<0.1)
Cervical radiculopathy ¢ S 4 (<0.1) 4 (<0.1)
Disturbance in attention Cﬁ\ (<0.1) 4 (<0.1) 5 (<0.1)
Cerebrovascular accident \953 0 3 (<0.1) 3 (<0.1)
Mental impairment ) q 0 3 (<0.1) 3 (<0.1)
Burning sensation e‘\(\ 0 2 (<0.1) 2 (<0.1)
Nerve compression & 1 (<0.1) 2 (<0.1) 3 (<0.1)
Neuropathy peripheral (C&> 0 2 (<0.1) 2 (<0.1)
Peripheral sensory neuropathy 2;(4 0 2 (<0.1) 2 (<0.1)
Seizure (‘(, 1 (<0.1) 2 (<0.1) 3 (<0.1)
Somnolence QO 1 (<0.1) 2 (<0.1) 3 (<0.1)
Transient ischaemic attack e}ﬁg 0 2 (<0.1) 2 (<0.1)
Amnesia xO 1 (<0.1) 1 (<0.1) 2 (<0.1)
Aura ed 0 1 (<0.1) 1 (<0.1)
Autonomic nervousqugéem imbalance 0 1 (<0.1) 1 (<0.1)
Balance disorder 1 (<0.1) 1 (<0.1) 2 (<0.1)
Carotid argsfé)stenosis 0 1 (<0.1) 1 (<0.1)
co
(\\,
2
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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ModernaTX, Inc. Page 15 of 49
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 eﬂ€§)
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) ‘nxf5 n (%)
N
Nervous system disorders (Cont.) ﬁsfb
Cerebral small vessel ischaemic disease 0 1 (<Q{f3 1 (<0.1)
Cubital tunnel syndrome 0 é«&ﬂ).n 1 (<0.1)
Diabetic neuropathy 0 QO (<0.1) 1 (<0.1)
Dizziness postural 0 . (\6 1 (<0.1) 1 (<0.1)
Embolic stroke 0 oo ,&x,\o 1 (<0.1) 1 (<0.1)
Essential tremor 0 ~AD* \C 1 (<0.1) 1 (<0.1)
Facial paralysis (Qé%. Qﬁp 1 (<0.1) 2 (<0.1)
Hyposmia 6‘6 (@(&? 1 (<0.1) 2 (<0.1)
Idiopathic intracranial hypertension Ggf\ . & 1 (<0.1) 1 (<0.1)
Lethargy o 1 (<0.1) 1 (<0.1)
Memory impairment <§X\ 0 1 (<0.1) 1 (<0.1)
Migraine with aura ‘ Q’O 0 1 (<0.1) 1 (<0.1)
Migraine without aura e\'\(\ 0 1 (<0.1) 1 (<0.1)
Movement disorder {%» 0 1 (<0.1) 1 (<0.1)
Neuralgia ((\6 3 (<0.1) 1 (<0.1) 4 (<0.1)
Parosmia ,O(\\\ 2 (<0.1) 1 (<0.1) 3 (<0.1)
Piriformis syndrome (‘(, 0 1 (<0.1) 1 (<0.1)
Poor quality sleep <§3 0 1 (<0.1) 1 (<0.1)
Post herpetic neuralgia e}ﬁg 0 1 (<0.1) 1 (<0.1)
Post-traumatic headache ’('0 1 (<0.1) 1 (<0.1) 2 (<0.1)
Primary headache assq§esked with sexual activity 0 1 (<0.1) 1 (<0.1)
Small fibre neuro 0 1 (<0.1) 1 (<0.1)
Subarachnoid h rrhage 0 1 (<0.1) 1 (<0.1)
Tardive dys&(&sia 0 1 (<0.1) 1 (<0.1)
s
«®
o

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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ModernaTX, Inc. Page 16 of 49

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 €S€§)
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
A
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Nervous system disorders (Cont.) ﬁsfb
Taste disorder 2 (<0.1) 1 (<Q{f3 3 (<0.1)
Thoracic outlet syndrome 0 é«&ﬂ).n 1 (<0.1)
Toxic encephalopathy 0 QO (<0.1) 1 (<0.1)
Visual field defect 0 . A0 1 (<0.1) 1 (<0.1)
Aphasia 1 (<0.1\0 ,&x,\o 0 1 (<0.1)
Basal ganglia haemorrhage 1 (@3%61) \% 0 1 (<0.1)
Dementia < . Qﬁp 0 1 (<0.1)
Dysaesthesia €>f3 (?905? 0 3 (<0.1)
Dyskinesia o0 20, 1) 0 1 (<0.1)
Head discomfort (o) (<0.1) 0 1 (<0.1)
Horner's syndrome Qﬁx\ 1 (<0.1) 0 1 (<0.1)
Hypogeusia ‘ ()6 2 (<0.1) 0 2 (<0.1)
Ischaemic stroke G;ya 1 (<0.1) 0 1 (<0.1)
Lumbar radiculopathy €%~ 3 (<0.1) 0 3 (<0.1)
Muscle contractions involuntary (C&> 1 (<0.1) 0 1 (<0.1)
Restless legs syndrome 2;(4 1 (<0.1) 0 1 (<0.1)
Speech disorder {g 1 (<0.1) 0 1 (<0.1)
Tarsal tunnel syndrome QO 1 (<0.1) 0 1 (<0.1)
Tremor 6\>Q 1 (<0.1) 0 1 (<0.1)
xO
Eye disorders €§§ 52 (0.3) 51  (0.3) 103 (0.3)
Eye pruritus N 5 (<0.1) 7 (<0.1) 12 (<0.1)
Eye irritation Kfa 0 5 (<0.1) 5 (<0.1)
Conjunctivq&xﬂéemorrhage 1 (<0.1) 3 (<0.1) 4 (<0.1)
co
(\\,
2
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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ModernaTX, Inc. Page 17 of 49
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.1 exegﬁ
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) ‘nxf5 n (%)
SN
Eye disorders (Cont.) #nga
Vision blurred 3 (<0.1) 3 K%ﬁ 6 (<0.1)
Eye inflammation 0 é@@‘).l) 2 (<0.1)
Eye pain 1 (<0.1) QO (<0.1) 3 (<0.1)
Eye swelling 2 (<0.1) . (\6 2 (<0.1) 4 (<0.1)
Lacrimation increased 3 (<O.%») 25§3 2 (<0.1) 5 (<0.1)
Retinal detachment 2 &%&1) \% 2 (<0.1) 4 (<0.1)
Swelling of eyelid \¢ .%QQ 2 (<0.1) 3 (<0.1)
Visual impairment 6‘6 (@(.\l 2 (<0.1) 4 (<0.1)
Vitreous floaters eﬁa ,%?ﬁko.l) 2 (<0.1) 4 (<0.1)
Accommodation disorder cﬁ\ 1 (<0.1) 1 (<0.1)
Blepharitis 0&\0 2 (<0.1) 1 (<0.1) 3 (<0.1)
Blepharospasm ‘ Q’O 0 1 (<0.1) 1 (<0.1)
Blindness transient é"\(\ 0 1 (<0.1) 1 (<0.1)
Cataract ,b(\ls 1 (<0.1) 1 (<0.1) 2 (<0.1)
Conjunctival hyperaemia CQ 0 1 (<0.1) 1 (<0.1)
Conjunctivitis allergic 2;(4 2 (<0.1) 1 (<0.1) 3 (<0.1)
Dry age-related macular degenerati@@ 0 1 (<0.1) 1 (<0.1)
Dry eye QO 6 (<0.1) 1 (<0.1) 7 (<0.1)
Eye discharge 6\>Q 1 (<0.1) 1 (<0.1) 2 (<0.1)
Eye disorder xO 0 1 (<0.1) 1 (<0.1)
Eyelid cyst eﬁﬁs 0 1 (<0.1) 1 (<0.1)
Glaucoma e\) 1 (<0.1) 1 (<0.1) 2 (<0.1)
Iris disorder &‘O 0 1 (<0.1) 1 (<0.1)
Noninfectiwﬁ njunctivitis 0 1 (<0.1) 1 (<0.1)
co
(\\,
«©
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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Page 18 of 49
25N0V2020)

Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injectioré’(,\(\
Safety Set ‘ ’<'\O(\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) O§N=30351)
Preferred Term n (%) n (%) ,(\(\6 n (%)
SN
Eye disorders (Cont.) *\'6(\
Ocular hyperaemia 6 (<0.1) 1 (<Qxﬁ 7 (<0.1)
Photophobia 0 é«&@.l) 1 (<0.1)
Scleritis 0 QO (<0.1) 1 (<0.1)
Vitreous disorder 0 R4 1 (<0.1) 1 (<0.1)
Xerophthalmia 0 oo 6&,\0 1 (<0.1) 1 (<0.1)
Conjunctival irritation 1 (@3%61) \C 0 1 (<0.1)
Conjunctivochalasis < . QQ 0 1 (<0.1)
Dacryoadenitis acquired 3‘6 (@(.&? 0 1 (<0.1)
Dacryostenosis acquired e('(\ 6‘&0.1) 0 1 (<0.1)
Eyelid ptosis ofM (<0.1) 0 1 (<0.1)
Macular degeneration 0’(,\0 1 (<0.1) 0 1 (<0.1)
Macular hole ‘ Q’O 1 (<0.1) 0 1 (<0.1)
Ocular rosacea e‘\(\ 1 (<0.1) 0 1 (<0.1)
Periorbital oedema (\(~ 1 (<0.1) 0 1 (<0.1)
Periorbital pain «\6 1 (<0.1) 0 1 (<0.1)
Periorbital swelling 6(\\\ 2 (<0.1) 0 2 (<0.1)
Retinal haemorrhage (‘(, 1 (<0.1) 0 1 (<0.1)
Strabismus QO 1 (<0.1) 0 1 (<0.1)
Ulcerative keratitis 6\>Q 1 (<0.1) 0 1 (<0.1)
Visual acuity reduced xO 1 (<0.1) 0 1 (<0.1)
Vitreous detachment 566 1 (<0.1) 0 1 (<0.1)
Ear and labyrintb("@'%orders 70  (0.5) 60 (0.4) 130 (0.4)
Vertigo O 16 (0.1) 17  (0.1) 33 (0.1)
20
C
(\\,
«©
A0S

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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ModernaTX, Inc. Page 19 of 49

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 (Géb
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Inject1025KX\
Safety Set (§3
X\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Ear and labyrinth disorders (Cont.) ﬁsfb
Ear pain 16 (0.1) 13 K%ﬁ 29 (<0.1)
Tinnitus 11 (<0.1) %/&Q‘).l) 20 (<0.1)
Vertigo positional 1 (<0.1) QO (<0.1) 7 (<0.1)
Cerumen impaction 2 (<O.l) (\15 3 (<0.1) 5 (<0.1)
Ear canal erythema 3 (<0. 25§3 2 (<0.1) 5 (<0.1)
Ear discomfort an \% 2 (<0.1) 8 (<0.1)
Middle ear effusion §6 <? 2 (<0.1) 5 (<0.1)
Motion sickness 2 (<0.1) 2 (<0.1)
Otorrhoea (<\ %3 o 1) 2 (<0.1) 3 (<0.1)
Deafness neurosensory () 1 (<0.1) 1 (<0.1)
Deafness unilateral <§X\ 0 1 (<0.1) 1 (<0.1)
Ear congestion ) (3 3 (<0.1) 1 (<0.1) 4 (<0.1)
Eustachian tube dysfunction €§y3 1 (<0.1) 1 (<0.1) 2 (<0.1)
Meniere's disease <%~ 0 1 (<0.1) 1 (<0.1)
Deafness (C&> 1 (<0.1) 0 1 (<0.1)
Ear haemorrhage ,O(\\\ 1 (<0.1) 0 1 (<0.1)
Ear pruritus {Q 2 (<0.1) 0 2 (<0.1)
Excessive cerumen production O 1 (<0.1) 0 1 (<0.1)
Tympanic membrane hyperaemiaeﬂ%? 1 (<0.1) 0 1 (<0.1)
Tympanic membrane perfoaftﬁbn 5 (<0.1) 0 5 (<0.1)
Cardiac disorders \y;a 63 (0.4) 59 (0.4) 122 (0.4)
Bradycardia ‘0 18 (0.1) 12 (<0.1) 30 (<0.1)
Tachycardia (6) 10 (<0.1) 12 (<0.1) 22 (<0.1)
20
C
(\\,
(2
\><<\

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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ModernaTX, Inc. Page 20 of 49

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 €X€§)
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
SN
Cardiac disorders (Cont.) #Sffa
Atrial fibrillation 9 (<0.1) 9 K%ﬁ 18 (<0.1)
Palpitations 6 (<0.1) %6@9.1) 11 (<0.1)
Angina pectoris 2 (<0.1) QO (<0.1) 6 (<0.1)
Cardiac failure congestive 3 (<0.1) . (\15 4 (<0.1) 7 (<0.1)
Coronary artery disease 3 (<0 D) 25§3 3 (<0.1) 6 (<0.1)
Myocardial infarction 0 a2 A 3 (<0.1) 3 (<0.1)
Acute myocardial infarction (Qé%. Qﬁp 2 (<0.1) 3 (<0.1)
Arrhythmia 6‘6 (@(&? 2 (<0.1) 5 (<0.1)
Sinus tachycardia Ggf\ . & 2 (<0.1) 2 (<0.1)
Acute coronary syndrome Cﬁ\ 1 (<0.1) 1 (<0.1)
Acute left ventricular failure \953 1 (<0.1) 1 (<0.1) 2 (<0.1)
Cardiac failure ) (3 1 (<0.1) 1 (<0.1) 2 (<0.1)
Cardio-respiratory arrest G;ya 1 (<0.1) 1 (<0.1) 2 (<0.1)
Cardiomyopathy (\(~ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Coronary artery thrombosis (C&> 0 1 (<0.1) 1 (<0.1)
Ventricular extrasystoles 2;(4 1 (<0.1) 1 (<0.1) 2 (<0.1)
Atrial flutter (‘(' 1 (<0.1) 0 1 (<0.1)
Atrial tachycardia QO 1 (<0.1) 0 1 (<0.1)
Cardiac failure acute e}yg 1 (<0.1) 0 1 (<0.1)
Cardiac flutter xO 1 (<0.1) 0 1 (<0.1)
Extrasystoles eﬁﬁs 1 (<0.1) 0 1 (<0.1)
Pericarditis O 1 (<0.1) 0 1 (<0.1)
Ventricular fib@ﬁ%ation 1 (<0.1) 0 1 (<0.1)
O
co
(\\,
(2
o
A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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ModernaTX, Inc. Page 21 of 49

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.1 (Qgﬁ
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Inject1025KX\
Safety Set (§3
X\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) hx\ n (%)
Vascular disorders 152 (1.0) 163 (1. ],#ngﬁ 315 (1.0)
Hypertension 117 (0.8) 123 QX@ 240 (0.8)
Hot flush 6 (<0.1) é Q‘) 18 (<0.1)
Flushing 3 (<0.1) QO (<0.1) 10 (<0.1)
Hypertensive urgency 2 (<0.1) (\15 4 (<0.1) 6 (<0.1)
Systolic hypertension 4 (<0. \) 25§3 4 (<0.1) 8 (<0.1)
Haematoma an \% 3 (<0.1) 6 (<0.1)
Hypotension %6 <? 3 (<0.1) 5 (<0.1)
Orthostatic hypotension 2 (<0.1) 2 (<0.1)
A "\O
chenbach syndrome Ggf\ é?} 1 (<0.1) 1 (<0.1)
Aortic aneurysm 0(\ (<0.1) 1 (<0.1) 5 (<0.1)
Deep vein thrombosis \fL 2 (<0.1) 1 (<0.1) 3 (<0.1)
Essential hypertension ‘ Q’O 0 1 (<0.1) 1 (<0.1)
Peripheral artery occlusion €§y3 0 1 (<0.1) 1 (<0.1)
Peripheral coldness {%» 0 1 (<0.1) 1 (<0.1)
Accelerated hypertension (C&> 1 (<0.1) 0 1 (<0.1)
Aortic stenosis o 1 (<0.1) 0 1 (<0.1)
Blood pressure inadequately contro%iég 1 (<0.1) 0 1 (<0.1)
Fibromuscular dysplasia (? 1 (<0.1) 0 1 (<0.1)
Hypertensive emergency e}ﬁg 2 (<0.1) 0 2 (<0.1)
Peripheral vascular disqrd@r 1 (<0.1) 0 1 (<0.1)
Phlebitis 1 (<0.1) 0 1 (<0.1)
Thrombophlebitis pS?flc1al 1 (<0.1) 0 1 (<0.1)
Varicose vein 1 (<0.1) 0 1 (<0.1)
Vasodllataga 1 (<0.1) 0 1 (<0.1)
co
(\\,
(2
\><<\

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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ModernaTX, Inc. Page 22 of 49
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 Qﬂqﬁ)
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025xx\
Safety Set -(f§
A
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) CﬁN=30351)
Preferred Term n (%) n (%) ‘nxf5 n (%)
N
Respiratory, thoracic and mediastinal disorders 583 (3.8) 536 (3.5Lp65 1119 (3.7)
Cough 156 (1.0) 164 (;Xﬁ 320 (1.1)
Oropharyngeal pain 203 (1.3) 14é6ﬁ.0) 350 (1.2)
Nasal congestion 144 (0.9) k& (0.9) 282 (0.9)
Rhinorrhoea 136 (0.9) . <\?&3o (0.9) 266 (0.9)
Dyspnoea 38 (0.3 6&,\0 47  (0.3) 85  (0.3)
Tachypnoea 32 Sg}Z) ‘ﬁ; 32 (0.2) 04 (0.2)
Sinus congestion &gﬁo . Qﬁp 16 (0.1) 42 (0.1)
Throat irritation 22 4@(\% 16 (0.1) 29 (<0.1)
Epistaxis o ,%3‘&0.1) 14 (<0.1) 23 (<0.1)
Upper-airway cough syndrome cﬁi (<0.1) 13 (<0.1) 23 (<0.1)
Asthma G 11 (<0.1) 11 (<0.1) 22 (<0.1)
Respiratory tract congestion ) (5?5 9 (<0.1) 11 (<0.1) 20 (<0.1)
Sneezing e\_\(\ 9 (<0.1) 9 (<0.1) 18 (<0.1)
Rhinitis allergic {%» 10 (<0.1) 7 (<0.1) 17 (<0.1)
Chronic obstructive pulmonary disease (C&> 10 (<0.1) 6 (<0.1) 16 (<0.1)
Pharyngeal erythema 2;(4 4 (<0.1) 5 (<0.1) 9 (<0.1)
Productive cough {Q 7 (<0.1) 5 (<0.1) 12 (<0.1)
Dry throat QO 2 (<0.1) 4 (<0.1) 6 (<0.1)
Dysphonia 9\)9 8 (<0.1) 4 (<0.1) 12 (<0.1)
Paranasal sinus discomf%ﬁéD 3 (<0.1) 4 (<0.1) 7 (<0.1)
Dyspnoea exertional eﬁ; 1 (<0.1) 3 (<0.1) 4 (<0.1)
Pulmonary embolisné\) 3 (<0.1) 3 (<0.1) 6 (<0.1)
Sinus pain ‘\0 4 (<0.1) 3 (<0.1) 7 (<0.1)
Wheezing (\(\0 2 (<0.1) 3 (<0.1) 5 (<0.1)
°
C
(\\,
(2
o
A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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ModernaTX, Inc. Page 23 of 49

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.1 exegﬁ
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
A
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Respiratory, thoracic and mediastinal disorders ﬁ355
(Cont.) \xe
Allergic sinusitis 1 (<0.1) é@@‘).l) 3 (<0.1)
Bronchiectasis 0 QO (<0.1) 2 (<0.1)
Paranasal sinus hypersecretion 1 (<0.1) . (\15 2 (<0.1) 3 (<0.1)
Respiratory disorder 3 (<0 %») 25§3 2 (<0.1) 5 (<0.1)
Respiratory failure 0 a2 A 2 (<0.1) 2 (<0.1)
Acute respiratory failure (Qé% lé&%p 1 (<0.1) 2 (<0.1)
Atelectasis 6‘6 \O 1 (<0.1) 1 (<0.1)
Bronchospasm Ggf\ ,é?fL 1 (<0.1) 1 (<0.1)
Hypoxia o 1 (<0.1) 1 (<0.1)
Increased viscosity of upper respiratory secretion Qﬁx\ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Nasal discomfort ) (; 0 1 (<0.1) 1 (<0.1)
Nasal dryness é"\(\ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Nasal septum deviation & 1 (<0.1) 1 (<0.1) 2 (<0.1)
Oropharyngeal discomfort (C&> 2 (<0.1) 1 (<0.1) 3 (<0.1)
Pleurisy ,O(\\\ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Pleuritic pain (‘(' 5 (<0.1) 1 (<0.1) 6 (<0.1)
Respiratory symptom QO 2 (<0.1) 1 (<0.1) 3 (<0.1)
Sleep apnoea syndrome e}ﬁg 0 1 (<0.1) 1 (<0.1)
Sputum increased xO 0 1 (<0.1) 1 (<0.1)
Tonsillolith 666 3 (<0.1) 1 (<0.1) 4 (<0.1)
Vocal cord disord%\) 0 1 (<0.1) 1 (<0.1)
Emphysema O 1 (<0.1) 0 1 (<0.1)
Laryngeal oaq&\a 1 (<0.1) 0 1 (<0.1)
co
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\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 €S€§)
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
A
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) ‘nxf5 n (%)
N
Respiratory, thoracic and mediastinal disorders ﬁ355
(Cont.) \xe
Lower respiratory tract congestion 1 (<0.1) é&f&“ 1 (<0.1)
Painful respiration 1 (<0.1) QO 1 (<0.1)
Pharyngeal paraesthesia 1 (<0.1) . (\15 0 1 (<0.1)
Pleural effusion 4 (<0.13\ ,&x,\o 0 4 (<0.1)
Pneumonia aspiration 1 (@3%61) \% 0 1 (<0.1)
Pneumonitis %6 . Qﬁp 0 1 (<0.1)
Pulmonary congestion €>f3 (iﬁOi? 0 1 (<0.1)
Pulmonary fibrosis Ggf\ 2&&0.1) 0 1 (<0.1)
Pulmonary mass oM (<0.1) 0 1 (<0.1)
Rales G 1 (<0.) 0 1 (<0.1)
Rhinalgia ‘ ()6 1 (<0.1) 0 1 (<0.1)
Sinus polyp é‘—\(\ 1 (<0.1) 0 1 (<0.1)
Throat tightness & 1 (<0.1) 0 1 (<0.1)
Tonsillar exudate (C&> 1 (<0.1) 0 1 (<0.1)
Tonsillar hypertrophy 6(\\\ 1 (<0.1) 0 1 (<0.1)
Tonsillar inflammation O(‘(' 1 (<0.1) 0 1 (<0.1)
Gastrointestinal disorders exﬁya 440 (2.9) 478  (3.1) 918 (3.0)
Diarrhoea ‘0 162 (1.1) 189 (1.2) 351 (1.2)
Nausea ed 125 (0.8) 117 (0.8) 242 (0.8)
Vomiting \§5 38 (0.3) 42 (0.3) 80 (0.3)
Gastrooesophagg@X} eflux disease 13 (<0.1) 33 (0.2) 46 (0.2)
Toothache (6) 23 (0.2) 30 (0.2) 53 (0.2)
20
C
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o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.1 (Qgﬁ
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Gastrointestinal disorders (Cont.) ﬁsfb
Abdominal pain 18 (0.1) 20 (o\xﬁ 38 (0.1)
Dental caries 8 (<0.1) %«&&\9.1) 20 (<0.1)
Constipation 12 (<0.1) (<0.1) 23 (<0.1)
Abdominal pain upper 17 (0.1) QO (<0.1) 27 (<0.1)
Dyspepsia 15 (<0192 ,&x,\o 10 (<0.1) 25 (<0.1)
Food poisoning an \% 10 (<0.1) 18 (<0.1)
Abdominal discomfort <? 5 (<0.1) 13 (<0.1)
Abdominal pain lower 5 (<0.1) 12 (<0.1)
Colitis é?} ) 4 (<0.1) 7 (<0.1)
Gastric ulcer 0(\ (<0.1) 4 (<0.1) 6 (<0.1)
Haemorrhoids \>K> 2 (<0.1) 4 (<0.1) 6 (<0.1)
Inguinal hernia ) q 3 (<0.1) 4 (<0.1) 7 (<0.1)
Aphthous ulcer €§y3 3 (<0.1) 3 (<0.1) 6 (<0.1)
Haematochezia <V~ 0 3 (<0.1) 3 (<0.1)
Hiatus hernia (C&> 2 (<0.1) 3 (<0.1) 5 (<0.1)
Hyperaesthesia teeth 2;(4 2 (<0.1) 3 (<0.1) 5 (<0.1)
Umbilical hernia {Q 2 (<0.1) 3 (<0.1) 5 (<0.1)
Abdominal distension QO 2 (<0.1) 2 (<0.1) 4 (<0.1)
Anal fissure 6\>Q 0 2 (<0.1) 2 (<0.1)
Chapped lips xO 0 2 (<0.1) 2 (<0.1)
Dry mouth eﬁﬁs 3 (<0.1) 2 (<0.1) 5 (<0.1)
Hypoaesthesia ora]e\) 0 2 (<0.1) 2 (<0.1)
Lip swelling 2 (<0.1) 2 (<0.1) 4 (<0.1)
Mouth ulce%& 1 (<0.1) 2 (<0.1) 3 (<0.1)
co
(\\,
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ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.1 6(60&
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injectioré’(,\(\
Safety Set -O<\
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) O§N=30351)
Preferred Term n (%) n (%) .(\(\6 n (%)
N
Gastrointestinal disorders (Cont.) *\'6
Oesophagitis 0 2 KO\Xﬁ 2 (<0.1)
Paraesthesia oral 4 (<0.1) é/&ﬂ).l) 6 (<0.1)
Proctalgia 0 QO (<0.1) 2 (<0.1)
Stomatitis 1 (<0.1) . (\6 2 (<0.1) 3 (<0.1)
Swollen tongue 0 e\) 6\,\0 2 (<0.1) 2 (<0.1)
Tongue discolouration 0 Qa‘ \'\C 2 (<0.1) 2 (<0.1)
Abdominal hernia §(0 6QQ 1 (<0.1) 1 (<0.1)
Diabetic gastroparesis ‘6 ,O(\ 1 (<0.1) 1 (<0.1)
Diverticulum o 1 (<0.1) 1 (<0.1)
Diverticulum intestinal 0(\ 1 (<0.1) 1 (<0.1)
Duodenal ulcer 0 1 (<0.1) 1 (<0.1)
Enteritis ‘ Q’O 1 (<0.1) 1 (<0.1) 2 (<0.1)
Flatulence e‘\(\ 2 (<0.1) 1 (<0.1) 3 (<0.1)
Gastrointestinal disorder (\ls 0 1 (<0.1) 1 (<0.1)
Gastrointestinal haemorrhage ((\6 1 (<0.1) 1 (<0.1) 2 (<0.1)
Gingival bleeding 6(\\\ 0 1 (<0.1) 1 (<0.1)
Impaired gastric emptying (‘(' 1 (<0.1) 1 (<0.1) 2 (<0.1)
Irritable bowel syndrome QO 1 (<0.1) 1 (<0.1) 2 (<0.1)
Large intestine perforation 6\>Q 0 1 (<0.1) 1 (<0.1)
Large intestine polyp ’('0 3 (<0.1) 1 (<0.1) 4 (<0.1)
Oesophageal pain ed 0 1 (<0.1) 1 (<0.1)
Oesophageal ulcere\) 0 1 (<0.1) 1 (<0.1)
Pancreatitis 0 1 (<0.1) 1 (<0.1)
Pancreatiti&(&ute 0 1 (<0.1) 1 (<0.1)
co
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'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 (Géb
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Gastrointestinal disorders (Cont.) ﬁsfb
Peptic ulcer 0 1 (<Qxf$ 1 (<0.1)
Periodontal disease 0 é«&ﬂ).n 1 (<0.1)
Proctitis 0 (<0.1) 1 (<0.1)
Rectal haemorrhage 0 . (\15 1 (<0.1) 1 (<0.1)
Rectal prolapse 0 €>> 25§3 1 (<0.1) 1 (<0.1)
Salivary gland calculus 0 D Q6; 1 (<0.1) 1 (<0.1)
Salivary hypersecretion (Qé%. Qﬁp 1 (<0.1) 2 (<0.1)
Small intestinal obstruction €>f3 (iﬁOi? 1 (<0.1) 2 (<0.1)
Submaxillary gland enlargement e . & 1 (<0.1) 1 (<0.1)
Tongue discomfort Cﬁ\ (<0.1) 1 (<0.1) 2 (<0.1)
Tooth discolouration <§X\ 0 1 (<0.1) 1 (<0.1)
Tooth impacted ) (3 2 (<0.1) 1 (<0.1) 3 (<0.1)
Volvulus e,‘—\(\ 0 1 (<0.1) 1 (<0.1)
Duodenal ulcer haemorrhage €%~ 1 (<0.1) 0 1 (<0.1)
Dysphagia «\3 2 (<0.1) 0 2 (<0.1)
Femoral hernia ,O(\\\ 1 (<0.1) 0 1 (<0.1)
Gastric perforation {g 1 (<0.1) 0 1 (<0.1)
Gastric polyps QO 1 (<0.1) 0 1 (<0.1)
Gastritis N\ 2 (<0.1) 0 2 (<0.1)
Gastrointestinal motiliégxﬁﬁsorder 1 (<0.1) 0 1 (<0.1)
Gastrointestinal paiq;a 1 (<0.1) 0 1 (<0.1)
Gingival discomfort \> 1 (<0.1) 0 1 (<0.1)
Gingival pain 3 (<0.1) 0 3 (<0.1)
Gingival sw<a\¢&ng 1 (<0.1) 0 1 (<0.1)
co
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\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.1 (Qgﬁ
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set ‘ <§j§
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Gastrointestinal disorders (Cont.) ﬁsfi
Glossitis 1 (<0.1) 0 \‘6 1 (<0.1)
Glossodynia 1 (<0.1) %60 1 (<0.1)
Intestinal obstruction 1 (<0.1) QO 1 (<0.1)
Loose tooth 1 (<0.1) . (\15 0 1 (<0.1)
Noninfective gingivitis 2 (<0.13\) 6&,\0 0 2 (<0.1)
Oral cavity fistula 1 (@3%61) \% 0 1 (<0.1)
Oral discomfort %6 . Qﬁp 0 1 (<0.1)
Oral disorder 2 4@(&? 0 1 (<0.1)
Oral mucosal erythema e§<\ . AD¥<0.1) 0 1 (<0.1)
Oral pain (o) (<0.1) 0 4 (<0.1)
Palatal oedema G 1 (<0.) 0 1 (<0.1)
Regurgitation ‘ Q’O 1 (<0.1) 0 1 (<0.1)
Retching é‘—\(\ 1 (<0.1) 0 1 (<0.1)
Saliva altered & 1 (<0.1) 0 1 (<0.1)
Tongue coated \\(C&> 1 (<0.1) 0 1 (<0.1)
Hepatobiliary disorders €£?§3 2 (<0.1) 12 (<0.1) 14 (<0.1)
Cholelithiasis QO 1 (<0.1) 6 (<0.1) 7 (<0.1)
Cholecystitis 6\>Q 0 2 (<0.1) 2 (<0.1)
Bile duct stone ‘5) 0 1 (<0.1) 1 (<0.1)
Cholecystitis acute 9#55 0 1 (<0.1) 1 (<0.1)
Hepatic mass 0 1 (<0.1) 1 (<0.1)
Hepatic steato i‘@e 0 1 (<0.1) 1 (<0.1)
Hepatic cys<~\<\0 1 (<0.1) 0 1 (<0.1)
co
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\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 (Géb
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Inject1025KX\
Safety Set (§3
X\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) hx\ n (%)
o
Skin and subcutaneous tissue disorders 193 (1.3) 264 (1. 7~ﬁ$3 457  (1.5)
Rash 29  (0.2) %ﬁ 71 (0.2)
Urticaria 19 (0.1) é ALL 44  (0.1)
Pruritus 18 (0.1) (& 2) 41 (0.1)
Dermatitis contact 26 (0.2) (\ (0.1) 46 (0.2)
Erythema 6 (<0192 ,&x,\o 16 (0.1) 22 (<0.1)
Hyperhidrosis an \\ 12 (<0.1) 26 (<0.1)
Rash maculo-papular <? 11 (<0.1) 12 (<0.1)
Night sweats 9 (<0.1) 16 (<0.1)
Rash papular é?} ) 9 (<0.1) 12 (<0.1)
Dermatitis 0(\ (<0.1) 8 (<0.1) 12 (<0.1)
Acne 0\0 5 (<0.1) 7 (<0.1) 12 (<0.1)
Alopecia . (5?5 3 (<0.1) 6 (<0.1) 9 (<0.1)
Rash erythematous G;ya 2 (<0.1) 6 (<0.1) 8 (<0.1)
Rash macular & 3 (<0.1) 6 (<0.1) 9 (<0.1)
Actinic keratosis (C&> 0 5 (<0.1) 5 (<0.1)
Ecchymosis ,O(\\\ 5 (<0.1) 5 (<0.1) 10 (<0.1)
Rash pruritic {Q 2 (<0.1) 5 (<0.1) 7 (<0.1)
Dermatitis atopic <§3 5 (<0.1) 4 (<0.1) 9 (<0.1)
Pityriasis rosea 6\>Q 0 4 (<0.1) 4 (<0.1)
Psoriasis KS) 1 (<0.1) 4 (<0.1) 5 (<0.1)
Rosacea eﬁﬁs 2 (<0.1) 4 (<0.1) 6 (<0.1)
Skin lesion Qi\) 4 (<0.1) 4 (<0.1) 8 (<0.1)
Blister KXD 2 (<0.1) 3 (<0.1) 5 (<0.1)
Eczema (\(\0 3 (<0.1) 3 (<0.1) 6 (<0.1)
°
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ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26

132



ModernaTX, Inc. Page 30 of 49

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 «e®
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Skin and subcutaneous tissue disorders (Cont.) ﬁsfb
Skin burning sensation 1 (<0.1) 3 (<Q{f3 4 (<0.1)
Urticaria papular 5 (<0.1) é/&ﬂ).l) 8 (<0.1)
Dermatitis allergic 3 (<0.1) QO (<0.1) 5 (<0.1)
Hand dermatitis 0 092 (<01 2 (<0.1)
Hidradenitis 0 oo ’&"\O 2 (<0.1) 2 (<0.1)
Macule 0 Q0 \% 2 (<0.1) 2 (<0.1)
Neurodermatitis gSC) Qﬁp 2 (<0.1) 2 (<0.1)
Angioedema 6‘6 (<00 1 (<0.1) 4 (<0.1)
Cold sweat o0 ag¥0.1) 1 (<0.1) 2 (<0.1)
Dermal cyst 0(\ (<0.1) 1 (<0.1) 5 (<0.1)
Dry skin 0&\0 1 (<0.1) 1 (<0.1) 2 (<0.1)
Exfoliative rash ‘ Q’O 0 1 (<0.1) 1 (<0.1)
Ingrowing nail e‘\(\ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Lichen planus & 0 1 (<0.1) 1 (<0.1)
Lichen sclerosus (C&> 0 1 (<0.1) 1 (<0.1)
Mechanical urticaria ,O(\\\ 0 1 (<0.1) 1 (<0.1)
Nail disorder (‘(' 0 1 (<0.1) 1 (<0.1)
Pain of skin QO 0 1 (<0.1) 1 (<0.1)
Papule 6\>Q 2 (<0.1) 1 (<0.1) 3 (<0.1)
Petechiae ’('0 1 (<0.1) 1 (<0.1) 2 (<0.1)
Precancerous skin le%gab 0 1 (<0.1) 1 (<0.1)
Rash vesicular O 0 1 (<0.1) 1 (<0.1)
Seborrhoeic den@Xlltis 1 (<0.1) 1 (<0.1) 2 (<0.1)
Skin haemor(\iq&}e 0 1 (<0.1) 1 (<0.1)
co
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\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 eﬂ€§)
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Skin and subcutaneous tissue disorders (Cont.) ﬁsfb
Skin mass 1 (<0.1) 1 K%ﬁ 2 (<0.1)
Skin ulcer 0 é«&ﬂ).l) 1 (<0.1)
Skin warm 0 QO (<0.1) 1 (<0.1)
Solar lentigo 0 . A0 1 (<0.1) 1 (<0.1)
Dermatitis bullous 2 (<0.12\) ,&x,\o 0 2 (<0.1)
Idiopathic urticaria 1 &%&1) \% 0 1 (<0.1)
Ingrown hair < . Qﬁp 0 1 (<0.1)
Intertrigo 6‘6 (@(.\i? 0 1 (<0.1)
Lichenoid keratosis Ggf\ . AD¥<0.1) 0 1 (<0.1)
Livedo reticularis (o) (<0.1) 0 1 (<0.1)
Rash follicular G 1 (<0.) 0 1 (<0.1)
Scab . q 1 (<0.1) 0 1 (<0.1)
Skin discolouration €§y3 2 (<0.1) 0 2 (<0.1)
Skin hyperpigmentation €%~ 1 (<0.1) 0 1 (<0.1)
Skin irritation «\6 1 (<0.1) 0 1 (<0.1)
Telangiectasia ,O(\\\ 1 (<0.1) 0 1 (<0.1)
Umbilical erythema O{Q 1 (<0.1) 0 1 (<0.1)
Musculoskeletal and connectiveeﬁéggue disorders 617 (4.1) 671 (4.4) 1288 (4.2)
Myalgia ‘O 167 (1.1) 207 (1.4) 374 (1.2)
Arthralgia ed 181 (1.2) 200 (1.3) 381 (1.3)
Back pain \§5 109 (0.7) 82 (0.5) 191 (0.6)
Pain in extrem't‘ﬁ)Q3 71 (0.5) 6l (0.4) 132 (0.4)
Neck pain (6) 30 (0.2) 38 (0.3) 68 (0.2)
20
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\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 (Géb
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Inject1025KX\
Safety Set (§3
X\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Musculoskeletal and connective tissue disorders ﬁ355
(Cont.) \xe
Muscle spasms 15 (<0.1) 3 2&@.2) 47 (0.2)
Musculoskeletal pain 29 (0.2) (& (0.2) 60 (0.2)
Tendonitis 10 (<0.1) (\ (<0.1) 24 (<0.1)
Musculoskeletal chest pain 12 (<0. \) 25§3 13 (<0.1) 25 (<0.1)
Musculoskeletal stiffness ng} V6; 13 (<0.1) 26 (<0.1)
Arthritis <? 8 (<0.1) 10 (<0.1)
Bursitis 8 (<0.1) 12 (<0.1)
Osteoarthritis %%3 ) 7 (<0.1) 20 (<0.1)
Rotator cuff syndrome Cﬁ\ <O.l) 7 (<0.1) 14 (<0.1)
Groin pain 0\0 (<0.1) 6 (<0.1) 7 (<0.1)
Joint range of motion decreased ) (5?5 2 (<0.1) 6 (<0.1) 8 (<0.1)
Muscle tightness e’ﬂ'\(\ 1 (<0.1) 6 (<0.1) 7 (<0.1)
Joint swelling <%~ 7 (<0.1) 5 (<0.1) 12 (<0.1)
Muscular weakness (C&> 2 (<0.1) 5 (<0.1) 7 (<0.1)
Bone pain 2;(4 0 4 (<0.1) 4 (<0.1)
Costochondritis (Q 3 (<0.1) 4 (<0.1) 7 (<0.1)
Intervertebral disc protrusion QfD 1 (<0.1) 4 (<0.1) 5 (<0.1)
Limb discomfort e}yg 3 (<0.1) 4 (<0.1) 7 (<0.1)
Osteoporosis x}) 1 (<0.1) 4 (<0.1) 5 (<0.1)
Pain in jaw eﬁﬁs 4 (<0.1) 4 (<0.1) 8 (<0.1)
Axillary mass \) 3 (<0.1) 3 (<0.1) 6 (<0.1)
Flank pain X 1 (<0.1) 3 (<0.1) 4 (<0.1)
Neck mass C&\ 0 3 (<0.1) 3 (<0.1)
°
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ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
\
Table 14.3.1.8.1 €XG§)
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
A
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Musculoskeletal and connective tissue disorders ﬁ355
(Cont.) \xe
Spinal osteoarthritis 3 (<0.1) é/&ﬂ).l) 6 (<0.1)
Spinal stenosis 1 (<0.1) QO (<0.1) 4 (<0.1)
Trigger finger 1 (<0.1) . (\6 3 (<0.1) 4 (<0.1)
Exostosis 1 (<0.12\V) ,&x,\o 2 (<0.1) 3 (<0.1)
Fibromyalgia 4 (@g@l) \'\C 2 (<0.1) 6 (<0.1)
Joint stiffness §6 . Qﬁp 2 (<0.1) 3 (<0.1)
Muscle twitching 6‘6 (@(&? 2 (<0.1) 5 (<0.1)
Osteopenia e . 2 (<0.1) 2 (<0.1)
Plantar fasciitis 0(\ (<0.1) 2 (<0.1) 5 (<0.1)
Spinal pain 0&\0 1 (<0.1) 2 (<0.1) 3 (<0.1)
Bone lesion ) qa 1 (<0.1) 1 (<0.1) 2 (<0.1)
Bone swelling e,‘—\(\ 0 1 (<0.1) 1 (<0.1)
Floating patella & 0 1 (<0.1) 1 (<0.1)
Fracture nonunion (C&> 0 1 (<0.1) 1 (<0.1)
Intervertebral disc degeneration 2;(4 1 (<0.1) 1 (<0.1) 2 (<0.1)
Limb mass (\, 2 (<0.1) 1 (<0.1) 3 (<0.1)
Muscle fatigue QO 0 1 (<0.1) 1 (<0.1)
Periarthritis 6\>Q 1 (<0.1) 1 (<0.1) 2 (<0.1)
Polyarthritis ’('0 1 (<0.1) 1 (<0.1) 2 (<0.1)
Rheumatoid arthritis eﬁﬁs 0 1 (<0.1) 1 (<0.1)
Spondylitis e 0 1 (<0.1) 1 (<0.1)
spondylolysis x 'O 0 1 (<0.1) 1 (<0.1)
Temporoman%& ar joint syndrome 1 (<0.1) 1 (<0.1) 2 (<0.1)
co
(\\,
«©
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 Qﬂqﬁ)
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
A
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Musculoskeletal and connective tissue disorders ﬁ355
(Cont.) ()
Tendon disorder 0 é§ gﬁ%l) 1 (<0.1)
Torticollis 1 (<0.1) QO (<0.1) 2 (<0.1)
Undifferentiated connective tissue disease 0 . A0 1 (<0.1) 1 (<0.1)
Cervical spinal stenosis 1 (<O.%») 25§3 0 1 (<0.1)
Femoroacetabular impingement 1 ésgbl) Q6; 0 1 (<0.1)
Foot deformity ?6 . Qﬁp 0 2 (<0.1)
Intervertebral disc disorder €>f3 (iﬁOi? 0 1 (<0.1)
Musculoskeletal discomfort e . 2&&0.1) 0 1 (<0.1)
Musculoskeletal disorder (o) (<0.1) 0 1 (<0.1)
Myositis 0&\0 1 (<0.1) 0 1 (<0.1)
Polymyalgia rheumatica ‘ ()6 1 (<0.1) 0 1 (<0.1)
Synovial cyst e‘\(\ 2 (<0.1) 0 2 (<0.1)
Synovitis (\(~ 1 (<0.1) 0 1 (<0.1)
Vertebral foraminal stenosis \‘<C&> 1 (<0.1) 0 1 (<0.1)
Renal and urinary disorders €£?§3 42 (0.3) 40  (0.3) 82 (0.3)
Nephrolithiasis QO 21 (0.1) 12 (<0.1) 33 (0.1)
Dysuria 6\>Q 3 (<0.1) 6 (<0.1) 9 (<0.1)
Pollakiuria ‘O 1 (<0.1) 3 (<0.1) 4 (<0.1)
Haematuria ed 7 (<0.1) 2 (<0.1) 9 (<0.1)
Polyuria N 0 2 (<0.1) 2 (<0.1)
Urinary hesitaté\@le 0 2 (<0.1) 2 (<0.1)
Urinary in%sfélnence 1 (<0.1) 2 (<0.1) 3 (<0.1)
co
\¥
«®
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.1 exegﬁ
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) ‘nxf5 n (%)
N
Renal and urinary disorders (Cont.) ﬁsfb
Acute kidney injury 2 (<0.1) 1 (<Q{f3 3 (<0.1)
Bladder diverticulum 0 é«&ﬂ).n 1 (<0.1)
Bladder pain 0 QO (<0.1) 1 (<0.1)
Chronic kidney disease 0 _ (\15 1 (<0.1) 1 (<0.1)
Cystitis interstitial 0 oo 2§§3 1 (<0.1) 1 (<0.1)
End stage renal disease 0 Qﬁb‘ Q6; 1 (<0.1) 1 (<0.1)
Hydronephrosis gSC) eﬁyp 1 (<0.1) 1 (<0.1)
Hypertonic bladder €>ﬁ5 \gﬁ\ 1 (<0.1) 1 (<0.1)
Lower urinary tract symptoms Ggf\ . \® 1 (<0.1) 1 (<0.1)
Nocturia o 1 (<0.1) 1 (<0.1)
Renal cyst ng\ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Renal pain ‘ (5?5 0 1 (<0.1) 1 (<0.1)
Ureterolithiasis G;yﬁ 0 1 (<0.1) 1 (<0.1)
Urinary retention <%~ 2 (<0.1) 1 (<0.1) 3 (<0.1)
Bladder prolapse (C&> 1 (<0.1) 0 1 (<0.1)
Chromaturia 2;(4 2 (<0.1) 0 2 (<0.1)
Micturition urgency (Q 2 (<0.1) 0 2 (<0.1)
Renal colic §§3 2 (<0.1) 0 2 (<0.1)
Renal mass E;YQ 1 (<0.1) 0 1 (<0.1)
Urge incontinence e>x5> 1 (<0.1) 0 1 (<0.1)
Reproductive system n&ag}east disorders 39  (0.3) 50 (0.3) 89 (0.3)
Benign prostat;fkh perplasia 6 (<0.1) 5 (<0.1) 11 (<0.1)
Dysmenorrhqsf&) 3 (<0.1) 4 (<0.1) 7 (<0.1)
co
\¥
«®
o

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.
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\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 €S€§)
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Reproductive system and breast disorders (Cont.) ﬁsfb
Erectile dysfunction 2 (<0.1) 4 K%ﬁ 6 (<0.1)
Pelvic pain 0 é«&ﬂ).l) 4 (<0.1)
Menorrhagia 0 QO (<0.1) 3 (<0.1)
Breast pain 2 (<0.1) . (\6 2 (<0.1) 4 (<0.1)
Prostatitis 4 (<0.13\ ,&x,\o 2 (<0.1) 6 (<0.1)
Uterine haemorrhage 0 Qﬁb‘ Q6; 2 (<0.1) 2 (<0.1)
Vaginal haemorrhage gSC) eﬁyp 2 (<0.1) 2 (<0.1)
Adenomyosis €>ﬁ5 'Cﬁ\ 1 (<0.1) 1 (<0.1)
Adnexal torsion Ggf\ ,é?§> 1 (<0.1) 1 (<0.1)
Balanoposthitis Cﬁ\ 1 (<0.1) 1 (<0.1)
Breast cyst 0&\0 1 (<0.1) 1 (<0.1) 2 (<0.1)
Breast discharge ) (5?5 0 1 (<0.1) 1 (<0.1)
Breast disorder €§y3 0 1 (<0.1) 1 (<0.1)
Breast mass & 1 (<0.1) 1 (<0.1) 2 (<0.1)
Breast swelling (C&> 0 1 (<0.1) 1 (<0.1)
Cervical dysplasia 2;(4 2 (<0.1) 1 (<0.1) 3 (<0.1)
Dysfunctional uterine bleeding {Q 1 (<0.1) 1 (<0.1) 2 (<0.1)
Ejaculation failure (? 0 1 (<0.1) 1 (<0.1)
Gynaecomastia e}yg 0 1 (<0.1) 1 (<0.1)
Menopausal symptoms xO 1 (<0.1) 1 (<0.1) 2 (<0.1)
Menstrual disorder eﬁﬁs 0 1 (<0.1) 1 (<0.1)
Metrorrhagia e 0 1 (<0.1) 1 (<0.1)
Nipple exudate b{body 0 1 (<0.1) 1 (<0.1)
Ovarian cya&&\ 2 (<0.1) 1 (<0.1) 3 (<0.1)
co
(\\,
2
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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Table 14.3.1.8.1

EUA (Data Extraction Date:

Page 37 of 49
25N0V2020)

Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injectioré’(,\(\
Safety Set -O<\
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) O§N=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Reproductive system and breast disorders (Cont.) *\'6
Ovarian mass 0 1 KO\Xﬁ 1 (<0.1)
Perineal rash 0 é@@‘).l) 1 (<0.1)
Testicular pain 0 QO (<0.1) 1 (<0.1)
Uterine polyp 0 091 (<0.1) 1 (<0.1)
Vaginal discharge 0 e\) 6\,\0 1 (<0.1) 1 (<0.1)
Vulvovaginal pain 0 o '\C 1 (<0.1) 1 (<0.1)
Amenorrhoea (@2). QQ 0 1 (<0.1)
Bartholin's cyst 3‘6 (@(.\i? 0 1 (<0.1)
Cystocele o0 ag¥0.1) 0 1 (<0.1)
Endometriosis oM (<0.1) 0 1 (<0.1)
Haematospermia 0’(,\0 1 (<0.1) 0 1 (<0.1)
Menstruation irregular ‘ (5?5 1 (<0.1) 0 1 (<0.1)
Oligomenorrhoea €§§3 1 (<0.1) 0 1 (<0.1)
Ovarian cyst ruptured (\(~ 2 (<0.1) 0 2 (<0.1)
Pelvic discomfort ((\6 1 (<0.1) 0 1 (<0.1)
Polycystic ovaries 2;(4 1 (<0.1) 0 1 (<0.1)
Prostatomegaly (‘(' 2 (<0.1) 0 2 (<0.1)
Uterine cyst §§3 1 (<0.1) 0 1 (<0.1)
Uterine spasm 9;99 2 (<0.1) 0 2 (<0.1)
Vulvovaginal discomfortd’(p 1 (<0.1) 0 1 (<0.1)
Congenital, familia aﬁ%egenetic disorders 2 (<0.1) 3 (<0.1) 5 (<0.1)
Arnold-Chiari r;e rmation 0 2 (<0.1) 2 (<0.1)
Dermoid cy§§30 0 1 (<0.1) 1 (<0.1)
co
(\\,
«©
o

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 (Géb
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Inject1025KX\
Safety Set (§3
X\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Congenital, familial and genetic disorders (Cont.) ﬁ355
Hydrocele 2 (<0.1) 0 \\e 2 (<0.1)
General disorders and administration site 622 (4.1) lQQ@‘ak6.6) 1628 (5.4)
conditions (\
Fatigue 336 %?} 2§§3 372 (2.4) 708  (2.3)
Injection site pain 54 151 (1.0) 205 (0.7)
Injection site erythema cﬁg@ (9 127 (0.8) 147 (0.5)
Injection site swelling Q@Oﬁ? 83 (0.5) 98 (0.3)
Chills % S 82 (0.5) 154  (0.5)
Pyrexia O(X .3) 82 (0.5) 128 (0.4)
Injection site pruritus \f; (<O.l) 76 (0.5) 88 (0.3)
Pain ° 51 (0.3) 60 (0.4) 111 (0.4)
Injection site rash »{_\(\q 1 (<0.1) 37 (0.2) 38 (0.1)
Injection site induration {%ﬁi 7 (<0.1) 30 (0.2) 37  (0.1)
Axillary pain (C&> 12 (<0.1) 25 (0.2) 37 (0.1)
Injection site macule o 2 (<0.1) 21 (0.1) 23 (<0.1)
Injection site lymphadenopathy €Q?> 4 (<0.1) 17 (0.1) 21 (<0.1)
Injection site urticaria <? 0 15 (<0.1) 15 (<0.1)
Chest pain E}§Q 8 (<0.1) 14 (<0.1) 22 (<0.1)
Chest discomfort ‘S) 12 (<0.1) 13 (<0.1) 25 (<0.1)
Injection site bruisi é&ﬁs 19 (0.1) 12 (<0.1) 31 (0.1)
Malaise 9 (<0.1) 12 (<0.1) 21 (<0.1)
Swelling 1 (<0.1) 10 (<0.1) 11 (<0.1)
Injection gégébwarmth 1 (<0.1) 8 (<0.1) 9 (<0.1)
co
(\\,
(2
\><<\

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 (Géb
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
General disorders and administration site ﬁsfb
conditions (Cont.) ,* ()
Injection site haemorrhage 2 (<0.1) %/&Q}.l) 8 (<0.1)
Oedema peripheral 4 (<0.1) QO (<0.1) 10 (<0.1)
Peripheral swelling 10 (<0.1) . (\6 6 (<0.1) 16 (<0.1)
Vaccination site lymphadenopathy 0 €>> 25§3 6 (<0.1) 6 (<0.1)
Feeling hot 4 (¢01) O 5 (<0.1) 9 (<0.1)
Injection site irritation gSC) eﬁyp 4 (<0.1) 4 (<0.1)
Injection site reaction €>ﬁ5 ‘Cﬁ\ 4 (<0.1) 4 (<0.1)
Non-cardiac chest pain eﬁa ,é?ﬁko.l) 4 (<0.1) 9 (<0.1)
Tenderness C)\ 4 (<0.1) 4 (<0.1)
Feeling abnormal Qﬁx\ 3 (<0.1) 3 (<0.1) 6 (<0.1)
Injection site haematoma ) (5?5 2 (<0.1) 3 (<0.1) 5 (<0.1)
Injection site mass G;ya 1 (<0.1) 3 (<0.1) 4 (<0.1)
Swelling face & 2 (<0.1) 3 (<0.1) 5 (<0.1)
Vaccination site erythema (C&> 0 3 (<0.1) 3 (<0.1)
Vaccination site swelling 6(\\\ 0 3 (<0.1) 3 (<0.1)
Exercise tolerance decreased (Q 0 2 (<0.1) 2 (<0.1)
Induration QO 0 2 (<0.1) 2 (<0.1)
Injection site joint pain 6\>Q 0 2 (<0.1) 2 (<0.1)
Injection site papule xf) 1 (<0.1) 2 (<0.1) 3 (<0.1)
Injection site paraes @g%ia 3 (<0.1) 2 (<0.1) 5 (<0.1)
Injection site scab\> 0 2 (<0.1) 2 (<0.1)
Adverse drug raexllon 1 (<0.1) 1 (<0.1) 2 (<0.1)
Asthenia (\(\0 4 (<0.1) 1 (<0.1) 5 (<0.1)
°
C
(\\,
(2

o
AQ
\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.1 exegﬁ
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
General disorders and administration site ﬁsfb
conditions (Cont.) ,* ()
Crying 1 (<0.1) é«&ﬂ).l) 2 (<0.1)
Cyst 2 (<0.1) Q\ (<0.1) 3 (<0.1)
Facial discomfort 0 . (\15 1 (<0.1) 1 (<0.1)
Facial pain 4 (<0.13\ ,&x,\o 1 (<0.1) 5 (<0.1)
Feeling cold 0 Qa' \% 1 (<0.1) 1 (<0.1)
Granuloma e§(0 QQ 1 (<0.1) 1 (<0.1)
Hangover R ( 1 1 (<0.1) 2 (<0.1)
Hernia e((\a’%@\,\@o 1 (<0.1) 1 (<0.1)
Inflammation o 1 (<0.1) 1 (<0.1)
Influenza like illness \953 1 (<0.1) 1 (<0.1) 2 (<0.1)
Injection site discolouration ) (5?5 2 (<0.1) 1 (<0.1) 3 (<0.1)
Injection site hypoaesthesia G;ya 1 (<0.1) 1 (<0.1) 2 (<0.1)
Injury associated with device igﬁ& 0 1 (<0.1) 1 (<0.1)
Mass «\ 0 1 (<0.1) 1 (<0.1)
Nodule ,O(\\\ 0 1 (<0.1) 1 (<0.1)
Reactogenicity event (Q 2 (<0.1) 1 (<0.1) 3 (<0.1)
Sensation of foreign body <§3 0 1 (<0.1) 1 (<0.1)
Temperature intolerance <P 0 1 (<0.1) 1 (<0.1)
Vaccination site induragi’qgn) 0 1 (<0.1) 1 (<0.1)
Vaccination site pain-@ 2 (<0.1) 1 (<0.1) 3 (<0.1)
Vaccination site W2 itus 1 (<0.1) 1 (<0.1) 2 (<0.1)
Vaccination sifte(rash 0 1 (<0.1) 1 (<0.1)
Vessel punq&ﬁé@ site haematoma 0 1 (<0.1) 1 (<0.1)
co
(\\,
2
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.1
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Inject1025KX\
Safety Set ‘ <§j§
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) ‘nxf5 n (%)
N
General disorders and administration site ﬁsfi
conditions (Cont.) ,* ()
Vessel puncture site haemorrhage 0 é/&@.l) 1 (<0.1)
Discomfort 2 (<0.1) QO 2 (<0.1)
Gait disturbance 2 (<0.1) . (\15 0 2 (<0.1)
Hunger 1 (<0. 1@/\) 6&,\0 0 1 (<0.1)
Impaired healing 1 an \\ 0 1 (<0.1)
Incarcerated hernia %6 Qﬁp 0 1 (<0.1)
Injection site discomfort > L? 0 1 (<0.1)
Injection site nodule e§<\ . 1) O 0 1 (<0.1)
Instillation site vesicles Cﬁ\ (<O.l) 0 1 (<0.1)
Medical device site inflammation \953 1 (<0.1) 0 1 (<0.1)
Pelvic mass ‘ ()6 1 (<0.1) 0 1 (<0.1)
Polyp é‘—\(\ 1 (<0.1) 0 1 (<0.1)
Precancerous condition €%~ 2 (<0.1) 0 2 (<0.1)
Sluggishness (C&> 1 (<0.1) 0 1 (<0.1)
Thirst ,O(\\\ 1 (<0.1) 0 1 (<0.1)
Vaccination site bruising <§ 2 (<0.1) 0 2 (<0.1)
Vaccination site inflammation QO 1 (<0.1) 0 1 (<0.1)
Vaccination site nodule e}ﬁg 1 (<0.1) 0 1 (<0.1)
Vessel puncture site bruig® 1 (<0.1) 0 1 (<0.1)
Vessel puncture site g@i& 1 (<0.1) 0 1 (<0.1)
Xerosis 1 (<0.1) 0 1 (<0.1)
\06
oL
o
co
(\\,
(2
o
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event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.
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Page 42 of 49

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 Qﬂqﬁ)
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025xx\
Safety Set -(f§

P\

«\6

Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) CﬁN=30351)

Preferred Term n (%) n (%) ‘nxf5 n (%)

Nl
Investigations 66 (0.4) 88 (O.6Lpéa 154 (0.5)
Blood pressure increased 24 (0.2) 24 (Qxéi 48 (0.2)
Blood pressure systolic increased 11 (<0.1) lé}@ﬂb.l) 26 (<0.1)
Blood pressure diastolic increased 2 (<0.1) QO (<0.1) 11 (<0.1)
Body temperature increased 1 (<0.1) . o 4 (<0.1) 5 (<0.1)
Heart rate increased 2 (<O.%») 25§3 4 (<0.1) 6 (<0.1)
Hepatic enzyme increased 1 ésgbl) Qﬁ; 4 (<0.1) 5 (<0.1)
Blood glucose increased \¢ .lé&ﬁp 3 (<0.1) 6 (<0.1)
Transaminases increased €>ﬁ5 ‘Cﬁ\ 3 (<0.1) 3 (<0.1)
Blood triglycerides increased Ggf\ ,%F§> 2 (<0.1) 2 (<0.1)
Hormone level abnormal Cﬁ\ 2 (<0.1) 2 (<0.1)
Aspartate aminotransferase increased \§§> 0 1 (<0.1) 1 (<0.1)
Blood cholesterol increased ) (5?5 2 (<0.1) 1 (<0.1) 3 (<0.1)
Blood creatine increased e;ya 0 1 (<0.1) 1 (<0.1)
Blood creatinine increased 0 1 (<0.1) 1 (<0.1)
Blood glucose decreased 0 1 (<0.1) 1 (<0.1)
Blood parathyroid hormone increased ?§§4 0 1 (<0.1) 1 (<0.1)
Blood potassium decreased (Q 1 (<0.1) 1 (<0.1) 2 (<0.1)
Blood pressure systolic decrea O 0 1 (<0.1) 1 (<0.1)
Blood testosterone decreased€>> 2 (<0.1) 1 (<0.1) 3 (<0.1)
Blood uric acid increasedx©O 0 1 (<0.1) 1 (<0.1)
Body temperature decqg@?%d 0 1 (<0.1) 1 (<0.1)
Cardiac murmur O 2 (<0.1) 1 (<0.1) 3 (<0.1)
Electrocardio Qsﬁf% wave inversion 0 1 (<0.1) 1 (<0.1)
Fibrin D di increased 0 1 (<0.1) 1 (<0.1)
co
(\\,
2
o

Percentages are based on the number of safety subjects.

MedDRA version 23.0.
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\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.1 exegﬁ
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025xx\
Safety Set -(f§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) CﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
SN
Investigations (Cont.) #5S§§
Glycosylated haemoglobin increased 1 (<0.1) 1 (<Q{f3 2 (<0.1)
Heart rate irregular 2 (<0.1) é/&ﬂ).l) 3 (<0.1)
Hepatic enzyme abnormal 0 QO (<0.1) 1 (<0.1)
Human rhinovirus test positive 0 . (\15 1 (<0.1) 1 (<0.1)
Influenza A virus test positive 0 €>> 25§3 1 (<0.1) 1 (<0.1)
Mammogram abnormal 0 Qa‘ \\C 1 (<0.1) 1 (<0.1)
Neutrophil count increased (0 Qﬁp 1 (<0.1) 1 (<0.1)
Oxygen saturation decreased €>f3 (?90& 1 (<0.1) 2 (<0.1)
Respiratory rate increased Ggf\ ,%F§> 1 (<0.1) 1 (<0.1)
Thyroid function test abnormal cﬁ\ 1 (<0.1) 1 (<0.1)
Transaminases <§X\ 0 1 (<0.1) 1 (<0.1)
Urine transitional cells present ) (; 0 1 (<0.1) 1 (<0.1)
Weight decreased e;ya 0 1 (<0.1) 1 (<0.1)
White blood cell count increased <V~ 0 1 (<0.1) 1 (<0.1)
Alanine aminotransferase increased (C&> 1 (<0.1) 0 1 (<0.1)
Blood iron decreased 2;(4 2 (<0.1) 0 2 (<0.1)
Blood prolactin increased X 1 (<0.1) 0 1 (<0.1)
Brain natriuretic peptide incr%?§gé 1 (<0.1) 0 1 (<0.1)
C-reactive protein increased€>> 1 (<0.1) 0 1 (<0.1)
International normalise%’g@tlo increased 1 (<0.1) 0 1 (<0.1)
Lipase increased (2 1 (<0.1) 0 1 (<0.1)
Prostatic specifi ax%igen increased 1 (<0.1) 0 1 (<0.1)
Vitamin B12 degréised 1 (<0.1) 0 1 (<0.1)
Vitamin D d&@&ased 2 (<0.1) 0 2 (<0.1)
co
(\\,
2
oc®

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
\
Table 14.3.1.8.1 (Géb
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
A
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
oV
Investigations (Cont.) #Sffa
Weight increased 1 (<0.1) 0 * () 1 (<0.1)
0
Injury, poisoning and procedural complications 318 (2.1) %§ (1.8) 598 (2.0)
Muscle strain 29 (0.2) Q 4 (0.2) 63 (0.2)
Ligament sprain 26 (O.2¢\) \"\O 25 (0.2) 51 (0.2)
Skin laceration 28 2 \Ca 23 (0.2) 51 (0.2)
Arthropod bite 2 (O%a%QQ 21 (0.1) 47 (0.2)
Contusion @2 \Q(\z 18 (0.1) 45  (0.1)
Fall e((\a’l%a\, 1) 14 (<0.1) 31 (0.1)
Tooth fracture O(i (<0.1) 13 (<0.1) 27 (<0.1)
Limb injury \>’Q<\ 9 (<0.1) 12 (<0.1) 21 (<0.1)
Procedural pain ° 20  (0.1) 12 (<0.1) 32 (0.1)
Foot fracture ‘SCSé 10 (<0.1) 11 (<0.1) 21 (<0.1)
Skin abrasion & 21 (0.1) 9 (<0.1) 30 (<0.1)
Arthropod sting «\3 15 (<0.1) 7 (<0.1) 22 (<0.1)
Road traffic accident (Q{ 5 (<0.1) 7 (<0.1) 12 (<0.1)
Animal bite (‘6 7 (<0.1) 5 (<0.1) 12 (<0.1)
Concussion QO 4 (<0.1) 5 (<0.1) 9 (<0.1)
Hand fracture e}ﬁg 1 (<0.1) 5 (<0.1) 6 (<0.1)
Meniscus injury ‘53 3 (<0.1) 4 (<0.1) 7 (<0.1)
Rib fracture ed 1 (<0.1) 4 (<0.1) 5 (<0.1)
Wrist fracture \§5 1 (<0.1) 4 (<0.1) 5 (<0.1)
Epicondylitis K"Oe 2 (<0.1) 3 (<0.1) 5 (<0.1)
Joint injure((\o 5 (<0.1) 3 (<0.1) 8 (<0.1)
co
(\\,
2
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 (Géb
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
A
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Injury, poisoning and procedural complications #355
(Cont.) \xe
Post-traumatic pain 4 (<0.1) é/&ﬂ).l) 7 (<0.1)
Tendon rupture 2 (<0.1) QO (<0.1) 5 (<0.1)
Thermal burn 1 (<0.1) . (\6 3 (<0.1) 4 (<0.1)
Back injury 2 (<0.13\0) ,&x,\o 2 (<0.1) 4 (<0.1)
Bone contusion 2 (@3%61) \% 2 (<0.1) 4 (<0.1)
Cartilage injury %6 .lé&%p 2 (<0.1) 3 (<0.1)
Cervical vertebral fracture €>ﬁ5 'Cﬁ\ 2 (<0.1) 2 (<0.1)
Facial bones fracture e ,€?§> 2 (<0.1) 2 (<0.1)
Head injury 0(\ (<0.1) 2 (<0.1) 3 (<0.1)
Heat exhaustion <§X\ 0 2 (<0.1) 2 (<0.1)
Ligament injury ) q 0 2 (<0.1) 2 (<0.1)
Ligament rupture €§y3 2 (<0.1) 2 (<0.1) 4 (<0.1)
Muscle rupture & 2 (<0.1) 2 (<0.1) 4 (<0.1)
Tendon injury «\6 1 (<0.1) 2 (<0.1) 3 (<0.1)
Upper limb fracture ,O(\\\ 0 2 (<0.1) 2 (<0.1)
Alcohol poisoning (‘(' 0 1 (<0.1) 1 (<0.1)
Animal scratch Qf) 0 1 (<0.1) 1 (<0.1)
Ankle fracture 6\>Q 4 (<0.1) 1 (<0.1) 5 (<0.1)
Bone fragmentation xO 0 1 (<0.1) 1 (<0.1)
Burns first degree eﬁﬁs 1 (<0.1) 1 (<0.1) 2 (<0.1)
Burns second degr 1 (<0.1) 1 (<0.1) 2 (<0.1)
Clavicle fractur 0 1 (<0.1) 1 (<0.1)
Corneal abr&v@\&n 3 (<0.1) 1 (<0.1) 4 (<0.1)
co
(\\,
«©
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 Qﬂqﬁ)
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) ‘nxf5 n (%)
N
Injury, poisoning and procedural complications #355
(Cont.) \x ()
Craniocerebral injury 0 é«&ﬂ).n 1 (<0.1)
Exposure to SARS-CoV-2 2 (<0.1) QO (<0.1) 3 (<0.1)
Face injury 0 091 (<0.1) 1 (<0.1)
Femoral neck fracture 0 €>> 25§3 1 (<0.1) 1 (<0.1)
Fibula fracture 1 é§%bl) \C 1 (<0.1) 2 (<0.1)
Hip fracture < .lé&%p 1 (<0.1) 3 (<0.1)
Hypobarism ?>ﬁ5 QO 1 (<0.1) 1 (<0.1)
Injection related reaction Ggf\ ,%?} 0.1) 1 (<0.1) 2 (<0.1)
Injury o 1 (<0.1) 1 (<0.1)
Joint dislocation <§X\ 0 1 (<0.1) 1 (<0.1)
Lower limb fracture ) (5?5 1 (<0.1) 1 (<0.1) 2 (<0.1)
Lumbar vertebral fracture G;ya 1 (<0.1) 1 (<0.1) 2 (<0.1)
Meniscus cyst <V~ 0 1 (<0.1) 1 (<0.1)
Muscle hernia (C&> 0 1 (<0.1) 1 (<0.1)
Nasal injury 2;(4 0 1 (<0.1) 1 (<0.1)
Overdose (Q 0 1 (<0.1) 1 (<0.1)
Patella fracture §§3 1 (<0.1) 1 (<0.1) 2 (<0.1)
Periorbital haematoma N\ 0 1 (<0.1) 1 (<0.1)
Periorbital haemorrhage, xO 0 1 (<0.1) 1 (<0.1)
Post procedural haemo ge 1 (<0.1) 1 (<0.1) 2 (<0.1)
Post procedural s L£§ng 0 1 (<0.1) 1 (<0.1)
Post-traumaticsn syndrome 0 1 (<0.1) 1 (<0.1)
Procedural.%{ ache 0 1 (<0.1) 1 (<0.1)
co
<QL
2
o

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 €X€§)
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set -(§§
A
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Injury, poisoning and procedural complications #355
(Cont.) \xe
Respiratory fume inhalation disorder 2 (<0.1) é}@ﬁb.l) 3 (<0.1)
Scar 1 (<0.1) QO (<0.1) 2 (<0.1)
Scratch 1 (<0.1) . (\6 1 (<0.1) 2 (<0.1)
Spinal compression fracture 0 €>> 25§3 1 (<0.1) 1 (<0.1)
Stab wound 0 a2 A\ 1 (<0.1) 1 (<0.1)
Stress fracture (Qé% lé&%p 1 (<0.1) 6 (<0.1)
Subdural haematoma €>ﬁ5 Xo) 1 (<0.1) 1 (<0.1)
Tibia fracture o0 ag¥0. 1) 1 (<0.1) 2 (<0.1)
Tooth injury 0(\ (<0.1) 1 (<0.1) 3 (<0.1)
Traumatic liver injury \953 0 1 (<0.1) 1 (<0.1)
Uterine rupture ) (; 0 1 (<0.1) 1 (<0.1)
Vaccination complication €§y3 2 (<0.1) 1 (<0.1) 3 (<0.1)
Wound & 2 (<0.1) 1 (<0.1) 3 (<0.1)
Buttock injury <o 1 (<0.1) 0 1 (<0.1)
Exposure to toxic agent 2;(4 1 (<0.1) 0 1 (<0.1)
Eye injury {Q 1 (<0.1) 0 1 (<0.1)
Eyelid contusion QO 1 (<0.1) 0 1 (<0.1)
Foreign body 6\>Q 2 (<0.1) 0 2 (<0.1)
Foreign body in ear xO 1 (<0.1) 0 1 (<0.1)
Humerus fracture Qﬁ> 1 (<0.1) 0 1 (<0.1)
Iliotibial band sg@d} me 1 (<0.1) 0 1 (<0.1)
Immunisation anx y related reaction 1 (<0.1) 0 1 (<0.1)
Lip injury (\(\0 1 (<0.1) 0 1 (<0.1)
co
(\\,
«©
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.8.1 (€§3
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set ‘ <§j§
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Injury, poisoning and procedural complications #355
(Cont.) \‘e
Mouth injury 1 (<0.1) %60 1 (<0.1)
Muscle injury 1 (<0.1) QO 1 (<0.1)
Nail injury 1 (<0.1) . (\6 0 1 (<0.1)
Post procedural haematoma 1 (<O.%») 25§3 0 1 (<0.1)
Procedural anxiety 1 ésg}l) Q6; 0 1 (<0.1)
Procedural haemorrhage ?6 . Qﬁp 0 2 (<0.1)
Procedural nausea €>ﬁ5 (%9}%? 0 1 (<0.1)
Pulmonary contusion e . AD¥<0.1) 0 1 (<0.1)
Repetitive strain injury (o) (<0.1) 0 1 (<0.1)
Skeletal injury \>’€<\ 1 (<0.1) 0 1 (<0.1)
Sports injury ) CB 1 (<0.1) 0 1 (<0.1)
Sunburn é‘—\(\ 3 (<0.1) 0 3 (<0.1)
Superficial injury of eye & 1 (<0.1) 0 1 (<0.1)
Trunk injury «\6 1 (<0.1) 0 1 (<0.1)
Ulna fracture ,O(\\\ 1 (<0.1) 0 1 (<0.1)
Ulnar nerve injury (‘(' 1 (<0.1) 0 1 (<0.1)
Venomous sting QO 1 (<0.1) 0 1 (<0.1)
Oe
Surgical and medical pIOCéSbes 12 (<0.1) 12 (<0.1) 24 (<0.1)
Endodontic procedure e 3 (<0.1) 2 (<0.1) 5 (<0.1)
Ankle arthroplast 0o 0 1 (<0.1) 1 (<0.1)
Cataract operaté\@l 1 (<0.1) 1 (<0.1) 2 (<0.1)
Cholecystec<~\g@ 0 1 (<0.1) 1 (<0.1)
co
(\\,
«©
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010801.sas 01DEC2020 05:26
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.1
Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecti025KX\
Safety Set ‘ <§j§
«\6
Placebo mRNA-1273 Jotal

System Organ Class (N=15166) (N=15185) (ﬁN=30351)

Preferred Term n (%) n (%) ‘nxf5 n (%)
N

Surgical and medical procedures (Cont.) ﬁsfi
Curetting of chalazion 0 1 (<Q{f3 1 (<0.1)
Dental operation 0 é/&@.l) 1 (<0.1)
Skin neoplasm excision 0 QO (<0.1) 1 (<0.1)
skin operation 0 A% (<0.1) 1 (<0.1)
Tendon sheath incision 0 €>> 25§3 1 (<0.1) 1 (<0.1)
Thyroidectomy 0 a2 A\ 1 (<0.1) 1 (<0.1)
Tooth extraction (Qé%. Qﬁp 1 (<0.1) 2 (<0.1)
Carpal tunnel decompression €>ﬁ5 (%9}%? 0 1 (<0.1)
Foot operation e§<\ . AD¥<0.1) 0 1 (<0.1)
Fracture treatment Cﬁ (<0.1) 0 1 (<0.1)
Hip arthroplasty Qﬁx\ 1 (<0.1) 0 1 (<0.1)
Tooth repair ‘(\Q’O 3 (<0.1) 0 3 (<0.1)

\

Social circumstances {%ﬁgL 2 (<0.1) 1 (<0.1) 3 (<0.1)
Menopause (C&> 1 (<0.1) 1 (<0.1) 2 (<0.1)
Sexual abuse 6(\\\ 1 (<0.1) 0 1 (<0.1)

Product issues ijc& 3 (<0.1) 4 (<0.1) 7 (<0.1)
Device breakage 6\>Q 1 (<0.1) 2 (<0.1) 3 (<0.1)
Device dislocation ‘5) 0 1 (<0.1) 1 (<0.1)
Embedded device e 0 1 (<0.1) 1 (<0.1)
Device physical prop§%ty issue 1 (<0.1) 0 1 (<0.1)
Lead dislodgemge&; 1 (<0.1) 0 1 (<0.1)

oe©
co
(\\,
(2

A

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 (QO&
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecgfé&
Safety Set O
A
\O
Age Group: >=18 and <65 Years Qfﬁ
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) \ﬁL n (%)
Number of Subjects Reporting Unsolicited Adverse 2463 (21.6) 267é&1§§§ 5137 (22.5)
Events
N i o
umber of Unsolicited Adverse Events 4603 \) 2%} 5014 9617
. . . g N
Infections and infestations 5Z§XO L?&ﬁ? 475  (4.2) 1054 (4.6)
Urinary tract infection 60 (0.5) 126 (0.6)
Upper respiratory tract infection ¢%O‘ 45 (0.4) 112 (0.5)
Sinusitis 0(2 .2) 43 (0.4) 70 (0.3)
Viral infection \f; (0.2) 22 (0.2) 48 (0.2)
COVID-19 ° 113 (1.0) 19 (0.2) 132 (0.6)
Rhinovirus infection ‘XCSé 15 (0.1) 16 (0.1) 31 (0.1)
Tooth infection & 11 (<0.1) 15 (0.1) 26 (0.1)
Pharyngitis (Q&> 19 (0.2) 14  (0.1) 33 (0.1)
Tooth abscess (Q{ 12 (0.1) 14 (0.1) 26 (0.1)
Ear infection ("O 8 (<0.1) 13 (0.1) 21 (<0.1)
Herpes zoster Qﬁ) 9 (<0.1) 13 (0.1) 22 (<0.1)
Gastroenteritis \yQ 13 (0.1) 12 (0.1) 25  (0.1)
Pharyngitis streptococc%§‘0 15 (0.1) 12 (0.1) 27 (0.1)
Conjunctivitis e 6 (<0.1) 10 (<0.1) 16 (<0.1)
Cellulitis \§5 7 (<0.1) 8 (<0.1) 15 (<0.1)
Oral herpes ‘Oe 5 (<0.1) 8 (<0.1) 13 (<0.1)
Otitis medi 7 (<0.1) 7 (<0.1) 14 (<0.1)
Viral upggﬁ respiratory tract infection 10 (<0.1) 7 (<0.1) 17 (<0.1)
Bactzgf&l vaginosis 5 (<0.1) 6 (<0.1) 11 (<0.1)
00\)(0

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 (QO&
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecgfé&
Safety Set O
S
Age Group: >=18 and <65 Years Qfﬁ\
ol
Placebo mMRNA-1273 . A Total

System Organ Class (N=114106) (N=11415) €&§ (N=22831)

Preferred Term n (%) n (%) A4S, n (%)
o

Infections and infestations (Cont.) 2§Q4
Folliculitis 3 (<0.1) 26%? (<0.1) 8 (<0.1)
Hordeolum 7 (<O 1) cﬂ\ (<0.1) 12 (<0.1)
Vulvovaginal mycotic infection . \> 25) 5 (<0.1) 17 (<0.1)
Acute sinusitis <55 \A 4 (<0.1) 7 (<0.1)
Asymptomatic COVID-19 \%(é 1@QQ 4 (<0.1) 6 (<0.1)
Bronchitis 4 (<0.1) 10 (<0.1)
Diverticulitis e«(c) éfa‘%o.l) 4 (<0.1) 8 (<0.1)
Fungal infection 0 (<0.1) 4 (<0.1) 8 (<0.1)
Gingivitis 0’&\0 (<0.1) 4 (<0.1) 7 (<0.1)
Herpes simplex . qa 3 (<0.1) 4 (<0.1) 7 (<0.1)
Localised infection ex,\(\ 5 (<0.1) 4 (<0.1) 9 (<0.1)
Otitis externa 295@ 8 (<0.1) 4 (<0.1) 12 (<0.1)
Paronychia « 2 (<0.1) 4 (<0.1) 6 (<0.1)
Pneumonia 26(4 2 (<0.1) 4 (<0.1) 6 (<0.1)
Respiratory tract infection {& 3 (<0.1) 4 (<0.1) 7 (<0.1)
Vulvovaginal candidiasis Qﬁf) 2 (<0.1) 4 (<0.1) 6 (<0.1)
Abscess limb o\ 1 (<0.1) 3 (<0.1) 4 (<0.1)
Enterovirus infection 6>K5> 1 (<0.1) 3 (<0.1) 4 (<0.1)
Furuncle e. 0 3 (<0.1) 3 (<0.1)
Helicobacter infeg%ién 2 (<0.1) 3 (<0.1) 5 (<0.1)
Injection sitexg ulitis 0 3 (<0.1) 3 (<0.1)
Onychomycosd g\ 1 (<0.1) 3 (<0.1) 4 (<0.1)
Skin 1 fqéﬁlon 2 (<0.1) 3 (<0.1) 5 (<0.1)
Susp%éb d COVID-19 10 (<0.1) 3 (<0.1) 13 (<0.1)

2o
ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?@&
Safety Set O
S
Age Group: >=18 and <65 Years Qfﬁ\
ol
Placebo mMRNA-1273 . A Total

System Organ Class (N=114106) (N=11415) €&§ (N=22831)

Preferred Term n (%) n (%) A4S, n (%)
o

Infections and infestations (Cont.) 2§Q4
Chlamydial infection 0 26«3 (<0.1) 2 (<0.1)
Clostridium difficile infection 0 _O(\ 2 (<0.1) 2 (<0.1)
Gonorrhoea 1 (<O.k») . 2%} 2 (<0.1) 3 (<0.1)
Impetigo 0 Q% Q\\C 2 (<0.1) 2 (<0.1)
Kidney infection 3O 29 2 (<0.1) 2 (<0.1)
Lyme disease D 0 \gﬁ\ 2 (<0.1) 2 (<0.1)
Nasopharyngitis o .?8‘(«0.1) 2 (<0.1) 8 (<0.1)
Oral candidiasis ()\ (<0.1) 2 (<0.1) 3 (<0.1)
Respiratory tract infection viral \95} 5 (<0.1) 2 (<0.1) 7 (<0.1)
Rhinitis i qa 4 (<0.1) 2 (<0.1) 6 (<0.1)
Soft tissue infection 2593 0 2 (<0.1) 2 (<0.1)
Staphylococcal skin infection i&é@ 2 (<0.1) 2 (<0.1) 4 (<0.1)
Subcutaneous abscess C3 1 (<0.1) 2 (<0.1) 3 (<0.1)
Tonsillitis 26(4 9 (<0.1) 2 (<0.1) 11 (<0.1)
Viral rhinitis < 0 2 (<0.1) 2 (<0.1)
Abscess Qﬁf) 0 1 (<0.1) 1 (<0.1)
Abscess jaw o\ 0 1 (<0.1) 1 (<0.1)
Bacterial infection 6&0 0 1 (<0.1) 1 (<0.1)
Body tinea (2 0 1 (<0.1) 1 (<0.1)
candida infectione\) 1 (<0.1) 1 (<0.1) 2 (<0.1)
Cat scratch diag e 0 1 (<0.1) 1 (<0.1)
Catheter sigé\dinfection 0 1 (<0.1) 1 (<0.1)
Chroniq%s@:&usitis 0 1 (<0.1) 1 (<0.1)
Clos ium difficile colitis 0 1 (<0.1) 1 (<0.1)
o

A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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Table 14.3.1.8.4
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecgfé&
Safety Set O
S
Age Group: >=18 and <65 Years Qfﬁ\
ol
Placebo mMRNA-1273 CﬂVD Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) \ﬁL n (%)
Infections and infestations (Cont.) 2§Q4
Conjunctivitis bacterial 1 (<0.1) 26Q3 (<0.1) 2 (<0.1)
Cystitis 5 (<0. l) Cﬁ\ 1 (<0.1) 6 (<0.1)
Epididymitis 1 (<0. 25) 1 (<0.1) 2 (<0.1)
Eye infection 3 fgb % 1 (<0.1) 4 (<0.1)
Gastroenteritis viral @6<) l@&ﬁp 1 (<0.1) 9 (<0.1)
Genital herpes 1 (<0.1) 3 (<0.1)
Hepatitis A é?} 1 (<0.1) 1 (<0.1)
Infected bite Cﬁ\ <0.1) 1 (<0.1) 2 (<0.1)
Infected cyst 0 1 (<0.1) 1 (<0.1)
Large intestine infection ‘ (5?5 0 1 (<0.1) 1 (<0.1)
Laryngitis viral €§§3 0 1 (<0.1) 1 (<0.1)
Nail infection igé& 0 1 (<0.1) 1 (<0.1)
Osteomyelitis « 0 1 (<0.1) 1 (<0.1)
Otitis media acute 26(4 2 (<0.1) 1 (<0.1) 3 (<0.1)
Parainfluenzae virus infection (& 0 1 (<0.1) 1 (<0.1)
Parotitis Qﬁf) 0 1 (<0.1) 1 (<0.1)
Periodontitis o\ 0 1 (<0.1) 1 (<0.1)
Pharyngitis bacterial 6>K5> 0 1 (<0.1) 1 (<0.1)
Proctitis chlamydial e. 0 1 (<0.1) 1 (<0.1)
Rash pustular 0 1 (<0.1) 1 (<0.1)
Rocky mountalnx§$¥tted fever 0 1 (<0.1) 1 (<0.1)
Sexually t itted disease 0 1 (<0.1) 1 (<0.1)
Staphy%%qﬁécal infection 0 1 (<0.1) 1 (<0.1)
Tlnegép dis 2 (<0.1) 1 (<0.1) 3 (<0.1)
oo~>

@0&

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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Table 14.3.1.8.4
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecéﬁ@\ﬁ“\l
Safety Set O
S
Age Group: >=18 and <65 Years \‘6<\
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) (\6\ (N=22831)
Preferred Term n (%) n (%) ,\45' n (%)
o
Infections and infestations (Cont.) 60*
Toxic shock syndrome 0 6(\@ (<0.1) 1 (<0.1)
Upper respiratory tract infection bacterial 0 _O(\ 1 (<0.1) 1 (<0.1)
Urinary tract infection bacterial 0 e\) . 6\,\ 1 (<0.1) 1 (<0.1)
Uterine infection - A\ 1 (<0.1) 1 (<0.1)
Viral pharyngitis \15(92).1@QQ 1 (<0.1) 2 (<0.1)
Wound infection D 1 é\{g(\l) 1 (<0.1) 2 (<0.1)
Appendicitis o .%a"(«o.l) 0 1 (<0.1)
Bacterial vulvovaginitis 0<\ (<0.1) 0 1 (<0.1)
Breast abscess 0‘“ 2 (<0.1) 0 2 (<0.1)
Breast cellulitis ‘ q’d 1 (<0.1) 0 1 (<0.1)
COVID-19 pneumonia e’ﬂ'\(\ 1 (<0.1) 0 1 (<0.1)
Campylobacter infection 3(\(\ 1 (<0.1) 0 1 (<0.1)
Corneal infection « 1 (<0.1) 0 1 (<0.1)
Gastrointestinal viral infection 6(\\\ 1 (<0.1) 0 1 (<0.1)
Herpes virus infection (& 1 (<0.1) 0 1 (<0.1)
Influenza QQO 1 (<0.1) 0 1 (<0.1)
Laryngitis o\ 2 (<0.1) 0 2 (<0.1)
Latent tuberculosis d’i,o 1 (<0.1) 0 1 (<0.1)
Mastoiditis 56 1 (<0.1) 0 1 (<0.1)
Nasal abscess Qi\) 1 (<0.1) 0 1 (<0.1)
Ophthalmic herpe® zoster 1 (<0.1) 0 1 (<0.1)
Pelvic abs @56@ 1 (<0.1) 0 1 (<0.1)
Post pggc(@ural infection 1 (<0.1) 0 1 (<0.1)
Pust 1 (<0.1) 0 1 (<0.1)
A0S

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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Table 14.3.1.8.4
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecéﬁ@\ﬁ“\l
Safety Set O
P\
\O
Age Group: >=18 and <65 Years \‘6<
ol
Placebo mRNA-1273 . A0 Total
System Organ Class (N=114106) (N=11415) (\6\ (N=22831)
Preferred Term n (%) n (%) ,\45' n (%)
o
Infections and infestations (Cont.) 60*
Pyelonephritis acute 1 (<0.1) 6(\@ 1 (<0.1)
Root canal infection 1 (<0.1) _O(\ 0 1 (<0.1)
Septic shock 1 (<0190 o0 0 1 (<0.1)
Sialoadenitis 1 (?1) \\ 0 1 (<0.1)
Sinusitis bacterial \]>(¢< l@QQ 0 1 (<0.1)
Skin bacterial infection 27 () 0 2 (<0.1)
Skin candida o .%a"(«o.l) 0 1 (<0.1)
Syphilis \00 (<0.1) 0 1 (<0.1)
Tinea infection \iﬁ 1 (<0.1) 0 1 (<0.1)
Tinea versicolour . q 1 (<0.1) 0 1 (<0.1)
Varicella zoster virus infection \(\é"\(\ 1 (<0.1) 0 1 (<0.1)
Neoplasms benign, malignant and unspecified((?\@;(cl 13 (0.1) 24  (0.2) 37 (0.2)
cysts and polyps) 26\
Melanocytic naevus (‘(, 0 3 (<0.1) 3 (<0.1)
Squamous cell carcinoma <§3 0 3 (<0.1) 3 (<0.1)
Basal cell carcinoma 9\>Q 4 (<0.1) 2 (<0.1) 6 (<0.1)
Uterine leiomyoma xO 0 2 (<0.1) 2 (<0.1)
Breast neoplasm ed 0 1 (<0.1) 1 (<0.1)
Colorectal cancer 0 1 (<0.1) 1 (<0.1)
Cutaneous lymp 0 1 (<0.1) 1 (<0.1)
Haemangioma iver 1 (<0.1) 1 (<0.1) 2 (<0.1)
Invasive C@ ular breast carcinoma 0 1 (<0.1) 1 (<0.1)
Lipor@(\’%f breast 0 1 (<0.1) 1 (<0.1)

,\000(0

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?@&
Safety Set O
A
\O
Age Group: >=18 and <65 Years Qfﬁ
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) A4S, n (%)
o
Neoplasms benign, malignant and unspecified (incl 2§Q4
cysts and polyps) (Cont.) 2663
Lung cancer metastatic 0 _cﬁ\ 1 (<0.1) 1 (<0.1)
Malignant melanoma 1 (<O.k») . 2%} 1 (<0.1) 2 (<0.1)
Malignant melanoma in situ 0 Qﬁb‘ §>) 1 (<0.1) 1 (<0.1)
Papillary thyroid cancer @SC) 25? 1 (<0.1) 1 (<0.1)
Pelvic neoplasm 6‘60 '\00 1 (<0.1) 1 (<0.1)
Plasma cell myeloma Ca .é?gL 1 (<0.1) 1 (<0.1)
Renal cancer cﬁ\ 1 (<0.1) 1 (<0.1)
Skin papilloma <§3\ 0 1 (<0.1) 1 (<0.1)
Thyroid cancer metastatic . (5?5 0 1 (<0.1) 1 (<0.1)
Benign neoplasm of skin €§§3 1 (<0.1) 0 1 (<0.1)
Breast cancer 295@ 1 (<0.1) 0 1 (<0.1)
Chondromatosis « 1 (<0.1) 0 1 (<0.1)
Hepatic cancer 26(4 1 (<0.1) 0 1 (<0.1)
Prolactin-producing pituitary tumegﬁ 1 (<0.1) 0 1 (<0.1)
Squamous cell carcinoma of skiQyQ 1 (<0.1) 0 1 (<0.1)
Thyroid cancer o\ 1 (<0.1) 0 1 (<0.1)
xO
Blood and lymphatic syg%@ﬁ>disorders 78  (0.7) 130 (1.1) 208  (0.9)
Lymphadenopathy €>/\) 65 (0.6) 108 (0.9) 173 (0.8)
Anaemia X 1 (<0.1) 9 (<0.1) 10 (<0.1)
Lymphadenit'@&) 2 (<0.1) 8 (<0.1) 10 (<0.1)
Lymph no@éagéin 4 (<0.1) 3 (<0.1) 7 (<0.1)
Thro%gp ytopenia 0 2 (<0.1) 2 (<0.1)
o
A0

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecgﬁéﬁ
Safety Set O
A
\O
Age Group: >=18 and <65 Years Qfﬁ
ol
Placebo mMRNA-1273 ‘CﬂVD Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) \ﬁL n (%)
Blood and lymphatic system disorders (Cont.) 26Q4
Iron deficiency anaemia 5 (<0.1) (ﬁb 0.1) 6 (<0.1)
Splenomegaly 0 (<0.1) 1 (<0.1)
Increased tendency to bruise 1 (<0. 25§3 0 1 (<0.1)
Leukocytosis 1 é§§31> §>§ 0 1 (<0.1)
<
Immune system disorders QQ? eﬁﬁé? 22 (0.2) 55 (0.2)
Seasonal allergy %ga 17 (0.1) 37 (0.2)
Hypersensitivity O(\ (<0 1) 3 (<0.1) 6 (<0.1)
Allergy to arthropod bite \> (<0.1) 1 (<0.1) 2 (<0.1)
Food allergy ) CB 1 (<0.1) 1 (<0.1) 2 (<0.1)
Allergy to metals QK)Q 1 (<0.1) 0 1 (<0.1)
Allergy to plants & 1 (<0.1) 0 1 (<0.1)
Anaphylactic reaction (C&> 1 (<0.1) 0 1 (<0.1)
Drug hypersensitivity 2;(4 3 (<0.1) 0 3 (<0.1)
Serum sickness (Q 1 (<0.1) 0 1 (<0.1)
Smoke sensitivity \)QQO 1 (<0.1) 0 1 (<0.1)
Endocrine disorders ‘;>6 6 (<0.1) 7 (<0.1) 13 (<0.1)
Hypothyroidism Q§5 3 (<0.1) 6 (<0.1) 9 (<0.1)
Thyroid cyst \)5 0 1 (<0.1) 1 (<0.1)
Goitre ‘\06 1 (<0.1) 0 1 (<0.1)
Hypogonadisp\© 1 (<0.1) 0 1 (<0.1)
Oestrogeqja ficiency 1 (<0.1) 0 1 (<0.1)
O
A0S

<®°&

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version
Program Path:

23.0.

\\wilbtia\wilbtia0l\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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Table 14.3.1.8.4 e(eo&

Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecéﬁ@\ﬁ“\l

Safety Set O
A
\O
Age Group: >=18 and <65 Years \‘6<
ol
Placebo mMRNA-1273 . A Total

System Organ Class (N=114106) (N=11415) (\6\ (N=22831)

Preferred Term n (%) n (%) ,\45' n (%)
N,

Metabolism and nutrition disorders 62 (0.5) 4 6“).4) 111 (0.5)
Decreased appetite 6 (<0.1) 6(\ (<0.1) 14 (<0.1)
Type 2 diabetes mellitus 2 (<0.1) _O(\ 8 (<0.1) 10 (<0.1)
Hyperlipidaemia 10 (<0.139\V 20 7 (<0.1) 17 (<0.1)
Vitamin D deficiency 9 (?1) % 5 (<0.1) 14 (<0.1)
Dehydration 6(¢< .1@QQ 3 (<0.1) 6 (<0.1)
Hypercholesterolaemia 3‘@2 '\@(\l) 3 (<0.1) 15 (<0.1)
Hypertriglyceridaemia e('(\ .%@" 3 (<0.1) 3 (<0.1)
Abnormal loss of weight \00(\ 2 (<0.1) 2 (<0.1)
Diabetes mellitus O 0 2 (<0.1) 2 (<0.1)
Glucose tolerance impaired . qa 4 (<0.1) 2 (<0.1) 6 (<0.1)
Hyperglycaemia e;§3 2 (<0.1) 2 (<0.1) 4 (<0.1)
Food intolerance ,b(\(* 0 1 (<0.1) 1 (<0.1)
Gluten sensitivity « 0 1 (<0.1) 1 (<0.1)
Gout 6(\\‘ 5 (<0.1) 1 (<0.1) 6 (<0.1)
Hypocalcaemia {& 0 1 (<0.1) 1 (<0.1)
Hypoglycaemia QQO 0 1 (<0.1) 1 (<0.1)
Hypokalaemia o\ 2 (<0.1) 1 (<0.1) 3 (<0.1)
Magnesium deficiency 6&0 0 1 (<0.1) 1 (<0.1)
Abnormal weight gain €& 1 (<0.1) 0 1 (<0.1)
Calcium deficien%¥3 1 (<0.1) 0 1 (<0.1)
Dyslipidaemia x_ 3 (<0.1) 0 3 (<0.1)
Folate defi cy 1 (<0.1) 0 1 (<0.1)
Hyponatraéaia 1 (<0.1) 0 1 (<0.1)
Incr%gé d appetite 1 (<0.1) 0 1 (<0.1)

o

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?@&
Safety Set O
A
\O
Age Group: >=18 and <65 Years Qfﬁ
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) A4S, n (%)
N
Metabolism and nutrition disorders (Cont.) f&a
Iron deficiency 1 (<0.1) 26Q3 1 (<0.1)
Metabolic acidosis 1 (<0.1) _cﬁ\ 0 1 (<0.1)
Obesity 1 (<0190 o0 0 1 (<0.1)
Polydipsia 1 (?1) \% 0 1 (<0.1)
Vitamin B12 deficiency 6‘15(¢< .1@QQ 0 1 (<0.1)
Psychiatric disorders Ggf\ @éa‘\o 0) 81 (0.7) 145 (0.6)
Depression ofte (0.1) 24 (0.2) 40  (0.2)
Anxiety Qﬁx\ 22 (0.2) 23 (0.2) 45  (0.2)
Insomnia ) (3 11 (<0.1) 13 (0.1) 24 (0.1)
Abnormal dreams e;ya 1 (<0.1) 5 (<0.1) 6 (<0.1)
Attention deficit hyperactivity disorder igﬁ& 5 (<0.1) 4 (<0.1) 9 (<0.1)
Sleep disorder 0 3 (<0.1) 3 (<0.1)
Bipolar disorder <Q4 3 (<0.1) 2 (<0.1) 5 (<0.1)
Adjustment disorder with depressed(mééd 0 1 (<0.1) 1 (<0.1)
Affect lability O 0 1 (<0.1) 1 (<0.1)
Alcohol withdrawal syndrome 6\>Q 0 1 (<0.1) 1 (<0.1)
Anxiety disorder xO 0 1 (<0.1) 1 (<0.1)
Claustrophobia Qﬁ> 0 1 (<0.1) 1 (<0.1)
Completed suicide , \> 0 1 (<0.1) 1 (<0.1)
Libido decreas 0 1 (<0.1) 1 (<0.1)
Major deprq§§$%n 2 (<0.1) 1 (<0.1) 3 (<0.1)
Panic at 3 (<0.1) 1 (<0.1) 4 (<0.1)
Postzgﬁgumatic stress disorder 1 (<0.1) 1 (<0.1) 2 (<0.1)

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?@&
Safety Set O
A
\O
Age Group: >=18 and <65 Years Qfﬁ
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) A4S, n (%)
o
Psychiatric disorders (Cont.) 2§Q4
Schizoaffective disorder 0 26Q3 (<0.1) 1 (<0.1)
Stress 1 (<0.1) 1 (<0.1) 2 (<0.1)
Substance abuse 0 e}) 1 (<0.1) 1 (<0.1)
Alcohol abuse 1 (?1) 0 1 (<0.1)
Generalised anxiety disorder éﬁék .LsQ 0 1 (<0.1)
Mental fatigue 6‘61 e\{g(\l) 0 1 (<0.1)
Mental status changes eﬁa .%;§<O.l) 0 1 (<0.1)
Nightmare oM (<0.1) 0 1 (<0.1)
Persistent depressive disorder \95} 1 (<0.1) 0 1 (<0.1)
Psychotic disorder . (5?5 1 (<0.1) 0 1 (<0.1)
Seasonal affective disorder 2593 1 (<0.1) 0 1 (<0.1)
Suicidal ideation ’b(\(\ 1 (<0.1) 0 1 (<0.1)
Nervous system disorders €§§4 C3 493 (4.3) 537 (4.7) 1030 (4.5)
Headache (g 374  (3.3) 370  (3.2) 744  (3.3)
Dizziness QO 34 (0.3) 49  (0.4) 83  (0.4)
Paraesthesia e}yg 22 (0.2) 23 (0.2) 45 (0.2)
Dysgeusia xO 3 (<0.1) 10 (<0.1) 13 (<0.1)
Migraine eﬁﬁs 15 (0.1) 10 (<0.1) 25 (0.1)
Syncope e\) 10 (<0.1) 10 (<0.1) 20 (<0.1)
Ageusia ‘XD 7 (<0.1) 9 (<0.1) 16 (<0.1)
Hypoaesthe%kao 5 (<0.1) 8 (<0.1) 13 (<0.1)
Sciaticacﬁ} 5 (<0.1) 8 (<0.1) 13 (<0.1)
Sinuigﬁ%adache 5 (<0.1) 7 (<0.1) 12 (<0.1)
o
A0

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?éa
Safety Set O
S
Age Group: >=18 and <65 Years Qfﬁ\
ol
Placebo mMRNA-1273 . A Total

System Organ Class (N=114106) (N=11415) €&§ (N=22831)

Preferred Term n (%) n (%) A4S, n (%)
o

Nervous system disorders (Cont.) 2§Q4
Anosmia 6 (<0.1) 26“3 (<0.1) 12 (<0.1)
Presyncope 9 (<0.1) _cﬁ\ 6 (<0.1) 15 (<0.1)
Tension headache 3 (<O.k») . 2%} 6 (<0.1) 9 (<0.1)
Hyperaesthesia 0 o V6; 4 (<0.1) 4 (<0.1)
Carpal tunnel syndrome @ggé%.Laﬁﬁp 3 (<0.1) 6 (<0.1)
Disturbance in attention 1 ¢ 1) 3 (<0.1) 4 (<0.1)
Mental impairment €§§65 . \& 3 (<0.1) 3 (<0.1)
Burning sensation \agﬁ\ 2 (<0.1) 2 (<0.1)
Nerve compression \fL 0 2 (<0.1) 2 (<0.1)
Neuropathy peripheral ‘ Q’O 0 2 (<0.1) 2 (<0.1)
Seizure €;§3 1 (<0.1) 2 (<0.1) 3 (<0.1)
Somnolence 295@ 1 (<0.1) 2 (<0.1) 3 (<0.1)
Aura « 0 1 (<0.1) 1 (<0.1)
Autonomic nervous system imbalance 26?4 0 1 (<0.1) 1 (<0.1)
Carotid artery stenosis {& 0 1 (<0.1) 1 (<0.1)
Cerebral small vessel ischaemiQy@ggease 0 1 (<0.1) 1 (<0.1)
Cerebrovascular accident g}) 0 1 (<0.1) 1 (<0.1)
Cervical radiculopathy 6>KS> 0 1 (<0.1) 1 (<0.1)
Cubital tunnel syndr 0 1 (<0.1) 1 (<0.1)
Diabetic neuropat 0 1 (<0.1) 1 (<0.1)
Dizziness postxg 0 1 (<0.1) 1 (<0.1)
Idiopathic 'ﬁé}acranial hypertension 0 1 (<0.1) 1 (<0.1)
Lethargy (2 0 1 (<0.1) 1 (<0.1)
Memog¥3'mpairment 0 1 (<0.1) 1 (<0.1)

2o
\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?@&
Safety Set O
S
Age Group: >=18 and <65 Years Qfﬁ\
ol
Placebo mMRNA-1273 . A Total

System Organ Class (N=114106) (N=11415) €&§ (N=22831)

Preferred Term n (%) n (%) A4S, n (%)
N

Nervous system disorders (Cont.) 26\
Migraine with aura 0 26Q3 (<0.1) 1 (<0.1)
Migraine without aura 0 _cﬁ\ 1 (<0.1) 1 (<0.1)
Movement disorder 0 e}) . 25) 1 (<0.1) 1 (<0.1)
Neuralgia 1 (?1) % 1 (<0.1) 2 (<0.1)
Parosmia 6(¢< .1@QQ 1 (<0.1) 3 (<0.1)
Peripheral sensory neuropathy €>ﬁ50 \gﬁ\ 1 (<0.1) 1 (<0.1)
Post herpetic neuralgia Gﬁf\ .%?fL 1 (<0.1) 1 (<0.1)
Post-traumatic headache \ogﬁ\ 1 (<0.1) 1 (<0.1)
Primary headache associated with sexual activity \fL 0 1 (<0.1) 1 (<0.1)
Small fibre neuropathy . (5?5 0 1 (<0.1) 1 (<0.1)
Subarachnoid haemorrhage e;§3 0 1 (<0.1) 1 (<0.1)
Tardive dyskinesia ,b(\é 0 1 (<0.1) 1 (<0.1)
Taste disorder « 1 (<0.1) 1 (<0.1) 2 (<0.1)
Thoracic outlet syndrome 26(4 0 1 (<0.1) 1 (<0.1)
Transient ischaemic attack {& 0 1 (<0.1) 1 (<0.1)
Visual field defect 0 0 1 (<0.1) 1 (<0.1)
Aphasia N\ 1 (<0.1) 0 1 (<0.1)
Basal ganglia haemorrhaae’(,o 1 (<0.1) 0 1 (<0.1)
Dementia eﬁb 1 (<0.1) 0 1 (<0.1)
Dysaesthesia 6\) 2 (<0.1) 0 2 (<0.1)
Dyskinesia X 1 (<0.1) 0 1 (<0.1)
Facial paraé@&s 1 (<0.1) 0 1 (<0.1)
Head djiqggﬁ ort 1 (<0.1) 0 1 (<0.1)
Horn syndrome 1 (<0.1) 0 1 (<0.1)
o

A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?@&
Safety Set O
P\
\O
Age Group: >=18 and <65 Years Qfﬁ
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) A4S, n (%)
o
Nervous system disorders (Cont.) 2§Q4
Hypogeusia 2 (<0.1) 26Q3 2 (<0.1)
Hyposmia 1 (<0.1) . O(\ 0 1 (<0.1)
Lumbar radiculopathy 2 (<O.k») . 2%} 0 2 (<0.1)
Muscle contractions involuntary 1 ﬁgbl) V6; 0 1 (<0.1)
Tarsal tunnel syndrome eﬁﬁé& .l@&ﬁp 0 1 (<0.1)
Eye disorders Ggf\ . \0.3) 34 (0.3) 63 (0.3)
Eye pruritus oM (<0.1) 5 (<0.1) 9 (<0.1)
Conjunctival haemorrhage \953 0 3 (<0.1) 3 (<0.1)
Eye irritation ) (3 0 3 (<0.1) 3 (<0.1)
Vision blurred e;yB 2 (<0.1) 3 (<0.1) 5 (<0.1)
Lacrimation increased €%~ 3 (<0.1) 2 (<0.1) 5 (<0.1)
Blepharitis (C&> 1 (<0.1) 1 (<0.1) 2 (<0.1)
Blepharospasm 2;(4 0 1 (<0.1) 1 (<0.1)
Blindness transient (Q 0 1 (<0.1) 1 (<0.1)
Conjunctival hyperaemia <§3 0 1 (<0.1) 1 (<0.1)
Conjunctivitis allergic e}ﬁg 1 (<0.1) 1 (<0.1) 2 (<0.1)
Dry age-related macular dﬁﬁkneration 0 1 (<0.1) 1 (<0.1)
Eye discharge Qﬁ> 0 1 (<0.1) 1 (<0.1)
Eye inflammation e\) 0 1 (<0.1) 1 (<0.1)
Eye swelling 2 (<0.1) 1 (<0.1) 3 (<0.1)
Eyelid cyst.(\ 0 1 (<0.1) 1 (<0.1)
Iris dis@@r 0 1 (<0.1) 1 (<0.1)
Nonizg@ tive conjunctivitis 0 1 (<0.1) 1 (<0.1)

o
AQ
\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?@&
Safety Set O
P\
\O
Age Group: >=18 and <65 Years Qfﬁ
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) A4S, n (%)
7
Eye disorders (Cont.) 2§Q4
Ocular hyperaemia 5 (<0.1) 26Q3 (<0.1) 6 (<0.1)
Photophobia 0 _cﬁ\ 1 (<0.1) 1 (<0.1)
Retinal detachment 1 (<0 D) 25) 1 (<0.1) 2 (<0.1)
Scleritis 0 a0 A 1 (<0.1) 1 (<0.1)
Swelling of eyelid \15(92).1@QQ 1 (<0.1) 2 (<0.1)
Visual impairment 1 ¢ 1) 1 (<0.1) 2 (<0.1)
Vitreous floaters eﬁa .%?ﬁ%o.l) 1 (<0.1) 2 (<0.1)
Xerophthalmia \00(\ 1 (<0.1) 1 (<0.1)
Cataract O 1 (<0.1) 0 1 (<0.1)
Dacryoadenitis acquired . (5?5 1 (<0.1) 0 1 (<0.1)
Dry eye ex,\(\ 3 (<0.1) 0 3 (<0.1)
Eyelid ptosis ,b(\é 1 (<0.1) 0 1 (<0.1)
Macular degeneration « 1 (<0.1) 0 1 (<0.1)
Periorbital pain 6(\\‘ 1 (<0.1) 0 1 (<0.1)
Periorbital swelling (& 1 (<0.1) 0 1 (<0.1)
Retinal haemorrhage Qﬁf) 1 (<0.1) 0 1 (<0.1)
Visual acuity reduced 2 1 (<0.1) 0 1 (<0.1)
Vitreous detachment €>K5> 1 (<0.1) 0 1 (<0.1)
2
Ear and labyrinth d%§é§éers 50 (0.4) 42 (0.4) 92 (0.4)
Ear pain ‘\0 14 (0.1) 11 (<0.1) 25 (0.1)
Vertigo (\(\0 9 (<0.1) 11 (<0.1) 20 (<0.1)
Tinnitusc:é 8 (<0.1) 7 (<0.1) 15 (<0.1)
Vertg&‘positional 1 (<0.1) 3 (<0.1) 4 (<0.1)
o
A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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ModernaTX, Inc. Page 16 of 69
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?é&
Safety Set O
S
Age Group: >=18 and <65 Years Qfﬁ\
ol
Placebo mMRNA-1273 CﬂVD Total

System Organ Class (N=114106) (N=11415) €&§ (N=22831)

Preferred Term n (%) n (%) A4S, n (%)
o

Ear and labyrinth disorders (Cont.) 2§Q4
Cerumen impaction 1 (<0.1) 26«3 (<0.1) 3 (<0.1)

Ear canal erythema 3 (<0.1) _cﬁ\ 2 (<0.1) 5 (<0.1)
Ear discomfort 4 (<0190 O 2 (<0.1) 6 (<0.1)
Otorrhoea 0 Q% Q\\C 2 (<0.1) 2 (<0.1)
Deafness neurosensory @SC) 25? 1 (<0.1) 1 (<0.1)
Eustachian tube dysfunction 25551 ésﬂCﬂ) 1 (<0.1) 2 (<0.1)
Middle ear effusion o0 3201 1 (<0.1) 4 (<0.1)
Motion sickness cﬁq% 1 (<0.1) 1 (<0.1)
Deafness 0’&\0 1 (<0.1) 0 1 (<0.1)
Ear congestion ‘ Q’O 2 (<0.1) 0 2 (<0.1)
Ear haemorrhage 2593 1 (<0.1) 0 1 (<0.1)
Ear pruritus ’b(\(\ 2 (<0.1) 0 2 (<0.1)
Tympanic membrane hyperaemia C3 1 (<0.1) 0 1 (<0.1)
Tympanic membrane perforation 26(4 3 (<0.1) 0 3 (<0.1)
\,

Cardiac disorders Qﬂﬁ 39 (0.3) 33 (0.3) 72 (0.3)
Bradycardia E}yo 12 (0.1) 11 (<0.1) 23 (0.1)
Tachycardia xO 9 (<0.1) 10 (<0.1) 19 (<0.1)
Myocardial infarctio Qﬁ> 0 3 (<0.1) 3 (<0.1)
Cardiac failure cc@(}éncé'tive 2 (<0.1) 2 (<0.1) 4 (<0.1)
Palpitations YD 5 (<0.1) 2 (<0.1) 7 (<0.1)
Acute left yéftricular failure 1 (<0.1) 1 (<0.1) 2 (<0.1)
Angina@@g(ris 1 (<0.1) 1 (<0.1) 2 (<0.1)
Atri ibrillation 3 (<0.1) 1 (<0.1) 4 (<0.1)
o

A0

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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mRNA-1273-P301

Page 17 of 69
EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.8.4
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecéﬁ&“\l
Safety Set O
P\
\O
Age Group: >=18 and <65 Years \‘6<
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) (\6\ (N=22831)
Preferred Term n (%) n (%) ,\45' n (%)
o
Cardiac disorders (Cont.) 60*
Cardiac failure 0 6(\@ (<0.1) 1 (<0.1)
Sinus tachycardia 0 _O(\ 1 (<0.1) 1 (<0.1)
Ventricular extrasystoles 1 (<0. 6\,\ 1 (<0.1) 2 (<0.1)
Arrhythmia fgb % 0 2 (<0.1)
Atrial tachycardia \15((% l@QQ 0 1 (<0.1)
Cardiac flutter D \ 0 1 (<0.1)
Cardio-respiratory arrest e('(\ %’b‘KO.l) 0 1 (<0.1)
Cardiomyopathy \<\0 .1) 0 1 (<0.1)
Pericarditis 29§L 1 (<0.1) 0 1 (<0.1)
Vascular disorders e‘\(\q 97 (0.8) 108 (0.9) 205 (0.9)
Hypertension {%~ 77  (0.7) 88 (0.8) 165 (0.7)
Flushing ({\6 2 (<0.1) 5 (<0.1) 7 (<0.1)
Hot flush 6(\\\ 3 (<0.1) 4 (<0.1) 7 (<0.1)
Haematoma (‘(, 3 (<0.1) 2 (<0.1) 5 (<0.1)
Hypertensive urgency §§3 1 (<0.1) 2 (<0.1) 3 (<0.1)
Systolic hypertension 9\>Q 2 (<0.1) 2 (<0.1) 4 (<0.1)
Achenbach syndrome xO 0 1 (<0.1) 1 (<0.1)
Deep vein thrombosis 566 2 (<0.1) 1 (<0.1) 3 (<0.1)
Hypoten31on 0 1 (<0.1) 1 (<0.1)
Orthostatic n51on 0 1 (<0.1) 1 (<0.1)
Perlpheral ness 0 1 (<0.1) 1 (<0.1)
Accelera ypertension 1 (<0.1) 0 1 (<0.1)
Aorttgﬁ%neurysm 1 (<0.1) 0 1 (<0.1)
0C9S3

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43

\gytreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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el Q’O&

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecéﬁ@\ﬁ“\l
Safety Set O
P\
\O
Age Group: >=18 and <65 Years \‘6<
ol
Placebo mMRNA-1273 O(\‘D Total
System Organ Class (N=114106) (N=11415) (\6\ (N=22831)
Preferred Term n (%) n (%) ,\45' n (%)
N
Vascular disorders (Cont.) 60
Aortic stenosis 1 (<0.1) 6(\@ 1 (<0.1)
Blood pressure inadequately controlled 1 (<0.1) _O(\ 0 1 (<0.1)
Hypertensive emergency 2 (<O.]Q/\) . 6\,\ 0 2 (<0.1)
Thrombophlebitis superficial 1 ?I) \\C 0 1 (<0.1)
Varicose vein 6\15(¢< (\lszQ 0 1 (<0.1)
Respiratory, thoracic and mediastinal disorders 6(064,6 \,\8 1) 417 (3.7) 883 (3.9)
Cough o338 (1.2) 135  (1.2) 270 (1.2)
Oropharyngeal pain \,\<\ 172 (1.5) 120 (1.1) 292 (1.3)
Nasal congestion ) qa 118 (1.0) 112 (1.0) 230 (1.0)
Rhinorrhoea €§§3 105 (0.9) 94 (0.8) 199 (0.9)
Dyspnoea & 30 (0.3) 37 (0.3) 67 (0.3)
Tachypnoea ((\6 29 (0.3) 29 (0.3) 58 (0.3)
Sinus congestion 6(\\\ 22 (0.2) 14 (0.1) 36 (0.2)
Throat irritation (‘(' 10 (<0.1) 14 (0.1) 24 (0.1)
Epistaxis O 4 (<0.1) 11 (<0.1) 15 (<0.1)
Respiratory tract congestione\)Q 8 (<0.1) 8 (<0.1) 16 (<0.1)
Upper-airway cough syndaom@ 8 (<0.1) 7 (<0.1) 15 (<0.1)
Asthma (2 10 (<0.1) 6 (<0.1) 16 (<0.1)
Rhinitis allergic \M) 6 (<0.1) 6 (<0.1) 12 (<0.1)
Chronic obstru@%\ﬁfe pulmonary disease 5 (<0.1) 4 (<0.1) 9 (<0.1)
Productive {i 5 (<0.1) 4 (<0.1) 9 (<0.1)
Sneeziggcﬁ} 8 (<0.1) 4 (<0.1) 12 (<0.1)
Dry %gk at 1 (<0.1) 3 (<0.1) 4 (<0.1)
o
A0

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecgfé&
Safety Set O
S
Age Group: >=18 and <65 Years Qfﬁ\
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) A4S, n (%)
o
Respiratory, thoracic and mediastinal disorders 26Q4
(Cont.) 2663
Paranasal sinus discomfort 3 (<0.1) _cﬁ\ 3 (<0.1) 6 (<0.1)
Pharyngeal erythema 2 (<0. \> 25) 3 (<0.1) 5 (<0.1)
Dyspnoea exertional <55 \A 2 (<0.1) 3 (<0.1)
Paranasal sinus hypersecretion eﬁé) l@&ﬁp 2 (<0.1) 3 (<0.1)
Pulmonary embolism 2 (<0.1) 5 (<0.1)
Sinus pain €§§65 32&20.1) 2 (<0.1) 5 (<0.1)
Wheezing () 0.1) 2 (<0.1) 4 (<0.1)
Acute respiratory failure \95} 1 (<O.l) 1 (<0.1) 2 (<0.1)
Allergic sinusitis . (5?5 1 (<0.1) 1 (<0.1) 2 (<0.1)
Atelectasis e;§3 0 1 (<0.1) 1 (<0.1)
Bronchiectasis 295@ 0 1 (<0.1) 1 (<0.1)
Dysphonia q& 6 (<0.1) 1 (<0.1) 7 (<0.1)
Hypoxia 0 1 (<0.1) 1 (<0.1)
Increased viscosity of upper respl(ﬁﬁgry secretion 1 (<0.1) 1 (<0.1) 2 (<0.1)
Nasal discomfort (? 0 1 (<0.1) 1 (<0.1)
Nasal dryness \yQ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Oropharyngeal discomforE>KS> 1 (<0.1) 1 (<0.1) 2 (<0.1)
Pleurisy eﬁb 1 (<0.1) 1 (<0.1) 2 (<0.1)
Pleuritic pain \5 4 (<0.1) 1 (<0.1) 5 (<0.1)
Respiratory dlgg 2 (<0.1) 1 (<0.1) 3 (<0.1)
Resplratory lure 0 1 (<0.1) 1 (<0.1)
Respir%& symptom 2 (<0.1) 1 (<0.1) 3 (<0.1)
Sputgg3 ncreased 0 1 (<0.1) 1 (<0.1)

0C>>

@0&

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?@&
Safety Set O
A
\O
Age Group: >=18 and <65 Years Qfﬁ
ol
Placebo mMRNA-1273 ‘CﬂVD Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) A4S, n (%)
o
Respiratory, thoracic and mediastinal disorders 26Q4
(Cont.) 2663
Tonsillolith 3 (<0.1) 'Cﬂ\ 1 (<0.1) 4 (<0.1)
Vocal cord disorder 0 e}) . 25) 1 (<0.1) 1 (<0.1)
Laryngeal oedema 1 ﬁgbl) V6; 0 1 (<0.1)
Lower respiratory tract congestion eﬁé& .l@&ﬁp 0 1 (<0.1)
Painful respiration 2T () 0 1 (<0.1)
Pharyngeal paraesthesia eﬁa .%?§<O.l) 0 1 (<0.1)
Pleural effusion o\2 (<0.1) 0 2 (<0.1)
Pneumonia aspiration Qﬁx\ 1 (<0.1) 0 1 (<0.1)
Pneumonitis ‘ Q’O 1 (<0.1) 0 1 (<0.1)
Pulmonary fibrosis €§§3 1 (<0.1) 0 1 (<0.1)
Pulmonary mass ’b(\(\ 1 (<0.1) 0 1 (<0.1)
Rales N 1 (<0.1) 0 1 (<0.1)
Rhinalgia 26?4 1 (<0.1) 0 1 (<0.1)
Sinus polyp (& 1 (<0.1) 0 1 (<0.1)
Tonsillar inflammation Qﬁb 1 (<0.1) 0 1 (<0.1)
OO
Gastrointestinal disorderé>xf) 325 (2.8) 351 (3.1) 676 (3.0)
Diarrhoea eﬁ; 114  (1.0) 147  (1.3) 261  (1.1)
Nausea e\) 103 (0.9) 83  (0.7) 186 (0.8)
Vomiting &XD 30 (0.3) 29  (0.3) 59 (0.3)
Toothache (O 18 (0.2) 22 (0.2) 40 (0.2)
Gastrooe S}ageal reflux disease 11 (<0.1) 20 (0.2) 31 (0.1)
Abdo "%l pain 16 (0.1) 16 (0.1) 32 (0.1)

00\)(0

A

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecgfé&
Safety Set O
S
Age Group: >=18 and <65 Years Qfﬁ\
ol
Placebo mMRNA-1273 ‘CﬂVD Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) Aq}fa n (%)
N
Gastrointestinal disorders (Cont.) 26\
Food poisoning 6 (<0.1) 26“3 (<0.1) 15 (<0.1)
Constipation 8 (<0.1) Cﬂ\ (<0.1) 16 (<0.1)
Dental caries 6 (<0. 1@\) 6’(,\ 8 (<0.1) 14 (<0.1)
Abdominal pain upper <g§ \A 6 (<0.1) 20 (<0.1)
Dyspepsia 1\15(9< 1@QQ 5 (<0.1) 16 (<0.1)
Abdominal discomfort D 6§Cﬂ) 4 (<0.1) 8 (<0.1)
Abdominal pain lower o %56\‘<O.1) 4 (<0.1) 9 (<0.1)
Gastric ulcer () (<0.1) 4 (<0.1) 6 (<0.1)
Aphthous ulcer 0’&\0 (<0.1) 3 (<0.1) 5 (<0.1)
Colitis i (5?5 3 (<0.1) 3 (<0.1) 6 (<0.1)
Haematochezia e;§3 0 3 (<0.1) 3 (<0.1)
Haemorrhoids i&é@ 2 (<0.1) 3 (<0.1) 5 (<0.1)
Abdominal distension « 2 (<0.1) 2 (<0.1) 4 (<0.1)
Anal fissure 26(4 0 2 (<0.1) 2 (<0.1)
Chapped lips (‘(, 0 2 (<0.1) 2 (<0.1)
Hiatus hernia Qﬁf) 2 (<0.1) 2 (<0.1) 4 (<0.1)
Hyperaesthesia teeth g}) 2 (<0.1) 2 (<0.1) 4 (<0.1)
Mouth ulceration 6>KS> 1 (<0.1) 2 (<0.1) 3 (<0.1)
Oesophagitis eﬁb 0 2 (<0.1) 2 (<0.1)
Proctalgia \5 0 2 (<0.1) 2 (<0.1)
Tongue dlscolou@X¥lon 0 2 (<0.1) 2 (<0.1)
Umbilical a 0 2 (<0.1) 2 (<0.1)
AbdominaX ®ernia 0 1 (<0.1) 1 (<0.1)
Dlab Q% gastroparesis 0 1 (<0.1) 1 (<0.1)
000

@0&

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.
Program Path:

\\wilbtia\wilbtia0l\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 (QO&
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecgfé&
Safety Set O
S
Age Group: >=18 and <65 Years Qfﬁ\
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) \ﬁL n (%)
Gastrointestinal disorders (Cont.) 2§Q4
Diverticulum 0 26Q3 (<0.1) 1 (<0.1)
Dry mouth 2 (<0. l) Cﬂ\ 1 (<0.1) 3 (<0.1)
Duodenal ulcer 0 6’(,\ 1 (<0.1) 1 (<0.1)
Enteritis (? \\C 1 (<0.1) 2 (<0.1)
Flatulence \%(é 1@9 1 (<0.1) 3 (<0.1)
Gingival piesding o @@ e® I (<o.1) I (<01
e .é;} . .
Impaired gastric emptying oM (<0.1) 1 (<0.1) 2 (<0.1)
Inguinal hernia 0’&\0 0 1 (<0.1) 1 (<0.1)
Irritable bowel syndrome . (5?5 1 (<0.1) 1 (<0.1) 2 (<0.1)
Large intestine perforation 2593 0 1 (<0.1) 1 (<0.1)
Lip swelling i&é@ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Oesophageal ulcer « 0 1 (<0.1) 1 (<0.1)
Pancreatitis 26(4 0 1 (<0.1) 1 (<0.1)
Paraesthesia oral (& 3 (<0.1) 1 (<0.1) 4 (<0.1)
Peptic ulcer QQO 0 1 (<0.1) 1 (<0.1)
Periodontal disease 2 0 1 (<0.1) 1 (<0.1)
Proctitis 6&0 0 1 (<0.1) 1 (<0.1)
Rectal prolapse e. 0 1 (<0.1) 1 (<0.1)
Small intestinal Q?ééructlon 1 (<0.1) 1 (<0.1) 2 (<0.1)
Stomatitis 1 (<0.1) 1 (<0.1) 2 (<0.1)
Submaxilla and enlargement 0 1 (<0.1) 1 (<0.1)
Swoller‘%@gue 0 1 (<0.1) 1 (<0.1)
iscomfort 1 (<0.1) 1 (<0.1) 2 (<0.1)

TOI%%

2o
ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?é&
Safety Set O
S
Age Group: >=18 and <65 Years Qfﬁ\
ol
Placebo mMRNA-1273 ‘CﬂVD Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) A4S, n (%)
7
Gastrointestinal disorders (Cont.) 2§Q4
Tooth impacted 2 (<0.1) 26Q3 (<0.1) 3 (<0.1)
Dysphagia 2 (<0.1) o 7o 2 (<0.1)
Femoral hernia 1 (<O.k») . 2%} 0 1 (<0.1)
Gastric polyps 1 ﬁgbl) V6; 0 1 (<0.1)
Gastritis 6(¢< .1@QQ 0 1 (<0.1)
Gastrointestinal haemorrhage D 1 <3§Cq> 0 1 (<0.1)
Gastrointestinal pain eﬁa .%;§<O 1) 0 1 (<0.1)
Gingival discomfort oM (<0.1) 0 1 (<0.1)
Gingival pain \>’Q<\ 1 (<0.1) 0 1 (<0.1)
Gingival swelling ‘ q’d 1 (<0.1) 0 1 (<0.1)
Glossitis e§§3 1 (<0.1) 0 1 (<0.1)
Glossodynia ,b(\é 1 (<0.1) 0 1 (<0.1)
Loose tooth « 1 (<0.1) 0 1 (<0.1)
Noninfective gingivitis 26(4 2 (<0.1) 0 2 (<0.1)
Oral disorder {& 1 (<0.1) 0 1 (<0.1)
Oral mucosal erythema Qﬁf) 1 (<0.1) 0 1 (<0.1)
Oral pain o\ 2 (<0.1) 0 2 (<0.1)
Palatal oedema 6&0 1 (<0.1) 0 1 (<0.1)
Regurgitation eﬁb 1 (<0.1) 0 1 (<0.1)
saliva altered o\ 1 (<0.1) 0 1 (<0.1)
Tongue coated X 1 (<0.1) 0 1 (<0.1)
Hepatobiliqﬁ§oaisorders 2 (<0.1) 7 (<0.1) 9 (<0.1)
Chol%%ﬁ%hiasis 1 (<0.1) 5 (<0.1) 6 (<0.1)
o
A0

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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Table 14.3.1.8.4

Page 24 of 69

EUA (Data Extraction Date: 25N0OV2020)

Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecgﬁéﬁ
Safety Set O
A
\O
Age Group: >=18 and <65 Years \‘6<
ol
Placebo mMRNA-1273 O(\‘D Total
System Organ Class (N=114106) (N=11415) (\6\ (N=22831)
Preferred Term n (%) n (%) 43, n (%)
Hepatobiliary disorders (Cont.) 60*
Cholecystitis 0 (\Q 0.1) 1 (<0.1)
Hepatic mass 0 O(\ (<0.1) 1 (<0.1)
Hepatic cyst 1 (<0. ]Q/\) 6\,\ O 1 (<0.1)
Skin and subcutaneous tissue disorders l3§(0?1 QQ 183 (1.6) 320  (1.4)
Rash Lé 30 (0.3) 54 (0.2)
Pruritus 1%3 . 16 (0.1) 26 (0.1)
Urticaria (} .1) 16 (0.1) 30 (0.1)
Dermatitis contact 0\,\0 (O.l) 15 (0.1) 30 (0.1)
Hyperhidrosis ‘ (5?5 12 (0.1) 9 (<0.1) 21 (<0.1)
Rash maculo-papular e‘\(\ 1 (<0.1) 9 (<0.1) 10 (<0.1)
Acne & 5 (<0.1) 7 (<0.1) 12 (<0.1)
Night sweats ((\6 5 (<0.1) 7 (<0.1) 12 (<0.1)
Rash papular 2;(4 3 (<0.1) 7 (<0.1) 10 (<0.1)
Alopecia (‘(, 3 (<0.1) 6 (<0.1) 9 (<0.1)
Dermatitis §§3 3 (<0.1) 6 (<0.1) 9 (<0.1)
Erythema 6\>Q 3 (<0.1) 6 (<0.1) 9 (<0.1)
Ecchymosis xO 1 (<0.1) 5 (<0.1) 6 (<0.1)
Rash erythematous 566 2 (<0.1) 5 (<0.1) 7 (<0.1)
Blister e 2 (<0.1) 3 (<0.1) 5 (<0.1)
Eczema ‘\0 3 (<0.1) 3 (<0.1) 6 (<0.1)
Pityriasis (\ 0 3 (<0.1) 3 (<0.1)
Psoriasig® 0 3 (<0.1) 3 (<0.1)
Rashé(kx:lrltlc 1 (<0.1) 3 (<0.1) 4 (<0.1)
oc>9$\

@0&

Percentages are based on the number of safety subjects.

MedDRA version 23.0.
Program Path:

\\wilbtia\wilbtia0l\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43

\gytreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 (Qgﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any In3ec%?@&
Safety Set O
S
Age Group: >=18 and <65 Years Qfﬁ\
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) \ﬁL n (%)
Skin and subcutaneous tissue disorders (Cont.) 2§Q4
Skin burning sensation 1 (<0.1) eﬂﬁg (<0.1) 4 (<0.1)
Urticaria papular 4 (<0.1) _cﬁ\ 3 (<0.1) 7 (<0.1)
Dermatitis allergic 3 (<O.k») . 2%} 2 (<0.1) 5 (<0.1)
Hand dermatitis 0 Qﬁb‘ §§6; 2 (<0.1) 2 (<0.1)
Hidradenitis 3O 29 2 (<0.1) 2 (<0.1)
Rash macular <(65‘ 1 {ﬁﬂCﬂ) 2 (<0.1) 3 (<0.1)
Rosacea e .%?} <0.1) 2 (<0.1) 3 (<0.1)
Skin lesion K«) (<0.1) 2 (<0.1) 4 (<0.1)
Actinic keratosis \fL 0 1 (<0.1) 1 (<0.1)
Angioedema i (5?5 2 (<0.1) 1 (<0.1) 3 (<0.1)
Cold sweat e&,\(\ 0 1 (<0.1) 1 (<0.1)
Dermal cyst ’b(\(\ 3 (<0.1) 1 (<0.1) 4 (<0.1)
Dermatitis atopic « 5 (<0.1) 1 (<0.1) 6 (<0.1)
Dry skin 26(4 1 (<0.1) 1 (<0.1) 2 (<0.1)
Exfoliative rash (& 0 1 (<0.1) 1 (<0.1)
Lichen planus Qﬂf) 0 1 (<0.1) 1 (<0.1)
Macule o\ 0 1 (<0.1) 1 (<0.1)
Mechanical urticaria 6&0 0 1 (<0.1) 1 (<0.1)
Pain of skin eﬁi 0 1 (<0.1) 1 (<0.1)
Papule \5 2 (<0.1) 1 (<0.1) 3 (<0.1)
Petechiae ‘XD 1 (<0.1) 1 (<0.1) 2 (<0.1)
Rash ve31c 0 1 (<0.1) 1 (<0.1)
Seboer%Qj@ dermatitis 0 1 (<0.1) 1 (<0.1)
Skin morrhage 0 1 (<0.1) 1 (<0.1)

000
ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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Table 14.3.1.8.4
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecgfé&
Safety Set O
P\
\O
Age Group: >=18 and <65 Years Qfﬁ
ol
Placebo mMRNA-1273 CﬂVD Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) \ﬁL n (%)
Skin and subcutaneous tissue disorders (Cont.) 2§Q4
Skin ulcer 0 (63 (<0.1) 1 (<0.1)
Skin warm 0 O(\ 1 (<0.1) 1 (<0.1)
Dermatitis bullous 1 (<0. 6’(,\ 0 1 (<0.1)
Idiopathic urticaria <55 \A 0 1 (<0.1)
Ingrowing nail \15((% l@QQ 0 1 (<0.1)
Ingrown hair 0 1 (<0.1)
Intertrigo %;ﬁ&o.l) 0 1 (<0.1)
Livedo reticularis () 0.1) 0 1 (<0.1)
Rash follicular oS (<0.1) 0 1 (<0.1)
Skin discolouration ‘ qa ; (<0.1) 0 2 (<0.1)
Skin hyperpigmentation €§§3 1 (<0.1) 0 1 (<0.1)
Skin irritation ’6(\(\ 1 (<0.1) 0 1 (<0.1)
Umbilical erythema \‘«\ 1 (<0.1) 0 1 (<0.1)
Musculoskeletal and connective tlssu%\ﬁésorders 439 (3.8) 482 (4.2) 921 (4.0)
Myalgia Q) 129 (1.1) 155 (1.4) 284  (1.2)
Arthralgia E}§Q 132 (1.2) 139 (1.2) 271 (1.2)
Back pain KS) 76 (0.7) 58 (0.5) 134 (0.6)
Pain in extremity eﬁﬁs 49 (0.4) 45 (0.4) 94 (0.4)
Neck pain 21 (0.2) 29 (0.3) 50 (0.2)
Muscle spasms \XD 9 (<0.1) 24 (0.2) 33 (0.1)
Musculoskel pain 22 (0.2) 23 (0.2) 45 (0.2)
Musculoskéi tal chest pain 9 (<0.1) 10 (<0.1) 19 (<0.1)
Tend is 5 (<0.1) 10 (<0.1) 15 (<0.1)
00\)(0

@0&

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecgfé&
Safety Set O
S
Age Group: >=18 and <65 Years Qfﬁ\
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) \ﬁL n (%)
Musculoskeletal and connective tissue disorders 26Q4
(Cont.) e>
Groin pain O O(\ (<0.1) 6 (<0.1)
Musculoskeletal stiffness . 25) 6 (<0.1) 18 (<0.1)
Joint range of motion decreased <55 \A 5 (<0.1) 6 (<0.1)
Muscle tightness é§¢> L@&fp 5 (<0.1) 6 (<0.1)
Osteoarthritis 5 (<0.1) 10 (<0.1)
Rotator cuff syndrome 33 <0. l) 5 (<0.1) 8 (<0.1)
Bone pain 0 % 4 (<0.1) 4 (<0.1)
Intervertebral disc protrusion \95} (<0.1) 4 (<0.1) 5 (<0.1)
Pain in jaw ‘ (5?5 ; (<0.1) 4 (<0.1) 7 (<0.1)
Arthritis €;§3 2 (<0.1) 3 (<0.1) 5 (<0.1)
Axillary mass i&é@ 3 (<0.1) 3 (<0.1) 6 (<0.1)
Bursitis « 3 (<0.1) 3 (<0.1) 6 (<0.1)
Costochondritis 26(4 3 (<0.1) 3 (<0.1) 6 (<0.1)
Joint swelling {Q 7 (<0.1) 3 (<0.1) 10 (<0.1)
Limb discomfort Qﬂj) 3 (<0.1) 3 (<0.1) 6 (<0.1)
Exostosis o\ 1 (<0.1) 2 (<0.1) 3 (<0.1)
Fibromyalgia 6>K5> 3 (<0.1) 2 (<0.1) 5 (<0.1)
Flank pain (2 0 2 (<0.1) 2 (<0.1)
Muscular weakness€>\> 2 (<0.1) 2 (<0.1) 4 (<0.1)
Neck mass 0 2 (<0.1) 2 (<0.1)
Plantar fa fé%ls 3 (<0.1) 2 (<0.1) 5 (<0.1)
Spinal ogf@barthritis 0 2 (<0.1) 2 (<0.1)
Spln%gﬁ%aln 1 (<0.1) 2 (<0.1) 3 (<0.1)

oo~>

@0&

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecgfé&
Safety Set O
S
Age Group: >=18 and <65 Years Qfﬁ\
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) A4S, n (%)
N
Musculoskeletal and connective tissue disorders f&a
(Cont.) 2663
Bone lesion 0 O(\ (<0.1) 1 (<0.1)
Bone swelling o eV 6’(,\ 1 (<0.1) 1 (<0.1)
Floating patella \% 1 (<0.1) 1 (<0.1)
Intervertebral disc degeneration éﬁ E% l@&ﬁp 1 (<0.1) 2 (<0.1)
Joint stiffness (801) 1 (<0.1) 2 (<0.1)
Limb mass %a"&o 1) 1 (<0.1) 2 (<0.1)
Muscle twitching K«) (<0.1) 1 (<0.1) 4 (<0.1)
Osteopenia \fL 1 (<0.1) 1 (<0.1)
Osteoporosis . qa O 1 (<0.1) 1 (<0.1)
Polyarthritis ex,\(\ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Rheumatoid arthritis ,b(\é 0 1 (<0.1) 1 (<0.1)
Spondylolysis « 0 1 (<0.1) 1 (<0.1)
Temporomandibular joint syndrome 26(4 1 (<0.1) 1 (<0.1) 2 (<0.1)
Torticollis O(’(, 1 (<0.1) 1 (<0.1) 2 (<0.1)
Trigger finger 0 1 (<0.1) 1 (<0.1)
Undifferentiated connectlve @&g%ue disease 0 1 (<0.1) 1 (<0.1)
Cervical spinal stenosi K, 1 (<0.1) 0 1 (<0.1)
Femoroacetabular impi ent 1 (<0.1) 0 1 (<0.1)
Intervertebral di isorder 1 (<0.1) 0 1 (<0.1)
Musculoskeletak; scomfort 1 (<0.1) 0 1 (<0.1)
Musculoskeks disorder 1 (<0.1) 0 1 (<0.1)
Myositis C, 1 (<0.1) 0 1 (<0.1)
Spln%§3 tenosis 1 (<0.1) 0 1 (<0.1)
A0S

@0&

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?é&
Safety Set O
S
Age Group: >=18 and <65 Years Qfﬁ\
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) A4S, n (%)
N
Musculoskeletal and connective tissue disorders 26\
(Cont.) 2663
Synovial cyst 2 (<0.1) _cﬁ\ 0 2 (<0.1)
Synovitis 1 (<0190 o0 0 1 (<0.1)
Vertebral foraminal stenosis 1 é&ﬁ}l) §§6; 0 1 (<0.1)
ey ¥ et
Renal and urinary disorders 2555 .thQ 20 (0.2) 43 (0.2)
Nephrolithiasis efa ) \NO.l) 6 (<0.1) 20 (<0.1)
Dysuria oM (<0.1) 5 (<0.1) 7 (<0.1)
Acute kidney injury \>’€<\ 0 1 (<0.1) 1 (<0.1)
Bladder pain ) CB 0 1 (<0.1) 1 (<0.1)
End stage renal disease G;ya 0 1 (<0.1) 1 (<0.1)
Hydronephrosis & 0 1 (<0.1) 1 (<0.1)
Hypertonic bladder (C&> 0 1 (<0.1) 1 (<0.1)
Nocturia ,O(\\\ 0 1 (<0.1) 1 (<0.1)
Polyuria (Q 0 1 (<0.1) 1 (<0.1)
Renal pain QO 0 1 (<0.1) 1 (<0.1)
Uretercolithiasis 6\>Q 0 1 (<0.1) 1 (<0.1)
Urinary hesitation xO 0 1 (<0.1) 1 (<0.1)
Urinary incontinence €ﬁ> 0 1 (<0.1) 1 (<0.1)
Bladder prolapse e\) 1 (<0.1) 0 1 (<0.1)
Chromaturia X 1 (<0.1) 0 1 (<0.1)
Haematuria.CS\ 5 (<0.1) 0 5 (<0.1)
Micturiti urgency 1 (<0.1) 0 1 (<0.1)
Renal@blic 1 (<0.1) 0 1 (<0.1)
o
A0

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?@&
Safety Set O
P\
\O
Age Group: >=18 and <65 Years Qfﬁ
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) A4S, n (%)
o
Renal and urinary disorders (Cont.) 2§Q4
Urinary retention 1 (<0.1) 26Q3 1 (<0.1)
Reproductive system and breast disorders 34 (O.%»} exﬁja 37  (0.3) 71 (0.3)
Dysmenorrhoea 3 ¢ 1) Q6; 4 (<0.1) 7 (<0.1)
Pelvic pain §(0 6QQ 4 (<0.1) 4 (<0.1)
Menorrhagia €>ﬁ5 ‘Cﬁ\ 3 (<0.1) 3 (<0.1)
Breast pain o0 20%0. 1) 2 (<0.1) 4 (<0.1)
Erectile dysfunction oM (<0.1) 2 (<0.1) 4 (<0.1)
Prostatitis \g&\(\ 2 (<0.1) 2 (<0.1) 4 (<0.1)
Uterine haemorrhage ) (5?5 0 2 (<0.1) 2 (<0.1)
Vaginal haemorrhage e,‘—\(\ 0 2 (<0.1) 2 (<0.1)
Adnexal torsion <V~ 0 1 (<0.1) 1 (<0.1)
Breast cyst (C&> 1 (<0.1) 1 (<0.1) 2 (<0.1)
Breast disorder 2;(4 0 1 (<0.1) 1 (<0.1)
Cervical dysplasia X 2 (<0.1) 1 (<0.1) 3 (<0.1)
Dysfunctional uterine bleeding QfD 1 (<0.1) 1 (<0.1) 2 (<0.1)
Ejaculation failure e}ﬁg 0 1 (<0.1) 1 (<0.1)
Gynaecomastia xO 0 1 (<0.1) 1 (<0.1)
Menopausal symptoms eﬁﬁs 1 (<0.1) 1 (<0.1) 2 (<0.1)
Menstrual disorde 0 1 (<0.1) 1 (<0.1)
Metrorrhagia 0 1 (<0.1) 1 (<0.1)
Nipple exud@\c@bloody 0 1 (<0.1) 1 (<0.1)
Ovarian 0 1 (<0.1) 1 (<0.1)
Peri rash 0 1 (<0.1) 1 (<0.1)
o
A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.8.4 e(eo&
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecéﬁ@\ﬁ“\l
Safety Set O
S
Age Group: >=18 and <65 Years \‘6<\
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) (\6\ (N=22831)
Preferred Term n (%) n (%) ,\45' n (%)
o
Reproductive system and breast disorders (Cont.) 60*
Testicular pain 0 6(\@ (<0.1) 1 (<0.1)
Uterine polyp 0 _O(\ 1 (<0.1) 1 (<0.1)
Vaginal discharge 0 D) 6\,\ 1 (<0.1) 1 (<0.1)
Vulvovaginal pain 0 > \‘\C 1 (<0.1) 1 (<0.1)
Amenorrhoea \15(92) . l@QQ 0 1 (<0.1)
Bartholin's cyst 6‘61 () 0 1 (<0.1)
Benign prostatic hyperplasia e('(\ .%@KKO.l) 0 4 (<0.1)
Breast mass 0<\ (<0.1) 0 1 (<0.1)
Cystocele 0’&\0 1 (<0.1) 0 1 (<0.1)
Endometriosis ‘ Q’O 1 (<0.1) 0 1 (<0.1)
Haematospermia 2593 1 (<0.1) 0 1 (<0.1)
Menstruation irregular ’b(\(\ 1 (<0.1) 0 1 (<0.1)
Oligomenorrhoea N 1 (<0.1) 0 1 (<0.1)
Ovarian cyst 6(\\\ 2 (<0.1) 0 2 (<0.1)
Ovarian cyst ruptured {& 2 (<0.1) 0 2 (<0.1)
Polycystic ovaries QQO 1 (<0.1) 0 1 (<0.1)
Uterine cyst o\ 1 (<0.1) 0 1 (<0.1)
Uterine spasm 6&0 2 (<0.1) 0 2 (<0.1)
Vulvovaginal discomji)o%@ 1 (<0.1) 0 1 (<0.1)
Congenital, fami i&eand genetic disorders 2 (<0.1) 3 (<0.1) 5 (<0.1)
Arnold—Chiaé\(\Qlalformation 0 2 (<0.1) 2 (<0.1)
Dermoid 0 1 (<0.1) 1 (<0.1)
Hydr%@’&e 2 (<0.1) 0 2 (<0.1)
o
A0

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 (QO&
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecgfé&
Safety Set O
P\
\O
Age Group: >=18 and <65 Years Qfﬁ
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) \ﬁL n (%)
General disorders and administration site 473 (4.1) 756}?%%3 1225 (5.4)
conditions
Fatigue 271 (2 4) i566 (2.3) 537 (2.4)
Injection site pain . 25§3 117 (1.0) 157 (0.7)
Injection site erythema <55 \A 89 (0.8) 100 (0.4)
Injection site swelling é La&ﬁp 66 (0.06) 75 (0.3)
Pyrexia 64 (0.6) 101 (0.4)
Chills €§<65 5§2§N0.5) 62 (0.5) 117 (0.5)
Injection site pruritus } (<0.1) 55 (0.5) 65 (0.3)
Pain \g& (0.3) 49  (0.4) 88 (0.4)
Injection site rash ‘ qa 1 (<0.1) 28 (0.2) 29 (0.1)
Injection site induration 2593 4 (<0.1) 25  (0.2) 29  (0.1)
Axillary pain ,b(\é 10 (<0.1) 23 (0.2) 33 (0.1)
Injection site lymphadenopathy C3 3 (<0.1) 15 (0.1) 18 (<0.1)
Injection site macule 26(4 2 (<0.1) 14 (0.1) 16 (<0.1)
Chest pain (& 5 (<0.1) 12 (0.1) 17 (<0.1)
Chest discomfort Qﬁf) 9 (<0.1) 11 (<0.1) 20 (<0.1)
Injection site urticaria g}) 0 11 (<0.1) 11 (<0.1)
Malaise 6>K5> 4 (<0.1) 11 (<0.1) 15 (<0.1)
Injection site bruisyg@ 11 (<0.1) 9 (<0.1) 20 (<0.1)
Swelling e 1 (<0.1) 9 (<0.1) 10 (<0.1)
Injection site X}mth 1 (<0.1) 6 (<0.1) 7 (<0.1)
Vacc1natlono§& e lymphadenopathy 0 5 (<0.1) 5 (<0.1)
Feelin 4 (<0.1) 4 (<0.1) 8 (<0.1)
Inje%gl n site haemorrhage 1 (<0.1) 4 (<0.1) 5 (<0.1)
000

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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Table 14.3.1.8.4
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecéﬁ@\ﬁ“\l
Safety Set O
S
Age Group: >=18 and <65 Years \‘6<\
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) (\6\ (N=22831)
Preferred Term n (%) n (%) ,\45' n (%)
N
General disorders and administration site 60
conditions (Cont.) 6(\6>
Non-cardiac chest pain 4 (<0.1) _O(\ 4 (<0.1) 8 (<0.1)
Tenderness 0 e . 6\,\ 4 (<0.1) 4 (<0.1)
Injection site haematoma 1 6@1) Q\\C 3 (<0.1) 4 (<0.1)
Injection site irritation \(5( aQ 3 (<0.1) 3 (<0.1)
Injection site reaction 3‘60 '\00 3 (<0.1) 3 (<0.1)
Oedema peripheral e('(\ .%@KKO.l) 3 (<0.1) 4 (<0.1)
Peripheral swelling 0<\ (<0.1) 3 (<0.1) 8 (<0.1)
Swelling face <§3\ 2 (<0.1) 3 (<0.1) 5 (<0.1)
Vaccination site erythema . qa 0 3 (<0.1) 3 (<0.1)
Vaccination site swelling 2593 0 3 (<0.1) 3 (<0.1)
Feeling abnormal ,b(\(* 2 (<0.1) 2 (<0.1) 4 (<0.1)
Induration « 0 2 (<0.1) 2 (<0.1)
Injection site mass 6(\\\ 0 2 (<0.1) 2 (<0.1)
Injection site papule (& 1 (<0.1) 2 (<0.1) 3 (<0.1)
Adverse drug reaction QQO 1 (<0.1) 1 (<0.1) 2 (<0.1)
Crying o\ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Cyst ’(,0 2 (<0.1) 1 (<0.1) 3 (<0.1)
Exercise tolerance deg@gased 0 1 (<0.1) 1 (<0.1)
Facial discomfort€> 0 1 (<0.1) 1 (<0.1)
Facial pain X 3 (<0.1) 1 (<0.1) 4 (<0.1)
Feeling cold(\ 0 1 (<0.1) 1 (<0.1)
Granulqma @ 0 1 (<0.1) 1 (<0.1)
Han @(2‘: 1 (<0.1) 1 (<0.1) 2 (<0.1)
A0S

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?@&
Safety Set O
S
Age Group: >=18 and <65 Years Qfﬁ\
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) A4S, n (%)
e
General disorders and administration site f&a
conditions (Cont.) 2663
Hernia 0 . O(\ 1 (<0.1) 1 (<0.1)
Influenza like illness 1 (<0190 o0 1 (<0.1) 2 (<0.1)
Injection site hypoaesthesia 0 Qﬁb‘ §>) 1 (<0.1) 1 (<0.1)
Injection site joint pain @SC) 25? 1 (<0.1) 1 (<0.1)
Injection site paraesthesia D 2 <§§Cﬂ) 1 (<0.1) 3 (<0.1)
Injection site scab Ggf\ . 1 (<0.1) 1 (<0.1)
Injury associated with device \ogﬁ\ 1 (<0.1) 1 (<0.1)
Mass O 0 1 (<0.1) 1 (<0.1)
Nodule ‘ Q’O 0 1 (<0.1) 1 (<0.1)
Reactogenicity event e;§3 2 (<0.1) 1 (<0.1) 3 (<0.1)
Sensation of foreign body i&é@ 0 1 (<0.1) 1 (<0.1)
Vaccination site induration « 0 1 (<0.1) 1 (<0.1)
Vaccination site pruritus 26(4 1 (<0.1) 1 (<0.1) 2 (<0.1)
Vaccination site rash W 0 1 (<0.1) 1 (<0.1)
Vessel puncture site haematomaﬂﬁf) 0 1 (<0.1) 1 (<0.1)
Asthenia S 3 (<0.1) 0 3 (<0.1)
Discomfort 6&0 2 (<0.1) 0 2 (<0.1)
Gait disturbance eﬁb 1 (<0.1) 0 1 (<0.1)
Hunger e\) 1 (<0.1) 0 1 (<0.1)
Injection sitexgi%colouration 1 (<0.1) 0 1 (<0.1)
Injection sd discomfort 1 (<0.1) 0 1 (<0.1)
Instin%tg’én site vesicles 1 (<0.1) 0 1 (<0.1)
Medi device site inflammation 1 (<0.1) 0 1 (<0.1)
o
A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 (QO&
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecgfé&
Safety Set O
P\
\O
Age Group: >=18 and <65 Years Qfﬁ
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) A4S, n (%)
e
General disorders and administration site f&a
conditions (Cont.) e>
Polyp 1 (<0.1) 'Cﬁ\QB 0 1 (<0.1)
Precancerous condition 2 (<0. \> 25) 0 2 (<0.1)
Sluggishness <55 \A 0 1 (<0.1)
Vaccination site bruising eﬁé) l@&ﬁp 0 2 (<0.1)
Vaccination site nodule 0 1 (<0.1)
Vaccination site pain %;ﬁ&o.l) 0 2 (<0.1)
Vessel puncture site pain \Dgﬁ 0.1) 0 1 (<0.1)
Xerosis O 1 (<0.1) 0 1 (<0.1)
Investigations G§X¢S§ 48  (0.4) 59 (0.5) 107 (0.5)
Blood pressure increased igﬁ& 17 (0.1) 15 (0.1) 32 (0.1)
Blood pressure systolic increased 6 (<0.1) 10 (<0.1) 16 (<0.1)
Blood pressure diastolic increased 2;(4 2 (<0.1) 7 (<0.1) 9 (<0.1)
Body temperature increased (Q 1 (<0.1) 4 (<0.1) 5 (<0.1)
Hepatic enzyme increased <§3 1 (<0.1) 4 (<0.1) 5 (<0.1)
Heart rate increased e}yg 2 (<0.1) 3 (<0.1) 5 (<0.1)
Transaminases increased xf) 0 3 (<0.1) 3 (<0.1)
Blood glucose increa 1 (<0.1) 2 (<0.1) 3 (<0.1)
Blood trlglycerld%g\xﬁcreased 0 2 (<0.1) 2 (<0.1)
Hormone level abhkbrmal 0 2 (<0.1) 2 (<0.1)
Aspartate a {6%transferase increased 0 1 (<0.1) 1 (<0.1)
Blood chqﬁé terol increased 1 (<0.1) 1 (<0.1) 2 (<0.1)
Blooégﬁ%ta551um decreased 1 (<0.1) 1 (<0.1) 2 (<0.1)

00\)(0
ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec&?@%
Safety Set O
S
Age Group: >=18 and <65 Years Qfﬁ\
ol
Placebo mMRNA-1273 . A Total

System Organ Class (N=114106) (N=11415) €é§ (N=22831)

Preferred Term n (%) n (%) A4§, n (%)
o

Investigations (Cont.) 26Q4
Blood testosterone decreased 2 (<0.1) 26Q3 (<0.1) 3 (<0.1)
Blood uric acid increased 0 _cﬂ\ 1 (<0.1) 1 (<0.1)
Electrocardiogram T wave inversion 0 D) 25) 1 (<0.1) 1 (<0.1)
Fibrin D dimer increased 0 0% A 1 (<0.1) 1 (<0.1)
Heart rate irregular QSQQ%.laﬁﬁp 1 (<0.1) 3 (<0.1)
Hepatic enzyme abnormal 6‘60 \O 1 (<0.1) 1 (<0.1)
Influenza A virus test positive Gﬁs\ .%?fL 1 (<0.1) 1 (<0.1)
Mammogram abnormal \agﬁ\ 1 (<0.1) 1 (<0.1)
Oxygen saturation decreased \fL 1 (<0.1) 1 (<0.1) 2 (<0.1)
Respiratory rate increased . (; 0 1 (<0.1) 1 (<0.1)
Thyroid function test abnormal e;§3 0 1 (<0.1) 1 (<0.1)
Urine transitional cells present iﬁﬁ@ 0 1 (<0.1) 1 (<0.1)
White blood cell count increased 0 1 (<0.1) 1 (<0.1)
Alanine aminotransferase increased ?§§4 1 (<0.1) 0 1 (<0.1)
Blood prolactin increased {& 1 (<0.1) 0 1 (<0.1)
Brain natriuretic peptide incr?j©gh 1 (<0.1) 0 1 (<0.1)
C-reactive protein increasedg)> 1 (<0.1) 0 1 (<0.1)
Cardiac murmur xO 2 (<0.1) 0 2 (<0.1)
Glycosylated haemogl increased 1 (<0.1) 0 1 (<0.1)
International norma sed ratio increased 1 (<0.1) 0 1 (<0.1)
Lipase increas 1 (<0.1) 0 1 (<0.1)
Vitamin Bl reased 1 (<0.1) 0 1 (<0.1)
Vitamiq&mjﬁecreased 2 (<0.1) 0 2 (<0.1)
Wei %g\'ncreased 1 (<0.1) 0 1 (<0.1)

2o
\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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Page 37 of 69

EUA (Data Extraction Date: 25N0OV2020)

Safety Set O
o
Age Group: >=18 and <65 Years <‘Q15
®)
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) \ﬁL n (%)
Injury, poisoning and procedural complications 223 (2.0) 18 2§Y4 6) 407  (1.8)
Muscle strain 23 (0.2) (0.2) 49 (0.2)
Ligament sprain 22 (0.2) <§ (0.2) 40 (0.2)
Skin laceration 23 (0.2 15  (0.1) 38 (0.2)
Arthropod bite 20 @ \\ 12 (0.1) 32 (0.1)
Foot fracture A 1@QQ 8 (<0.1) 16 (<0.1)
Limb injury 6‘66 () 8 (<0.1) 14 (<0.1)
Contusion o .%a‘ 0.2) 7 (<0.1) 26 (0.1)
Tooth fracture cﬁ\ (<0.1) 7 (<0.1) 15 (<0.1)
Arthropod sting Sl (<0.1) 6 (<0.1) 13 (<0.1)
Skin abrasion i (3 15 (0.1) 6 (<0.1) 21 (<0.1)
Procedural pain ex,\(\ 13 (0.1) 5 (<0.1) 18 (<0.1)
Animal bite i&é@ 5 (<0.1) 4 (<0.1) 9 (<0.1)
Concussion « 3 (<0.1) 4 (<0.1) 7 (<0.1)
Road traffic accident (Q4 3 (<0.1) 4 (<0.1) 7 (<0.1)
Fall <£?> 9 (<0.1) 3 (<0.1) 12 (<0.1)
Hand fracture §§) 1 (<0.1) 3 (<0.1) 4 (<0.1)
Joint injury 9\)9 4 (<0.1) 3 (<0.1) 7 (<0.1)
Meniscus injury 6>K5> 1 (<0.1) 3 (<0.1) 4 (<0.1)
Cartilage injury eﬁi 1 (<0.1) 2 (<0.1) 3 (<0.1)
Eplcondylltls \) 2 (<0.1) 2 (<0.1) 4 (<0.1)
Ligament inju 0 2 (<0.1) 2 (<0.1)
ngament r 1 (<0.1) 2 (<0.1) 3 (<0.1)
Post- tg& ic pain 2 (<0.1) 2 (<0.1) 4 (<0.1)
Tend njury 0 2 (<0.1) 2 (<0.1)

000

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.

MedDRA version 23.0.
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Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?@&
Safety Set O
S
Age Group: >=18 and <65 Years Qfﬁ\
ol
Placebo mMRNA-1273 CﬂVD Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) A4S, n (%)
o
Injury, poisoning and procedural complications 26Q4
(Cont.) 2663
Tendon rupture 1 (<0.1) _cﬁ\ 2 (<0.1) 3 (<0.1)
Thermal burn 1 (<0.190 O 2 (<0.1) 3 (<0.1)
Upper limb fracture Q0" Q\\C 2 (<0.1) 2 (<0.1)
Wrist fracture \(5(0 aQ 2 (<0.1) 2 (<0.1)
Alcohol poisoning 20 \0(\ 1 (<0.1) 1 (<0.1)
Ankle fracture o cga’%o.l) 1 (<0.1) 4 (<0.1)
Back injury \<\0 (<0.1) 1 (<0.1) 3 (<0.1)
Bone contusion \fL 0 1 (<0.1) 1 (<0.1)
Bone fragmentation ‘ qa 0 1 (<0.1) 1 (<0.1)
Burns second degree e;§3 1 (<0.1) 1 (<0.1) 2 (<0.1)
Clavicle fracture 295@ 0 1 (<0.1) 1 (<0.1)
Corneal abrasion « 3 (<0.1) 1 (<0.1) 4 (<0.1)
Exposure to SARS-CoV-2 26(4 1 (<0.1) 1 (<0.1) 2 (<0.1)
Face injury {Q 0 1 (<0.1) 1 (<0.1)
Head injury 0 0 1 (<0.1) 1 (<0.1)
Hypobarism N\ 0 1 (<0.1) 1 (<0.1)
Injection related reacta)’ﬁ,o 1 (<0.1) 1 (<0.1) 2 (<0.1)
Injury eﬁi 0 1 (<0.1) 1 (<0.1)
Joint dislocation s 0 1 (<0.1) 1 (<0.1)
Lumbar vertebrx} racture 0 1 (<0.1) 1 (<0.1)
Meniscus cyéﬁ\ 0 1 (<0.1) 1 (<0.1)
Muscle h ia 0 1 (<0.1) 1 (<0.1)
Musc%éﬁ upture 2 (<0.1) 1 (<0.1) 3 (<0.1)
A0S

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.
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Table 14.3.1.8.4 e(eo&
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecéﬁ@\ﬁ“\l
Safety Set O
S
Age Group: >=18 and <65 Years \‘6<\
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) (\6\ (N=22831)
Preferred Term n (%) n (%) ,\45' n (%)
o
Injury, poisoning and procedural complications 60*
(Cont.) 6(\6>
Nasal injury 0 _O(\ 1 (<0.1) 1 (<0.1)
Patella fracture 1 (<0190 o0 1 (<0.1) 2 (<0.1)
Periorbital haematoma 0 Q@‘ Q\\ 1 (<0.1) 1 (<0.1)
Periorbital haemorrhage \(5(0 aQ 1 (<0.1) 1 (<0.1)
Post procedural haemorrhage D 1 {\{9(\1) 1 (<0.1) 2 (<0.1)
Post procedural swelling e('(\ . 1 (<0.1) 1 (<0.1)
Post-traumatic neck syndrome \00(\ 1 (<0.1) 1 (<0.1)
Procedural headache O 0 1 (<0.1) 1 (<0.1)
Respiratory fume inhalation disorder . qa 2 (<0.1) 1 (<0.1) 3 (<0.1)
Rib fracture e;§3 0 1 (<0.1) 1 (<0.1)
Scar ’b(\(\ 0 1 (<0.1) 1 (<0.1)
Stab wound « 0 1 (<0.1) 1 (<0.1)
Stress fracture 6(\\\ 5 (<0.1) 1 (<0.1) 6 (<0.1)
Tibia fracture < 1 (<0.1) 1 (<0.1) 2 (<0.1)
Tooth injury QQO 2 (<0.1) 1 (<0.1) 3 (<0.1)
Uterine rupture o\ 0 1 (<0.1) 1 (<0.1)
Vaccination complicatioa’(,o 2 (<0.1) 1 (<0.1) 3 (<0.1)
Wound (2 1 (<0.1) 1 (<0.1) 2 (<0.1)
Burns first degrean 1 (<0.1) 0 1 (<0.1)
Exposure to tO)@ agent 1 (<0.1) 0 1 (<0.1)
Eyelid contm$ron 1 (<0.1) 0 1 (<0.1)
Fibula fxgeture 1 (<0.1) 0 1 (<0.1)
Fore%ﬁ body 1 (<0.1) 0 1 (<0.1)

o

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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Table 14.3.1.8.4
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?é§
Safety Set O
S
Age Group: >=18 and <65 Years Qfﬁ\
ol
Placebo mMRNA-1273 . A Total
System Organ Class (N=114106) (N=11415) €&§ (N=22831)
Preferred Term n (%) n (%) A4S, n (%)
o
Injury, poisoning and procedural complications 26Q4
(Cont.) e>
Hip fracture 1 (<0.1) _O(\6 0 1 (<0.1)
Iliotibial band syndrome 1 (<0.19V 6’(,\ 0 1 (<0.1)
Immunisation anxiety related reaction ﬁgb \) 0 1 (<0.1)
Mouth injury \15((% 1@99 0 1 (<0.1)
Muscle injury 0 1 (<0.1)
Procedural anxiety e§<65 %?ﬁ&o.l) 0 1 (<0.1)
Procedural haemorrhage K«) (<0.1) 0 2 (<0.1)
Procedural nausea \9L (<0.1) 0 1 (<0.1)
Scratch ‘ Q’O : (<0.1) 0 1 (<0.1)
Skeletal injury ex,\(\ 1 (<0.1) 0 1 (<0.1)
Sports injury ’b(\(\ 1 (<0.1) 0 1 (<0.1)
Sunburn « 2 (<0.1) 0 2 (<0.1)
Superficial injury of eye 26?4 1 (<0.1) 0 1 (<0.1)
Trunk injury {Q 1 (<0.1) 0 1 (<0.1)
Ulna fracture Qﬁf) 1 (<0.1) 0 1 (<0.1)
Venomous sting o\ 1 (<0.1) 0 1 (<0.1)
xO
Surgical and medical ppg@ghures 8 (<0.1) 8 (<0.1) 16 (<0.1)
Endodontic proced 3 (<0.1) 2 (<0.1) 5 (<0.1)
Cholecystect 0 1 (<0.1) 1 (<0.1)
Dental oper c@& 0 1 (<0.1) 1 (<0.1)
Skin neoglasm excision 0 1 (<0.1) 1 (<0.1)
Tend%\’%heath incision 0 1 (<0.1) 1 (<0.1)

00\)(0

<®°&

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.

MedDRA version 23.0.
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Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?é&
Safety Set O
S
Age Group: >=18 and <65 Years Qfﬁ\
ol
Placebo mMRNA-1273 CﬂVD Total
System Organ Class (N=114106) (N=11415) €é§ (N=22831)
Preferred Term n (%) n (%) A4S, n (%)
o
Surgical and medical procedures (Cont.) 26Q4
Thyroidectomy 0 26Q3 (<0.1) 1 (<0.1)
Tooth extraction 0 _cﬁ\ 1 (<0.1) 1 (<0.1)
Cataract operation 1 (<O.k»} . 25) 0 1 (<0.1)
Foot operation 1 (?I) \\C 0 1 (<0.1)
Fracture treatment éﬁék .l@&ﬁp 0 1 (<0.1)
Tooth repair e((\a" 2’8{\@(\1) 0 2 (<0.1)
Social circumstances CﬁQé (<0.1) 1 (<0.1) 3 (<0.1)
Menopause Sl (<0.1) 1 (<0.1) 2 (<0.1)
Sexual abuse CB 1 (<0.1) 0 1 (<0.1)
o
Product issues {Vﬁa 0 3 (<0.1) 3 (<0.1)
Device breakage (C&> 0 1 (<0.1) 1 (<0.1)
Device dislocation <Q{ 0 1 (<0.1) 1 (<0.1)
Embedded device O("O 0 1 (<0.1) 1 (<0.1)
6\>QQ
3%
N
\06
oL
o
co
(\\,
(2
o
A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 (QO&
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecgfé&
Safety Set O
A
\O
Age Group: >=65 Years Qfﬁ
ol
Placebo mMRNA-1273 ‘CﬂVD Total
System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)
Preferred Term n (%) n (%) \ﬁL n (%)
Number of Subjects Reporting Unsolicited Adverse 814 (21.7) é&q&ﬁﬂ 1772 (23.6)
Events
N i o)
umber of Unsolicited Adverse Events 1482 \) 2%} 1784 3266
. . . g N
Infections and infestations laéxo L?&ﬁ? 136 (3.0) 291 (3.9)
Urinary tract infection 23 (0.06) 58 (0.8)
Sinusitis é?>\g§\ 11 (0.3) 16 (0.2)
Gingivitis 0(\ (<o 1) 6 (0.2) 7 (<0.1)
Herpes zoster \) 0.1) 6 (0.2) 10 (0.1)
COVID-19 ° 12 (0.3) 5 (0.1) 17 (0.2)
Gastroenteritis ‘SCSB 3 (<0.1) 5 (0.1) 8 (0.1)
Cellulitis {Vja 5 (0.1) 4  (0.1) 9 (0.1)
Rhinovirus infection «\’5 0 4 (0.1) 4 (<0.1)
Tooth abscess (Q{ 10 (0.3) 4 (0.1) 14 (0.2)
Tooth infection €Q?3 2 (<0.1) 4  (0.1) 6 (<0.1)
Upper respiratory tract infecthao 7 (0.2) 4 (0.1) 11 (0.1)
Conjunctivitis 6\> 3 (<0.1) 3 (<0.1) 6 (<0.1)
Diverticulitis KS) 4  (0.1) 3 (<0.1) 7 (<0.1)
Ear infection €> 2 (<0.1) 3 (<0.1) 5 (<0.1)
Enterovirus infec Qﬁa 0 3 (<0.1) 3 (<0.1)
Herpes Slmplex“o 0 3 (<0.1) 3 (<0.1)
Hordeolum 2 (<0.1) 3 (<0.1) 5 (<0.1)
Laryngiti 0 3 (<0.1) 3 (<0.1)
Locajea(s’%d infection 3 (<0.1) 3 (<0.1) 6 (<0.1)
00\)(0

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 (Qgﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecgfé&
Safety Set O
S
Age Group: >=65 Years Qfﬁ\
ol
Placebo mMRNA-1273 ‘CﬂVD Total
System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)
Preferred Term n (%) n (%) \ﬁL n (%)
Infections and infestations (Cont.) 2§Q4
Pneumonia 9 (0.2) eﬂﬁg (<0.1) 9 (0.1)
Staphylococcal infection 1 (<0. l) Cﬂ\ 3 (<0.1) 4 (<0.1)
Viral infection 3 (<0. 6’(,\ 3 (<0.1) 6 (<0.1)
Cystitis 1 (? \\ 2 (<0.1) 3 (<0.1)
Fungal infection \%(é 1@QQ 2 (<0.1) 4 (<0.1)
Onychomycosis 2 (<0.1) 2 (<0.1)
Oral herpes e«(c) %a"e .1) 2 (<0.1) 3 (<0.1)
Otitis externa o3 (<0.1) 2 (<0.1) 5 (<0.1)
Paronychia 0’&\0 2 (<0.1) 2 (<0.1) 4 (<0.1)
Pharyngitis . (5?5 1 (<0.1) 2 (<0.1) 3 (<0.1)
Subcutaneous abscess e;§3 0 2 (<0.1) 2 (<0.1)
Acute sinusitis ’b(\(\ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Appendicitis « 2 (<0.1) 1 (<0.1) 3 (<0.1)
Chronic sinusitis 26(4 1 (<0.1) 1 (<0.1) 2 (<0.1)
Clostridium difficile infection {& 0 1 (<0.1) 1 (<0.1)
Dermatophytosis of nail QQO 0 1 (<0.1) 1 (<0.1)
Folliculitis g}) 3 (<0.1) 1 (<0.1) 4 (<0.1)
Impetigo 6&0 0 1 (<0.1) 1 (<0.1)
Infected dermal cyst & 0 1 (<0.1) 1 (<0.1)
Injection site 1n%§ ion 0 1 (<0.1) 1 (<0.1)
Joint abscess X 0 1 (<0.1) 1 (<0.1)
Latent tub osis 0 1 (<0.1) 1 (<0.1)
Otitis mqﬁﬁa acute 1 (<0.1) 1 (<0.1) 2 (<0.1)
Pneu@é@'a staphylococcal 0 1 (<0.1) 1 (<0.1)

00\)(0
ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 (QO&
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecgfé&
Safety Set O
S
Age Group: >=65 Years Qfﬁ\
ol
Placebo mMRNA-1273 ‘CﬂVD Total
System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)
Preferred Term n (%) n (%) \ﬁL n (%)
Infections and infestations (Cont.) 2§Q4
Pyelonephritis acute 0 26Q3 (<0.1) 1 (<0.1)
Respiratory tract infection 1 (<0. l) Cﬂ\ 1 (<0.1) 2 (<0.1)
Respiratory tract infection viral 1 (<0. 25) 1 (<0.1) 2 (<0.1)
Rhinitis 4 @ % 1 (<0.1) 5 (<0.1)
Sepsis ‘? 1@QQ 1 (<0.1) 2 (<0.1)
Sialoadenitis 1 (<0.1) 2 (<0.1)
Skin infection %a"e X0. 1) 1 (<0.1) 2 (<0.1)
Suspected COVID-19 K«) 1 (<0.1) 1 (<0.1)
Tinea pedis O 2 (<0.1) 1 (<0.1) 3 (<0.1)
Urosepsis . qa 0 1 (<0.1) 1 (<0.1)
Vaginal infection €§§3 0 1 (<0.1) 1 (<0.1)
Viral upper respiratory tract infection i&é@ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Vulvovaginal candidiasis 1 (<0.1) 1 (<0.1) 2 (<0.1)
Asymptomatic COVID-19 26(4 1 (<0.1) 0 1 (<0.1)
Blastocystis infection (& 1 (<0.1) 0 1 (<0.1)
Body tinea Qﬁf) 1 (<0.1) 0 1 (<0.1)
Bullous impetigo o\ 1 (<0.1) 0 1 (<0.1)
Candida infection 6&0 1 (<0.1) 0 1 (<0.1)
Denture stomatitis (2 1 (<0.1) 0 1 (<0.1)
Fungal skin infec 1 (<0.1) 0 1 (<0.1)
Gardnerella inﬁg ion 1 (<0.1) 0 1 (<0.1)
Genital he simplex 1 (<0.1) 0 1 (<0.1)
Kidney imf@ction 1 (<0.1) 0 1 (<0.1)
1 (<0.1) 0 1 (<0.1)

La?%k inthitis
2o
ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecgfé&
Safety Set O
A
\O
Age Group: >=65 Years Qfﬁ
ol
Placebo mMRNA-1273 ‘CﬂVD Total
System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)
Preferred Term n (%) n (%) A4S, n (%)
o
Infections and infestations (Cont.) 2§Q4
Nasopharyngitis 2 (<0.1) 26Q3 2 (<0.1)
Oral candidiasis 1 (<0. l) _cﬁ\ 0 1 (<0.1)
Osteomyelitis 1 (<0. . 25) 0 1 (<0.1)
Pharyngitis streptococcal 2 <55 \A 0 2 (<0.1)
Postoperative wound infection eﬁé) l@&ﬁp 0 1 (<0.1)
Soft tissue infection D \ 0 1 (<0.1)
Streptococcal sepsis eﬁa %;§<O.l) 0 1 (<0.1)
Tinea cruris () 0.1) 0 1 (<0.1)
Viral rhinitis KX\ 1 (<0.1) 0 1 (<0.1)
Vulvovaginal mycotic infection . (5 1 (<0.1) 0 1 (<0.1)
Wound infection \Fe;yﬁ 2 (<0.1) 0 2 (<0.1)
Neoplasms benign, malignant and unspe01fled(Qé%cl 25 (0.7) 24 (0.06) 49 (0.7)
cysts and polyps) 26\
Basal cell carcinoma (Q 9 (0.2) 5 (0.1) 14 (0.2)
Lipoma §§3 1 (<0.1) 2 (<0.1) 3 (<0.1)
Prostate cancer e}yg 3 (<0.1) 2 (<0.1) 5 (<0.1)
Angiolipoma xO 0 1 (<0.1) 1 (<0.1)
Benign hepatic neopl O‘ 0 1 (<0.1) 1 (<0.1)
Benign neoplasm o a‘§r01d gland 0 1 (<0.1) 1 (<0.1)
Chronic lympho y%lc leukaemia 0 1 (<0.1) 1 (<0.1)
Chronic mygé nocytic leukaemia 0 1 (<0.1) 1 (<0.1)
Keratoac oma 0 1 (<0.1) 1 (<0.1)
Lip %gp mous cell carcinoma 0 1 (<0.1) 1 (<0.1)

oc>9$\

@0&

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version
Program Path:

23.0.
\\wilbtia\wilbtia0l\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?@&
Safety Set O
S
Age Group: >=65 Years Qfﬁ\
ol
Placebo mMRNA-1273 ‘CﬂVD Total
System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)
Preferred Term n (%) n (%) A4S, n (%)
o
Neoplasms benign, malignant and unspecified (incl 2§Q4
cysts and polyps) (Cont.) 2663
Malignant melanoma 1 (<0.1) _O(\ 1 (<0.1) 2 (<0.1)
Meningioma benign 0 e}) . X\ 1 (<0.1) 1 (<0.1)
Nasopharyngeal neoplasm benign 0 Qﬁb‘ §§6; 1 (<0.1) 1 (<0.1)
Neoplasm malignant @6 25? 1 (<0.1) 1 (<0.1)
Rectal cancer D 0 \gﬁ\ 1 (<0.1) 1 (<0.1)
Skin cancer o .%a"(«o.l) 1 (<0.1) 2 (<0.1)
Squamous cell carcinoma ()\ (0.2) 1 (<0.1) 7 (<0.1)
Squamous cell carcinoma of skin \95} 1 (<0.1) 1 (<0.1) 2 (<0.1)
Bladder neoplasm ‘ qa 1 (<0.1) 0 1 (<0.1)
Breast cancer stage I 2593 1 (<0.1) 0 1 (<0.1)
Intraductal proliferative breast lesion i&é@ 1 (<0.1) 0 1 (<0.1)
Prostate cancer metastatic * 1 (<0.1) 0 1 (<0.1)
Blood and lymphatic system disorders{Q?ys 11 (0.3) 24 (0.06) 35 (0.5)
Lymphadenopathy QO 9 (0.2) 21 (0.6) 30 (0.4)
Anaemia 6\>Q 0 1 (<0.1) 1 (<0.1)
Blood loss anaemia xO 0 1 (<0.1) 1 (<0.1)
Leukocytosis eﬁﬁs 0 1 (<0.1) 1 (<0.1)
Lymph node pain e\) 1 (<0.1) 0 1 (<0.1)
Lymphadenitisos(’\o 1 (<0.1) 0 1 (<0.1)
Immune sys%ﬁﬁoﬁisorders 10 (0.3) 6 (0.2) 16 (0.2)
Hypeigﬁﬂsitivity 0 2 (<0.1) 2 (<0.1)
2o

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.

MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?@&
Safety Set O
S
Age Group: >=65 Years Qfﬁ\
ol
Placebo mMRNA-1273 CﬂVD Total

System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)

Preferred Term n (%) n (%) A4S, n (%)
N

Immune system disorders (Cont.) 26\

Seasonal allergy 8 (0.2) 26«3 (<0.1) 10 (0.1)

Drug hypersensitivity 1 (<0.1) _O(\ 1 (<0.1) 2 (<0.1)

Type IV hypersensitivity reaction 0 e}) . 25) 1 (<0.1) 1 (<0.1)

Allergy to chemicals 1 éﬁgbl) §§6L 0 1 (<0.1)
e a ¥ ged

Endocrine disorders €>ﬁ5 .tg}l 0 4 (<0.1)
Androgen deficiency e('(\ %@ 0.1) 0 1 (<0.1)
Hypothyroidism oM3 (<0.1) 0 3 (<0.1)

&

Metabolism and nutrition disorders ° 18 (0.5) 31 (0.8) 49 (0.7)
Hyperlipidaemia <3055 2 (<0.1) 9 (0.2) 11 (0.1)
Dehydration .(\(se 1 (<0.1) 4 (0.1) 5 (<0.1)
Hypercholesterolaemia <(65 1 (<0.1) 4 (0.1) 5 (<0.1)
Type 2 diabetes mellitus (Q{ 1 (<0.1) 3 (<0.1) 4 (<0.1)
Decreased appetite €Q?> 1 (<0.1) 2 (<0.1) 3 (<0.1)
Gout <§3 2 (<0.1) 2 (<0.1) 4 (<0.1)
Hyponatraemia €>§Q 1 (<0.1) 2 (<0.1) 3 (<0.1)
Vitamin D deficiency ‘53 0 2 (<0.1) 2 (<0.1)
Diabetes mellitus eﬁ> 2 (<0.1) 1 (<0.1) 3 (<0.1)
Diabetes mellitusqgmxéequate control 0 1 (<0.1) 1 (<0.1)
HyperglycaemLa‘}D 1 (<0.1) 1 (<0.1) 2 (<0.1)
Insulin resi nce 0 1 (<0.1) 1 (<0.1)
Iron defi <§1cy 1 (<0.1) 1 (<0.1) 2 (<0.1)
Vita gﬁ£312 deficiency 0 1 (<0.1) 1 (<0.1)
o

A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?é§
Safety Set O
P\
\O
Age Group: >=65 Years Qfﬁ
ol
Placebo mRNA-1273 Total
System Organ Class (N=3750) (N=3770) (N=7520)
Preferred Term n (%) n (%) \ﬁL n (%)
Metabolism and nutrition disorders (Cont.) 26Q4
Hyperkalaemia 1 (<0.1) (Q& 1 (<0.1)
Hyperuricaemia 1 (<0.1) Cﬂ\ 0 1 (<0.1)
Hypocalcaemia 1 (<0. \> 25) 0 1 (<0.1)
i <0.
Hypoglycaemia (é§§31> §>§ 0 2 (<0.1)
Psychiatric disorders Qk} 23 (0.06) 33 (0.4)
Anxiety é?; O l) 7 (0.2) 10 (0.1)
Insomnia O(\ (<0.1) 4 (0.1) 7 (<0.1)
Depression X> 0 3 (<0.1) 3 (<0.1)
Nightmare ) CB 0 3 (<0.1) 3 (<0.1)
Sleep disorder é"\(\ 0 2 (<0.1) 2 (<0.1)
Bruxism & 0 1 (<0.1) 1 (<0.1)
Depressed mood (C&> 0 1 (<0.1) 1 (<0.1)
Drug use disorder 2;(4 0 1 (<0.1) 1 (<0.1)
Hallucination (Q 0 1 (<0.1) 1 (<0.1)
Suicidal ideation 0 0 1 (<0.1) 1 (<0.1)
Adjustment disorder with dep@ﬁé%ed mood 1 (<0.1) 0 1 (<0.1)
Confusional state 1 (<0.1) 0 1 (<0.1)
Generalised anxiety q%@s&der 1 (<0.1) 0 1 (<0.1)
Mental status chan 1 (<0.1) 0 1 (<0.1)
Nervous systggx&lsorders 129  (3.4) 147 (3.9) 276 (3.7)
Headache 84 (2.2) 96 (2.5) 180 (2.4)
Dizzi ’%s 17 (0.5) 17 (0.5) 34  (0.5)
o
A0

<®°&

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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Page 49 of 69

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?@&
Safety Set O
S
Age Group: >=65 Years Qfﬁ\
ol
Placebo mMRNA-1273 CﬂVD Total
System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)
Preferred Term n (%) n (%) A4S, n (%)
e
Nervous system disorders (Cont.) 26\
Sinus headache 1 (<0.1) 26“3 (0.2) 7 (<0.1)
Paraesthesia 2 (<0.1) _cﬁ\ 5 (0.1) 7 (<0.1)
Sciatica 4 (0.0 X 4 (0.1) 8 (0.1)
Cervical radiculopathy 0 o V6; 3 (<0.1) 3 (<0.1)
Hypoaesthesia @6?ﬁ%.l@&§? 3 (<0.1) 5 (<0.1)
Cerebrovascular accident D 0 ‘“3 2 (<0.1) 2 (<0.1)
Dysgeusia o0 320 1) 2 (<0.1) 5 (<0.1)
Hyperaesthesia cﬁq% 2 (<0.1) 2 (<0.1)
Syncope 0’&\0 4 (0.1) 2 (<0.1) 6 (<0.1)
Ageusia . qa 0 1 (<0.1) 1 (<0.1)
Amnesia €§§3 1 (<0.1) 1 (<0.1) 2 (<0.1)
Balance disorder ’6(\(\ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Carpal tunnel syndrome C3 1 (<0.1) 1 (<0.1) 2 (<0.1)
Disturbance in attention 26?4 0 1 (<0.1) 1 (<0.1)
Embolic stroke < 0 1 (<0.1) 1 (<0.1)
Essential tremor QQO 0 1 (<0.1) 1 (<0.1)
Facial paralysis o\ 0 1 (<0.1) 1 (<0.1)
Hyposmia 6&0 0 1 (<0.1) 1 (<0.1)
Migraine eﬁi 3 (<0.1) 1 (<0.1) 4 (<0.1)
Peripheral sensor ﬁéuropathy 0 1 (<0.1) 1 (<0.1)
Piriformis synng§% 0 1 (<0.1) 1 (<0.1)
Poor quali eep 0 1 (<0.1) 1 (<0.1)
Tension Wéadache 0 1 (<0.1) 1 (<0.1)
Toxigﬁé&cephalopathy 0 1 (<0.1) 1 (<0.1)
o
A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?é&
Safety Set O
S
Age Group: >=65 Years Qfﬁ\
ol
Placebo mMRNA-1273 ‘CﬂVD Total

System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)

Preferred Term n (%) n (%) A4S, n (%)
o

Nervous system disorders (Cont.) 2§Q4
Transient ischaemic attack 0 26Q3 (<0.1) 1 (<0.1)
Dysaesthesia 1 (<0.1) _cﬁ\ 0 1 (<0.1)
Ischaemic stroke 1 (<O.k») . 2%} 0 1 (<0.1)
Lumbar radiculopathy 1 ﬁgbl) V6; 0 1 (<0.1)
Nerve compression éﬁék .l@&ﬁp 0 1 (<0.1)
Neuralgia 27 () 0 2 (<0.1)
Post-traumatic headache eﬁa .%§§<O.l) 0 1 (<0.1)
Presyncope cﬁ\ (<0.1) 0 3 (<0.1)
Restless legs syndrome \95} 1 (<0.1) 0 1 (<0.1)
Speech disorder ‘ q’d 1 (<0.1) 0 1 (<0.1)
Taste disorder e§§3 1 (<0.1) 0 1 (<0.1)
Tremor ’b(\(\ 1 (<0.1) 0 1 (<0.1)

Eye disorders 6(\\\«\ 23 (0.6) 17 (0.5) 40  (0.5)
Eye irritation (Q 0 2 (<0.1) 2 (<0.1)
Eve pain QO 1 (<0.1) 2 (<0.1) 3 (<0.1)
Eye pruritus 6\>Q 1 (<0.1) 2 (<0.1) 3 (<0.1)
Accommodation disorder , xO 0 1 (<0.1) 1 (<0.1)
Cataract eﬁﬁs 0 1 (<0.1) 1 (<0.1)
Dry eye e\) 3 (<0.1) 1 (<0.1) 4 (<0.1)
Eye disorder 'O 0 1 (<0.1) 1 (<0.1)
Eye inflammacddn 0 1 (<0.1) 1 (<0.1)
Eye swel@g\ 0 1 (<0.1) 1 (<0.1)
Glaucama 1 (<0.1) 1 (<0.1) 2 (<0.1)
o

A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?é&
Safety Set O
S
Age Group: >=65 Years Qfﬁ\
ol
Placebo mMRNA-1273 ‘CﬂVD Total
System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)
Preferred Term n (%) n (%) Aqu n (%)
7
Eye disorders (Cont.) 2§Q4
Retinal detachment 1 (<0.1) 26Q3 (<0.1) 2 (<0.1)
Swelling of eyelid 0 _O(\ 1 (<0.1) 1 (<0.1)
Visual impairment 1 (<0190 o0 1 (<0.1) 2 (<0.1)
Vitreous disorder 0 > V6; 1 (<0.1) 1 (<0.1)
Vitreous floaters @ﬁ?ﬁ%.L@&fp 1 (<0.1) 2 (<0.1)
Blepharitis 6‘61 () 0 1 (<0.1)
Conjunctival haemorrhage eﬁa .%;§<O.l) 0 1 (<0.1)
Conjunctival irritation oM (<0.1) 0 1 (<0.1)
Conjunctivitis allergic \95} 1 (<0.1) 0 1 (<0.1)
Conjunctivochalasis . c>1> 1 (<0.1) 0 1 (<0.1)
Dacryostenosis acquired e§§3 1 (<0.1) 0 1 (<0.1)
Eye discharge ,b(\é 1 (<0.1) 0 1 (<0.1)
Macular hole « 1 (<0.1) 0 1 (<0.1)
Ocular hyperaemia 26(4 1 (<0.1) 0 1 (<0.1)
Ocular rosacea {& 1 (<0.1) 0 1 (<0.1)
Periorbital oedema Qﬁf) 1 (<0.1) 0 1 (<0.1)
Periorbital swelling o\ 1 (<0.1) 0 1 (<0.1)
Strabismus 6&0 1 (<0.1) 0 1 (<0.1)
Ulcerative keratitis eﬁb 1 (<0.1) 0 1 (<0.1)
Vision blurred e 1 (<0.1) 0 1 (<0.1)
Ear and labyg&g@g'disorders 20  (0.5) 18 (0.5) 38 (0.5)
Vertigo cﬁ) 7 (0.2) 6 (0.2) 13 (0.2)
Vert%gp positional 0 3 (<0.1) 3 (<0.1)
o
A0

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecéﬁ@\ﬁ“\l
Safety Set O
S
Age Group: >=65 Years \‘6<\
ol
Placebo mMRNA-1273 O(\‘D Total
System Organ Class (N=3750) (N=3770) (\6\ (N=7520)
Preferred Term n (%) n (%) ,\45' n (%)
e
Ear and labyrinth disorders (Cont.) 60
Ear pain 2 (<0.1) 6(\@ (<0.1) 4 (<0.1)
Tinnitus 3 (<0.1) . O(\ 2 (<0.1) 5 (<0.1)
Cerumen impaction 1 (<0 D) 6\,\ 1 (<0.1) 2 (<0.1)
Deafness unilateral 0 > \‘\C 1 (<0.1) 1 (<0.1)
Ear congestion é(Qg)laQQ 1 (<0.1) 2 (<0.1)
Meniere's disease A2 1 (<0.1) 1 (<0.1)
) . 2 - x\O
Middle ear effusion AN 1 (<0.1) 1 (<0.1)
Motion sickness \00(\ 1 (<0.1) 1 (<0.1)
Ear discomfort \iﬁ 2 (<0.1) 0 2 (<0.1)
Excessive cerumen production . qa 1 (<0.1) 0 1 (<0.1)
Otorrhoea e’(,\(\ 1 (<0.1) 0 1 (<0.1)
Tympanic membrane perforation ,b(\(* 2 (<0.1) 0 2 (<0.1)
Cardiac disorders 6(\\\ «\ 24 (0.6) 26 (0.7) 50 (0.7)
Atrial fibrillation {Q 6 (0.2) 8 (0.2) 14  (0.2)
Angina pectoris §§3 1 (<0.1) 3 (<0.1) 4 (<0.1)
Coronary artery disease 9\>Q 3 (<0.1) 3 (<0.1) 6 (<0.1)
Palpitations O] 1 (<0.1) 3 (<0.1) 4 (<0.1)
Acute myocardial infag@gion 1 (<0.1) 2 (<0.1) 3 (<0.1)
Arrhythmia €>/\) 1 (<0.1) 2 (<0.1) 3 (<0.1)
Cardiac failure{)&)ngestive 1 (<0.1) 2 (<0.1) 3 (<0.1)
Tachycardia (\ 1 (<0.1) 2 (<0.1) 3 (<0.1)
Acute co er syndrome 0 1 (<0.1) 1 (<0.1)
Brad dia 6 (0.2) 1 (<0.1) 7 (<0.1)
o
A0

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?@&
Safety Set O
P\
\O
Age Group: >=65 Years Qfﬁ
ol
Placebo mMRNA-1273 CﬂVD Total
System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)
Preferred Term n (%) n (%) A4S, n (%)
o
Cardiac disorders (Cont.) 2§Q4
Cardio-respiratory arrest 0 26Q3 (<0.1) 1 (<0.1)
Cardiomyopathy 0 _cﬁ\ 1 (<0.1) 1 (<0.1)
Coronary artery thrombosis 0 e}) . 25) 1 (<0.1) 1 (<0.1)
Sinus tachycardia 0 o V6; 1 (<0.1) 1 (<0.1)
Atrial flutter @ﬂ?ﬁ%.L@&fp 0 1 (<0.1)
Cardiac failure 2T () 0 1 (<0.1)
Cardiac failure acute eﬁa .%;§<O.l) 0 1 (<0.1)
Extrasystoles cﬁ\ (<0.1) 0 1 (<0.1)
Ventricular fibrillation €9§53 1 (<0.1) 0 1 (<0.1)
Vascular disorders €§SCS§ 55 (1.5) 55 (1.5) 110 (1.5)
Hypertension <V~ 40 (1.1) 35 (0.9) 75 (1.0)
Hot flush (C&> 3 (<0.1) 8 (0.2) 11 (0.1)
Flushing 2;(4 1 (<0.1) 2 (<0.1) 3 (<0.1)
Hypertensive urgency (Q 1 (<0.1) 2 (<0.1) 3 (<0.1)
Hypotension §§3 2 (<0.1) 2 (<0.1) 4 (<0.1)
Systolic hypertension e}ﬁg 2 (<0.1) 2 (<0.1) 4 (<0.1)
Aortic aneurysm KS) 3 (<0.1) 1 (<0.1) 4 (<0.1)
Essential hypertensio Qﬁ> 0 1 (<0.1) 1 (<0.1)
Haematoma e\) 0 1 (<0.1) 1 (<0.1)
Orthostatic hy nsion 0 1 (<0.1) 1 (<0.1)
Peripheral Q@éﬁgy occlusion 0 1 (<0.1) 1 (<0.1)
Fibromus r dysplasia 1 (<0.1) 0 1 (<0.1)
Peri@§§¥al vascular disorder 1 (<0.1) 0 1 (<0.1)

A(\C>ys}

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?@&
Safety Set O
P\
\O
Age Group: >=65 Years Qfﬁ
ol
Placebo mMRNA-1273 ‘CﬂVD Total
System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)
Preferred Term n (%) n (%) A4S, n (%)
e
Vascular disorders (Cont.) 26\
Phlebitis 1 (<0.1) 6(\6‘ 1 (<0.1)
Vasodilatation 1 (<0.1) _cﬁ\ 0 1 (<0.1)
eV | 20
Respiratory, thoracic and mediastinal disorders 117 gg}l) V6; 119 (3.2) 236 (3.1)
Rhinorrhoea 3 (O .%§QQ 36 (1.0) 67 (0.9)
Cough ’c)‘@ (06 29 (0.8) 50  (0.7)
Oropharyngeal pain Gﬁf\ Q%ZSNO.S) 27 (0.7) 58 (0.8)
Nasal congestion Cﬁé (0.7) 26 (0.7) 52  (0.7)
Dyspnoea Qﬁx\ 8 (0.2) 10 (0.3) 18 (0.2)
Upper-airway cough syndrome ) (5?5 2 (<0.1) 6 (0.2) 8 (0.1)
Asthma é"\(\ 1 (<0.1) 5 (0.1) 6 (<0.1)
Sneezing (\(~ 1 (<0.1) 5 (0.1) 6 (<0.1)
Dysphonia (C&> 2 (<0.1) 3 (<0.1) 5 (<0.1)
Epistaxis ,O(\\\ 5 (0.1) 3 (<0.1) 8 (0.1)
Respiratory tract congestion (Q 1 (<0.1) 3 (<0.1) 4 (<0.1)
Tachypnoea O 3 (<0.1) 3 (<0.1) 6 (<0.1)
Chronic obstructive pulmonang sease 5 (0.1) 2 (<0.1) 7 (<0.1)
Pharyngeal erythema KS) 2 (<0.1) 2 (<0.1) 4 (<0.1)
Sinus congestion Qﬁ> 4 (0.1) 2 (<0.1) 6 (<0.1)
Throat irritation 3 (<0.1) 2 (<0.1) 5 (<0.1)
Allergic sinusi& 0 1 (<0.1) 1 (<0.1)
Bronchiectaﬁ«g@ 0 1 (<0.1) 1 (<0.1)
Bronchos 0 1 (<0.1) 1 (<0.1)
Dry @(ﬁ%at 1 (<0.1) 1 (<0.1) 2 (<0.1)
o
A0

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.

MedDRA version 23.0.
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Table 14.3.1.8.4 e(eo&
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecéﬁ@\ﬁ“\l
Safety Set O
A
\O
Age Group: >=65 Years \‘6<
ol
Placebo mMRNA-1273 . O(\‘D Total
System Organ Class (N=3750) (N=3770) (\6\ (N=7520)
Preferred Term n (%) n (%) ,\45' n (%)
7
Respiratory, thoracic and mediastinal disorders 60*
(Cont.) 6(\6>
Dyspnoea exertional 0 _O(\ 1 (<0.1) 1 (<0.1)
Nasal septum deviation 1 (<O.]Q/\) . 6\,\ 1 (<0.1) 2 (<0.1)
Paranasal sinus discomfort 0 o \\C 1 (<0.1) 1 (<0.1)
Productive cough 6(9&).1@@9 1 (<0.1) 3 (<0.1)
Pulmonary embolism ‘e’O Xe) 1 (<0.1) 1 (<0.1)
Respiratory disorder e('(\ .%’b‘(‘\<0.1) 1 (<0.1) 2 (<0.1)
Respiratory failure o 1 (<0.1) 1 (<0.1)
Rhinitis allergic 0’&\0 4 (0.1) 1 (<0.1) 5 (<0.1)
Sinus pain . qa 1 (<0.1) 1 (<0.1) 2 (<0.1)
Sleep apnoea syndrome e;§3 0 1 (<0.1) 1 (<0.1)
Wheezing ,b(\é 0 1 (<0.1) 1 (<0.1)
Emphysema « 1 (<0.1) 0 1 (<0.1)
Oropharyngeal discomfort 6(\\\ 1 (<0.1) 0 1 (<0.1)
Pleural effusion (\, 2 (<0.1) 0 2 (<0.1)
Pleuritic pain QQO 1 (<0.1) 0 1 (<0.1)
Pulmonary congestion o\ 1 (<0.1) 0 1 (<0.1)
Throat tightness 6&0 1 (<0.1) 0 1 (<0.1)
Tonsillar exudate (2 1 (<0.1) 0 1 (<0.1)
Tonsillar hypert\ro@ 1 (<0.1) 0 1 (<0.1)
Gastrointest%s§$§éisorders 115 (3.1) 127  (3.4) 242  (3.2)
Diarrhoeg @ 48  (1.3) 42 (1.1) 90 (1.2)
Nausez\“ 22 (0.6) 34 (0.9) 56 (0.7)
o
A0

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 (QO&
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecgfé&
Safety Set O
P\
\O
Age Group: >=65 Years Qfﬁ
ol
Placebo mMRNA-1273 ‘CﬂVD Total
System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)
Preferred Term n (%) n (%) \ﬁL n (%)
Gastrointestinal disorders (Cont.) 2§Q4
Gastrooesophageal reflux disease 2 (<0.1) (ﬁ$ (0.3) 15 (0.2)
Vomiting 8 (O 2) 'Cﬂ\ 13 (0.3) 21 (0.3)
Toothache 5 ) 6’(,\ 8 (0.2) 13 (0.2)
Dyspepsia 4 @ \\ 5 (0.1) 9 (0.1)
Abdominal pain ‘? 1@QQ 4 (0.1) 6 (<0.1)
Abdominal pain upper 4 (0.1) 7 (<0.1)
Dental caries %?g% .1) 4 (0.1) 6 (<0.1)
Constipation () 0.1) 3 (<0.1) 7 (<0.1)
Inguinal hernia 0’&\0 3 (<0.1) 3 (<0.1) 6 (<0.1)
Hypoaesthesia oral . (5?5 0 2 (<0.1) 2 (<0.1)
Abdominal discomfort e;§3 4 (0.1) 1 (<0.1) 5 (<0.1)
Abdominal pain lower i&é@ 2 (<0.1) 1 (<0.1) 3 (<0.1)
Colitis « 0 1 (<0.1) 1 (<0.1)
Diverticulum intestinal 26(4 0 1 (<0.1) 1 (<0.1)
Dry mouth O(‘(, 1 (<0.1) 1 (<0.1) 2 (<0.1)
Food poisoning 2 (<0.1) 1 (<0.1) 3 (<0.1)
Gastrointestinal haemorrha%ec_,\yQ 0 1 (<0.1) 1 (<0.1)
Haemorrhoids e>¥; 0 1 (<0.1) 1 (<0.1)
Hiatus hernia e. 0 1 (<0.1) 1 (<0.1)
Hyperaesthesia teg% 0 1 (<0.1) 1 (<0.1)
Large 1ntest1nQL 3 (<0.1) 1 (<0.1) 4 (<0.1)
Lip swelll 1 (<0.1) 1 (<0.1) 2 (<0.1)
Oesoph@e pain 0 1 (<0.1) 1 (<0.1)
Panc itis acute 0 1 (<0.1) 1 (<0.1)

000
ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?é&
Safety Set O
S
Age Group: >=65 Years Qfﬁ\
ol
Placebo mMRNA-1273 ‘CﬂVD Total
System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)
Preferred Term n (%) n (%) A4S, n (%)
o
Gastrointestinal disorders (Cont.) 2§Q4
Paraesthesia oral 1 (<0.1) 26Q3 (<0.1) 2 (<0.1)
Rectal haemorrhage 0 _cﬁ\ 1 (<0.1) 1 (<0.1)
Salivary gland calculus 0 eV 20 1 (<0.1) 1 (<0.1)
Salivary hypersecretion 1 @1) 1 (<0.1) 2 (<0.1)
Stomatitis 3¢ D> 1 (<0.1) 1 (<0.1)
Swollen tongue D 0 K3§§§ 1 (<0.1) 1 (<0.1)
Tooth discolouration eﬁa . 1 (<0.1) 1 (<0.1)
Umbilical hernia \00(\ (<0.1) 1 (<0.1) 3 (<0.1)
Volvulus O 0 1 (<0.1) 1 (<0.1)
Aphthous ulcer ‘ q’d 1 (<0.1) 0 1 (<0.1)
Duodenal ulcer haemorrhage e;§3 1 (<0.1) 0 1 (<0.1)
Gastric perforation ’6(\(\ 1 (<0.1) 0 1 (<0.1)
Gastritis « 1 (<0.1) 0 1 (<0.1)
Gastrointestinal motility disorder 26?4 1 (<0.1) 0 1 (<0.1)
Gingival pain {Q 2 (<0.1) 0 2 (<0.1)
Intestinal obstruction Qﬁf) 1 (<0.1) 0 1 (<0.1)
Oral cavity fistula 2 1 (<0.1) 0 1 (<0.1)
Oral discomfort 6&0 1 (<0.1) 0 1 (<0.1)
Oral pain eﬁi 2 (<0.1) 0 2 (<0.1)
Retching \06\) 1 (<0.1) 0 1 (<0.1)
Hepatobiliary, orders 0 5 (0.1) 5 (<0.1)
Bile duct @tone 0 1 (<0.1) 1 (<0.1)
Chol%(y)%titis 0 1 (<0.1) 1 (<0.1)
o
A0

Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
\
Table 14.3.1.8.4 €XG§)
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?é&
Safety Set O
A
\O
Age Group: >=65 Years Qfﬁ
ol
Placebo mMRNA-1273 ‘CﬂVD Total
System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)
Preferred Term n (%) n (%) A4S, n (%)
7
Hepatobiliary disorders (Cont.) 2§Q4
Cholecystitis acute 0 26Q3 (<0.1) 1 (<0.1)
Cholelithiasis 0 'Cﬂ\ 1 (<0.1) 1 (<0.1)
Hepatic steatosis 0 66\) ‘060 1 (<0.1) 1 (<0.1)
: \)
Skin and subcutaneous tissue disorders Q@Xcﬁa. Q&§ 81 (2.1) 137  (1.8)
Rash 6‘6 @(\% 12 (0.3) 17 (0.2)
Erythema eﬁa ,é?ﬁko.l) 10 (0.3) 13 (0.2)
Urticaria N3 (0.1) 9 (0.2) 14 (0.2)
Pruritus Qﬁx\ 8 (0.2) 7 (0.2) 15 (0.2)
Dermatitis contact ‘ Q’O 11 (0.3) 5 (0.1) 16 (0.2)
Actinic keratosis é"\(\ 0 4 (0.1) 4 (<0.1)
Rash macular & 2 (<0.1) 4 (0.1) 6 (<0.1)
Dermatitis atopic (C&> 0 3 (<0.1) 3 (<0.1)
Hyperhidrosis ,O(\\\ 2 (<0.1) 3 (<0.1) 5 (<0.1)
Dermatitis (Q 1 (<0.1) 2 (<0.1) 3 (<0.1)
Neurodermatitis 0 0 2 (<0.1) 2 (<0.1)
Night sweats €>yo 2 (<0.1) 2 (<0.1) 4 (<0.1)
Rash maculo-papular xO 0 2 (<0.1) 2 (<0.1)
Rash papular eﬁﬁs 0 2 (<0.1) 2 (<0.1)
Rash pruritic e\) 1 (<0.1) 2 (<0.1) 3 (<0.1)
Rosacea X) 1 (<0.1) 2 (<0.1) 3 (<0.1)
Skin lesion (O 2 (<0.1) 2 (<0.1) 4 (<0.1)
Ingrowing dail 0 1 (<0.1) 1 (<0.1)
0 1 (<0.1) 1 (<0.1)

Lich%g\ clerosus
N
2oC
’ ??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
\O
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?é&
Safety Set O
P\
\O
Age Group: >=65 Years Qfﬁ
ol
Placebo mMRNA-1273 ‘CﬂVD Total
System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)
Preferred Term n (%) n (%) A4S, n (%)
e
Skin and subcutaneous tissue disorders (Cont.) 26\
Macule 0 26Q3 (<0.1) 1 (<0.1)
Nail disorder 0 _O(\ 1 (<0.1) 1 (<0.1)
Pityriasis rosea 0 e}) . 25) 1 (<0.1) 1 (<0.1)
Precancerous skin lesion 0 > V6; 1 (<0.1) 1 (<0.1)
Psoriasis \15(9%.1@@9 1 (<0.1) 2 (<0.1)
Rash erythematous 530 ‘“3 1 (<0.1) 1 (<0.1)
Skin mass o .%a"(«o.l) 1 (<0.1) 2 (<0.1)
Solar lentigo ot 1 (<0.1) 1 (<0.1)
Angioedema Qﬁx\ 1 (<0.1) 0 1 (<0.1)
Cold sweat ‘ q’d 1 (<0.1) 0 1 (<0.1)
Dermal cyst e§§3 1 (<0.1) 0 1 (<0.1)
Dermatitis bullous ,b(\é 1 (<0.1) 0 1 (<0.1)
Ecchymosis « 4 (0.1) 0 4 (<0.1)
Lichenoid keratosis 26(4 1 (<0.1) 0 1 (<0.1)
Scab < 1 (<0.1) 0 1 (<0.1)
Seborrhoeic dermatitis Qﬁf) 1 (<0.1) 0 1 (<0.1)
Telangiectasia o\ 1 (<0.1) 0 1 (<0.1)
Urticaria papular 6&0 1 (<0.1) 0 1 (<0.1)
S
Musculoskeletal andGSdX%ective tissue disorders 178 (4.7) 189 (5.0) 367  (4.9)
Arthralgia ‘XD 49  (1.3) 61 (1.6) 110 (1.5)
Myalgia (\(\0 38 (1.0) 52 (1.4) 90  (1.2)
Back paiqj} 33  (0.9) 24  (0.6) 57 (0.8)
Painegp extremity 22 (0.6) 16 (0.4) 38 (0.5)
o
A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?@&
Safety Set O
A
\O
Age Group: >=65 Years Qfﬁ
ol
Placebo mMRNA-1273 ‘CﬂVD Total
System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)
Preferred Term n (%) n (%) A4S, n (%)
N
Musculoskeletal and connective tissue disorders f&a
(Cont.) 2663
Neck pain 9 (0.2) 'Cﬂ\ 9 (0.2) 18 (0.2)
Muscle spasms 9 (O.%») . 2%} 8 (0.2) 14 (0.2)
Musculoskeletal pain 7 <g§2) \A 8 (0.2) 15 (0.2)
Musculoskeletal stiffness eﬁﬁ?& .L@&ﬁp 7 (0.2) 8 (0.1)
Arth]lrltl‘,ls (.(\6‘ 0 ’(;,\O 5 (0.1) 5 (<0.1)
Bursitis e .é?} <0.1) 5 (0.1) 6 (<0.1)
Tendonitis \Dgﬁ\ (0.1) 4  (0.1) 9 (0.1)
Muscular weakness \fL 0 3 (<0.1) 3 (<0.1)
Musculoskeletal chest pain . (5?5 3 (<0.1) 3 (<0.1) 6 (<0.1)
Osteoporosis e;§3 1 (<0.1) 3 (<0.1) 4 (<0.1)
Spinal stenosis ’b(\(\ 0 3 (<0.1) 3 (<0.1)
Joint swelling « 0 2 (<0.1) 2 (<0.1)
Osteoarthritis 26(4 8 (0.2) 2 (<0.1) 10 (0.1)
Rotator cuff syndrome {& 4 (0.1) 2 (<0.1) 6 (<0.1)
Trigger finger Qﬁf) 1 (<0.1) 2 (<0.1) 3 (<0.1)
Costochondritis o\ 0 1 (<0.1) 1 (<0.1)
Flank pain 6>KS> 1 (<0.1) 1 (<0.1) 2 (<0.1)
Fracture nonunion (2 0 1 (<0.1) 1 (<0.1)
Joint range of mo 'éé decreased 1 (<0.1) 1 (<0.1) 2 (<0.1)
Joint stiffnesa; 0 1 (<0.1) 1 (<0.1)
Limb disco 0 1 (<0.1) 1 (<0.1)
Muscle fat@gue 0 1 (<0.1) 1 (<0.1)
Musc inghtness 0 1 (<0.1) 1 (<0.1)

2o
\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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Table 14.3.1.8.4 Q/(QO&
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%ﬁ@\ﬁ“\l
Safety Set O
S
Age Group: >=65 Years \‘6<\
ol
Placebo mMRNA-1273 . O(\‘D Total
System Organ Class (N=3750) (N=3770) (\6\ (N=7520)
Preferred Term n (%) n (%) ,\45' n (%)
hd
Musculoskeletal and connective tissue disorders 3<\
(Cont.) 6(\6
Muscle twitching 0 _O(\ 1 (<0.1) 1 (<0.1)
Neck mass 0 eV | 20 1 (<0.1) 1 (<0.1)
Osteopenia 0 a2 A 1 (<0.1) 1 (<0.1)
Periarthritis \15(92).1@QQ 1 (<0.1) 2 (<0.1)
Spinal osteoarthritis 6‘63 é\{g(\l) 1 (<0.1) 4 (<0.1)
Spondylitis oL gt 1 (<0.1) 1 (<0.1)
Tendon disorder \00(\ 1 (<0.1) 1 (<0.1)
Bone lesion \gﬁ 1 (<0.1) 0 1 (<0.1)
Fibromyalgia ‘ Q’O 1 (<0.1) 0 1 (<0.1)
Foot deformity ex,\(\ 2 (<0.1) 0 2 (<0.1)
Groin pain ’6(\(\ 1 (<0.1) 0 1 (<0.1)
Limb mass N 1 (<0.1) 0 1 (<0.1)
Pain in jaw 6(\\‘ 1 (<0.1) 0 1 (<0.1)
Polymyalgia rheumatica O(’(, 1 (<0.1) 0 1 (<0.1)
Renal and urinary disorders 6\)QQ 19 (0.5) 20 (0.5) 39 (0.5)
Nephrolithiasis xO 7 (0.2) 6 (0.2) 13 (0.2)
Pollakiuria 566 1 (<0.1) 3 (<0.1) 4 (<0.1)
Haematuria e\) 2 (<0.1) 2 (<0.1) 4 (<0.1)
Bladder divertictlum 0 1 (<0.1) 1 (<0.1)
Chronic kiq§§§)disease 0 1 (<0.1) 1 (<0.1)
Cystitis erstitial 0 1 (<0.1) 1 (<0.1)
Dysu@i@‘ 1 (<0.1) 1 (<0.1) 2 (<0.1)
o
A0

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.8.4
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecéﬁe\ﬁﬂ\l
Safety Set O
S
Age Group: >=65 Years \‘6<\
ol
Placebo mMRNA-1273 . O(\‘D Total
System Organ Class (N=3750) (N=3770) (\6\ (N=7520)
Preferred Term n (%) n (%) 43, n (%)
Renal and urinary disorders (Cont.) 60\‘
Lower urinary tract symptoms 0 6(\Q (<0.1) 1 (<0.1)
Polyuria 0 O(\ 1 (<0.1) 1 (<0.1)
Renal cyst 1 (<0. 1@\) 6’(,\ 1 (<0.1) 2 (<0.1)
Urinary hesitation \\ 1 (<0.1) 1 (<0.1)
Urinary incontinence \15( 2) l@QQ 1 (<0.1) 2 (<0.1)
Urinary retention @Ol) 1 (<0.1) 2 (<0.1)
Acute kidney injury %a"%o.l) 0 2 (<0.1)
Chromaturia O( .1) 0 1 (<0.1)
Micturition urgency \Sﬁ\(\ 1 (<0.1) 0 1 (<0.1)
Renal colic ‘ Q’O 1 (<0.1) 0 1 (<0.1)
Renal mass e§§3 1 (<0.1) 0 1 (<0.1)
Urge incontinence ,b(\(* 1 (<0.1) 0 1 (<0.1)
Reproductive system and breast disordeé§§4 5 (0.1) 13 (0.3) 18 (0.2)
Benign prostatic hyperplasia (‘(, 2 (<0.1) 5 (0.1) 7 (<0.1)
Erectile dysfunction QO 0 2 (<0.1) 2 (<0.1)
Adenomyosis 6\>Q 0 1 (<0.1) 1 (<0.1)
Balanoposthitis xO 0 1 (<0.1) 1 (<0.1)
Breast discharge 566 0 1 (<0.1) 1 (<0.1)
Breast mass e 0 1 (<0.1) 1 (<0.1)
Breast swelllg\’\o 0 1 (<0.1) 1 (<0.1)
Ovarian cysfQ\ 0 1 (<0.1) 1 (<0.1)
Pelvic di mfort 1 (<0.1) 0 1 (<0.1)
Pros ttis 2 (<0.1) 0 2 (<0.1)
00\)(0

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 (QO&
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecgfé&
Safety Set O
A
\O
Age Group: >=65 Years Qfﬁ
ol
Placebo mMRNA-1273 ‘CﬂVD Total
System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)
Preferred Term n (%) n (%) \ﬁL n (%)
Reproductive system and breast disorders (Cont.) 2§Q4
Prostatomegaly 2 (<0.1) <Q3 2 (<0.1)
General disorders and administration site 149 (4. %»3 ff&gﬁ\ 254  (6.7) 403 (5.4)
conditions
Fatigue 6\_}(08 QQ 106  (2.8) 171 (2.3)
Injection site erythema ‘?‘ 38 (1.0) 47 (0.6)
Injection site pain Ggf\ an .4) 34 (0.9) 48 (0.6)
Injection site pruritus cﬁ\ (<0.1) 21 (0.6) 23 (0.3)
Chills \fL 17 (0.5) 20  (0.5) 37 (0.5)
Pyrexia ‘ Q’O 9 (0.2) 18  (0.5) 27 (0.4)
Injection site swelling G§y® 6 (0.2) 17 (0.5) 23 (0.3)
Pain & 12 (0.3) 11 (0.3) 23 (0.3)
Injection site rash <o 0 9 (0.2) 9 (0.1)
Injection site macule 2;(4 0 7 (0.2) 7 (<0.1)
Injection site induration {Q 3 (<0.1) 5 (0.1) 8 (0.1)
Injection site urticaria QO 0 4 (0.1) 4 (<0.1)
Injection site bruising 6\>Q 8 (0.2) 3 (<0.1) 11 (0.1)
Oedema peripheral xO 3 (<0.1) 3 (<0.1) 6 (<0.1)
Peripheral swelling eﬁﬁs 5 (0.1) 3 (<0.1) 8 (0.1)
Axillary pain O 2 (<0.1) 2 (<0.1) 4 (<0.1)
Chest dlscomfox@‘) 3 (<0.1) 2 (<0.1) 5 (<0.1)
Chest pain 3 (<0.1) 2 (<0.1) 5 (<0.1)
In]ectloqj§QEe haemorrhage 1 (<0.1) 2 (<0.1) 3 (<0.1)
Inje%gf%n site lymphadenopathy 1 (<0.1) 2 (<0.1) 3 (<0.1)

00\)(0
ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403010804.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?@&
Safety Set O
S
Age Group: >=65 Years Qfﬁ\
ol
Placebo mMRNA-1273 CﬂVD Total
System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)
Preferred Term n (%) n (%) A4S, n (%)
N
General disorders and administration site f&a
conditions (Cont.) 2663
Injection site warmth 0 _cﬁ\ 2 (<0.1) 2 (<0.1)
Asthenia 1 (<0190 o0 1 (<0.1) 2 (<0.1)
Exercise tolerance decreased 0 o A\\ 1 (<0.1) 1 (<0.1)
Feeling abnormal @6?ﬁ%.l@&§? 1 (<0.1) 2 (<0.1)
Eetiamation W@ g L) S
e .é;} . .
Injection site discolouration \Dgﬁ (<0.1) 1 (<0.1) 2 (<0.1)
Injection site irritation \fL 0 1 (<0.1) 1 (<0.1)
Injection site joint pain ‘ (5?5 0 1 (<0.1) 1 (<0.1)
Injection site mass e;§3 1 (<0.1) 1 (<0.1) 2 (<0.1)
Injection site paraesthesia i&é@ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Injection site reaction C3 0 1 (<0.1) 1 (<0.1)
Injection site scab 26(4 0 1 (<0.1) 1 (<0.1)
Malaise < 5 (0.1) 1 (<0.1) 6 (<0.1)
Swelling Qﬁf) 0 1 (<0.1) 1 (<0.1)
Temperature intolerance o\ 0 1 (<0.1) 1 (<0.1)
Vaccination site 1ymphaé§ﬁ§bathy 0 1 (<0.1) 1 (<0.1)
Vaccination site pain-@ 0 1 (<0.1) 1 (<0.1)
Vessel puncture sk§é> aemorrhage 0 1 (<0.1) 1 (<0.1)
Facial pain X 1 (<0.1) 0 1 (<0.1)
Gait distu e 1 (<0.1) 0 1 (<0.1)
Impairgicﬁéaling 1 (<0.1) 0 1 (<0.1)
Inca ated hernia 1 (<0.1) 0 1 (<0.1)
o
A0

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.
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Page 65 of 69

EUA (Data Extraction Date: 25N0OV2020)

Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injecéﬁ&“\l
Safety Set O
A
\O
Age Group: >=65 Years \‘6<
ol
Placebo mMRNA-1273 O(\‘D Total
System Organ Class (N=3750) (N=3770) (\6\ (N=7520)
Preferred Term n (%) n (%) ,\45' n (%)
N
General disorders and administration site 60
conditions (Cont.) 6(\6>
Injection site haematoma 1 (<0.1) _O(\ 0 1 (<0.1)
Injection site hypoaesthesia 1 (<0. \) 6\,\ 0 1 (<0.1)
Injection site nodule (? \\ 0 1 (<0.1)
Non-cardiac chest pain \15((% l@QQ 0 1 (<0.1)
Pelvic mass 0 1 (<0.1)
Thirst e«(c) %a"%o.l) 0 1 (<0.1)
Vaccination site inflammation \<\0 0.1) 0 1 (<0.1)
Vessel puncture site bruise 60‘ 1 (<0.1) 0 1 (<0.1)
Investigations é{_\(\q 18 (0.5) 29  (0.8) 47  (0.06)
Blood pressure increased igﬁ& 7 (0.2) 9 (0.2) 16 (0.2)
Blood pressure systolic increased 5 (0.1) 5 (0.1) 10 (0.1)
Blood pressure diastolic increased 2;(4 0 2 (<0.1) 2 (<0.1)
Blood creatine increased (‘(, 0 1 (<0.1) 1 (<0.1)
Blood creatinine increased QfD 0 1 (<0.1) 1 (<0.1)
Blood glucose decreased 9\>Q 0 1 (<0.1) 1 (<0.1)
Blood glucose increased 2 (<0.1) 1 (<0.1) 3 (<0.1)
Blood parathyroid horﬁ@& increased 0 1 (<0.1) 1 (<0.1)
Blood pressure sy decreased 0 1 (<0.1) 1 (<0.1)
Body temperatur@ ecreased 0 1 (<0.1) 1 (<0.1)
Cardiac mur 0 1 (<0.1) 1 (<0.1)
Glycosyl haemoglobin increased 0 1 (<0.1) 1 (<0.1)
Heart (& te increased 0 1 (<0.1) 1 (<0.1)

o

@0&

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.
Program Path:
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Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?@&
Safety Set O
P\
\O
Age Group: >=65 Years Qfﬁ
ol
Placebo mMRNA-1273 ‘CﬂVD Total
System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)
Preferred Term n (%) n (%) A4S, n (%)
o
Investigations (Cont.) 2§Q4
Human rhinovirus test positive 0 26Q3 (<0.1) 1 (<0.1)
Neutrophil count increased 0 _cﬁ\ 1 (<0.1) 1 (<0.1)
Transaminases 0 e}) . 25) 1 (<0.1) 1 (<0.1)
Weight decreased 0 o V6; 1 (<0.1) 1 (<0.1)
Blood cholesterol increased eg?é%.Leﬁfp 0 1 (<0.1)
Blood iron decreased D 2 ésﬂCﬂ) 0 2 (<0.1)
Prostatic specific antigen increased Ggf\ <‘%2§<O.l) 0 1 (<0.1)
Injury, poisoning and procedural complications <§X6) 95 (2.5) 96 (2.5) 191 (2.5)
Contusion ‘ (5?5 8 (0.2) 11 (0.3) 19 (0.3)
Fall €§§3 8 (0.2) 11 (0.3) 19 (0.3)
Arthropod bite & 6 (0.2) 9 (0.2) 15 (0.2)
Muscle strain (C&> [ (0.2) 8 (0.2) 14 (0.2)
Skin laceration 2;(4 5 (0.1) 8 (0.2) 13 (0.2)
Ligament sprain {Q 4 (0.1) 7 (0.2) 11 (0.1)
Procedural pain §§3 7 (0.2) 7 (0.2) 14 (0.2)
Tooth fracture E;YQ 6 (0.2) 6 (0.2) 12 (0.2)
Limb injury xO 3 (<0.1) 4 (0.1) 7 (<0.1)
Foot fracture eﬁﬁs 2 (<0.1) 3 (<0.1) 5 (<0.1)
Rib fracture O 1 (<0.1) 3 (<0.1) 4 (<0.1)
Road traffic agéxggnt 2 (<0.1) 3 (<0.1) 5 (<0.1)
Skin abrasRS®O 6 (0.2) 3 (<0.1) 9 (0.1
Cervical tebral fracture 0 2 (<0.1) 2 (<0.1)
Faciigﬁkones fracture 0 2 (<0.1) 2 (<0.1)

A(\C>ys}

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?é§
Safety Set O
S
Age Group: >=65 Years Qfﬁ\
ol
Placebo mMRNA-1273 ‘CﬂVD Total
System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)
Preferred Term n (%) n (%) \ﬁL n (%)
Injury, poisoning and procedural complications 26Q4
(Cont.) e>
Hand fracture O Cﬂ\ (<0.1) 2 (<0.1)
Heat exhaustion 25) 2 (<0.1) 2 (<0.1)
Wrist fracture (? \\C 2 (<0.1) 3 (<0.1)
Animal bite \%(é 1@9 1 (<0.1) 3 (<0.1)
Animal scratch 1 (<0.1) 1 (<0.1)
Arthropod sting e§<&>.§?§%0.2) 1 (<0.1) 9 (0.1)
Back injury \00(\ 1 (<0.1) 1 (<0.1)
Bone contusion \9L 2 (<0.1) 1 (<0.1) 3 (<0.1)
Burns first degree . c>1> 0 1 (<0.1) 1 (<0.1)
Concussion e§§3 1 (<0.1) 1 (<0.1) 2 (<0.1)
Craniocerebral injury 295@ 0 1 (<0.1) 1 (<0.1)
Epicondylitis « 0 1 (<0.1) 1 (<0.1)
Femoral neck fracture 26(4 0 1 (<0.1) 1 (<0.1)
Fibula fracture (‘(, 0 1 (<0.1) 1 (<0.1)
Head injury QQO 1 (<0.1) 1 (<0.1) 2 (<0.1)
Hip fracture g}) 1 (<0.1) 1 (<0.1) 2 (<0.1)
Lower limb fracture €>KS> 1 (<0.1) 1 (<0.1) 2 (<0.1)
Meniscus injury eﬁi 2 (<0.1) 1 (<0.1) 3 (<0.1)
Muscle rupture 6\5 0 1 (<0.1) 1 (<0.1)
Overdose 0 1 (<0.1) 1 (<0.1)
Post- traumq@ﬁéppaln 2 (<0.1) 1 (<0.1) 3 (<0.1)
Scratc 0 1 (<0.1) 1 (<0.1)
Spln%§3 ompre351on fracture 0 1 (<0.1) 1 (<0.1)
A0S

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.

MedDRA version 23.0.
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Page 68 of 69
EUA (Data Extraction Date: 25N0OV2020)

el Q’O&

Table 14.3.1.8.4
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%ﬁ@\ﬁ“\l
Safety Set O
S
Age Group: >=65 Years \‘6<\
ol
Placebo mMRNA-1273 . O(\‘D Total
System Organ Class (N=3750) (N=3770) (\6\ (N=7520)
Preferred Term n (%) n (%) ,\45' n (%)
o
Injury, poisoning and procedural complications 30\‘
(Cont.) 6(\6
Subdural haematoma 0 _O(\ 1 (<0.1) 1 (<0.1)
Tendon rupture 1 (<O.]Q/\) . 6\,\ 1 (<0.1) 2 (<0.1)
Thermal burn 0 Q% §§6; 1 (<0.1) 1 (<0.1)
Traumatic liver injury \(5(0 aQ 1 (<0.1) 1 (<0.1)
Ankle fracture D 1 é\{g(\l) 0 1 (<0.1)
Buttock injury o .%;ﬁ<o.1) 0 1 (<0.1)
Exposure to SARS-COV-2 oM (<0.1) 0 1 (<0.1)
Eye injury <§3\ 1 (<0.1) 0 1 (<0.1)
Foreign body ‘ q’d 1 (<0.1) 0 1 (<0.1)
Foreign body in ear e§§3 1 (<0.1) 0 1 (<0.1)
Humerus fracture ,b(\(* 1 (<0.1) 0 1 (<0.1)
Joint injury « 1 (<0.1) 0 1 (<0.1)
Ligament rupture 6(\\\ 1 (<0.1) 0 1 (<0.1)
Lip injury < 1 (<0.1) 0 1 (<0.1)
Lumbar vertebral fracture QQO 1 (<0.1) 0 1 (<0.1)
Nail injury 1 (<0.1) 0 1 (<0.1)
Post procedural haematox&a’(,o 1 (<0.1) 0 1 (<0.1)
Pulmonary contusion (2 1 (<0.1) 0 1 (<0.1)
Repetitive strainqé ary 1 (<0.1) 0 1 (<0.1)
Scar X 1 (<0.1) 0 1 (<0.1)
Sunburn O 1 (<0.1) 0 1 (<0.1)
Tendon i@ty 1 (<0.1) 0 1 (<0.1)
Ulna%(?;%rve injury 1 (<0.1) 0 1 (<0.1)

o

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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220



<

ModernaTX, Inc. Page 69 of 69

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.8.4 exegﬁ
Subject Incidence of Unsolicited TEAE by Age Group, System Organ Class and Preferred Term up to 28 Days After Any Injec%?é&
Safety Set O
S
Age Group: >=65 Years Qfﬁ\
ol
Placebo mMRNA-1273 ‘CﬂVD Total
System Organ Class (N=3750) (N=3770) Cﬁ§ (N=7520)
Preferred Term n (%) n (%) A4S, n (%)
o
Injury, poisoning and procedural complications 26Q4
(Cont.) 2663
Wound 1 (<0.1) . A 0 1 (<0.1)
O 00
Surgical and medical procedures 4 1) Q6; 4 (0.1) 8 (0.1)
Ankle arthroplasty §(0 ,éQQ 1 (<0.1) 1 (<0.1)
Cataract operation ?>ﬁ5 ,C§§ 1 (<0.1) 1 (<0.1)
Curetting of chalazion o0 \& 1 (<0.1) 1 (<0.1)
Skin operation Cﬁ\ 1 (<0.1) 1 (<0.1)
Carpal tunnel decompression \§5> 1 (<0.1) 0 1 (<0.1)
Hip arthroplasty ) C§1> 1 (<0.1) 0 1 (<0.1)
Tooth extraction €§y3 1 (<0.1) 0 1 (<0.1)
Tooth repair 6(\& 1 (<0.1) 0 1 (<0.1)
Product issues (\\\«\ 3 (<0.1) 1 (<0.1) 4 (<0.1)
Device breakage & ° 1 (<0.1) 1 (<0.1) 2 (<0.1)
Device physical property issue Qﬁ) 1 (<0.1) 0 1 (<0.1)
Lead dislodgement 6\> 1 (<0.1) 0 1 (<0.1)
3%
N
\06
oL
o
co
(\\,
(2
o
A0

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.

MedDRA version 23.0.
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\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.11.1
Subject Incidence of Unsolicited Treatment-Related TEAE by System Organ Class and Preferred Term up to 28 Days Aftgé&é&y
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .cf\ (N=30351)
Preferred Term n (%) n (%) (\6\ n (%)
Number of Subjects Reporting Unsolicited Adverse 686 (4.5) 1242 (Qxﬁf# 1928 (6.4)
Events o)
o0
Number of Unsolicited Adverse Events 1137 (\3563 3200
O X0
Infections and infestations 17 {gaf; Q@jb 14 (<0.1) 31 (0.1)
Conjunctivitis <O 2539 2 (<0.1) 2 (<0.1)
Injection site cellulitis ﬁb 'Cﬁ\ 2 (<0.1) 2 (<0.1)
Viral infection €§<65’ 025) 2 (<0.1) 2 (<0.1)
COVID-19 5\ 1 (<0.1) 1 (<0.1)
Clostridium difficile infection \f&\ 0 1 (<0.1) 1 (<0.1)
Ear infection ° 0 1 (<0.1) 1 (<0.1)
Herpes zoster ‘ché 0 1 (<0.1) 1 (<0.1)
Injection site infection & 0 1 (<0.1) 1 (<0.1)
Oral herpes <¢&> 1 (<0.1) 1 (<0.1) 2 (<0.1)
Respiratory tract infection viral <Q4 0 1 (<0.1) 1 (<0.1)
Sinusitis (‘ 0 1 (<0.1) 1 (<0.1)
Cellulitis Q;) 1 (<0.1) 0 1 (<0.1)
Gingivitis €>yo 1 (<0.1) 0 1 (<0.1)
Herpes simplex ‘0 1 (<0.1) 0 1 (<0.1)
Mastoiditis ed 1 (<0.1) 0 1 (<0.1)
Onychomycosis \§5 1 (<0.1) 0 1 (<0.1)
Rhinitis o 2 (<0.1) 0 2 (<0.1)
Tinea pedis CfL 1 (<0.1) 0 1 (<0.1)
Upper re%gfeatory tract infection 7 (<0.1) 0 7 (<0.1)
e
o
A0

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.

MedDRA version 23.0.
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\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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Page 2 of 14

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.11.1
Subject Incidence of Unsolicited Treatment-Related TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&&y
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .C§<5 (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
| . . o

Infections and infestations (Cont.) *

Varicella zoster virus infection 1 (<0.1) &60 1 (<0.1)

Blood and lymphatic system disorders 54 O 4) (\ (0.7) 153 (0.5)
Lymphadenopathy %?} 25§3 91 (0.6) 139 (0.5)
Lymphadenitis 7 (<0.1) 9 (<0.1)
Lymph node pain @(&a%QQ 2 (<0.1) 7 (<0.1)
Anaemia ‘6 O(\ 1 (<0.1) 1 (<0.1)

. - S

mmune system disorders cﬁ\ (<0.1) 2 (<0.1) 4 (<0.1)

Seasonal allergy Qﬁx\ 0 1 (<0.1) 1 (<0.1)

Type IV hypersensitivity reaction (o) 0 1 (<0.1) 1 (<0.1)

Hypersensitivity ,<'\(\Q 1 (<0.1) 0 1 (<0.1)

Serum sickness & 1 (<0.1) 0 1 (<0.1)
)

Metabolism and nutrition disorders <(4 C3 3 (<0.1) 4 (<0.1) 7 (<0.1)
Decreased appetite ‘:3 2 (<0.1) 2 (<0.1) 4 (<0.1)
Abnormal loss of weight Cﬁ 0 1 (<0.1) 1 (<0.1)
Diabetes mellitus 6\>QQ 0 1 (<0.1) 1 (<0.1)
Hyperglycaemia K5> 0 1 (<0.1) 1 (<0.1)
Dyslipidaemia ed 1 (<0.1) 0 1 (<0.1)

oo

Psychiatric dlsordgﬁé 0 14 (<0.1) 14 (<0.1)
Insomnia 0 5 (<0.1) 5 (<0.1)
Abnormal qg@gks 0 3 (<0.1) 3 (<0.1)

e

NS

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011101.sas 01DEC2020 04:43

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.11.1 (QO&
Subject Incidence of Unsolicited Treatment-Related TEAE by System Organ Class and Preferred Term up to 28 Days Aftgé&é&y
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .cf\ (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
ol

Psychiatric disorders (Cont.) \*Gi
Sleep disorder 0 é«&ﬂ).n 2 (<0.1)
Affect lability 0 QO (<0.1) 1 (<0.1)
Anxiety 0 091 (<0.1) 1 (<0.1)
Depressed mood 0 €>> 25§3 1 (<0.1) 1 (<0.1)
Hallucination 0 Q’a‘ \% 1 (<0.1) 1 (<0.1)
Nightmare §(0 6QQ 1 (<0.1) 1 (<0.1)
Suicidal ideation ey .~0 1 (<0.1) 1 (<0.1)

o 0

Nervous system disorders 2 C}gé (1.2) 286 (1.9) 468 (1.5)
Headache 0’(,\(\ 143 (0.9) 211 (1.4) 354 (1.2)
Dizziness ° 13 (<0.1) 27 (0.2) 40  (0.1)
Paraesthesia ‘SCSé 7 (<0.1) 11 (<0.1) 18 (<0.1)
Dysgeusia (\(3 6 (<0.1) 10 (<0.1) 16 (<0.1)
Hyperaesthesia (C&> 0 5 (<0.1) 5 (<0.1)
Hypoaesthesia (Q{ 0 4 (<0.1) 4 (<0.1)
Syncope ("O 0 3 (<0.1) 3 (<0.1)
Ageusia QO 2 (<0.1) 2 (<0.1) 4 (<0.1)
Disturbance in attention e}ﬁg 1 (<0.1) 2 (<0.1) 3 (<0.1)
Somnolence ‘53 0 2 (<0.1) 2 (<0.1)
Autonomic nervous sngeﬁ>imbalance 0 1 (<0.1) 1 (<0.1)
Balance disorder OV 0 1 (<0.1) 1 (<0.1)
Burning sensati H@e 0 1 (<0.1) 1 (<0.1)
Cervical ra ¢6§§opathy 0 1 (<0.1) 1 (<0.1)
Essentiakj} emor 0 1 (<0.1) 1 (<0.1)

e

o

2oC
\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011101.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.11.1 (QO&
Subject Incidence of Unsolicited Treatment-Related TEAE by System Organ Class and Preferred Term up to 28 Days Aftgé&é&y
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .cf\ (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
ol

Nervous system disorders (Cont.) \*Gi
Idiopathic intracranial hypertension 0 é«&ﬂ).n 1 (<0.1)
Mental impairment 0 QO (<0.1) 1 (<0.1)
Migraine 6 (<0.1) . (\6 1 (<0.1) 7 (<0.1)
Movement disorder 0 €>> 25§3 1 (<0.1) 1 (<0.1)
Neuropathy peripheral 0 a2 A\ 1 (<0.1) 1 (<0.1)
Parosmia (Qé% lé&%p 1 (<0.1) 2 (<0.1)
Peripheral sensory neuropathy 2555 ‘“3 1 (<0.1) 1 (<0.1)
Poor quality sleep Ggf\ ,é?fL 1 (<0.1) 1 (<0.1)
Presyncope 0(\ (<0.1) 1 (<0.1) 2 (<0.1)
Sciatica \)‘ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Sinus headache ‘ Q’O 0 1 (<0.1) 1 (<0.1)
Taste disorder €§y3 2 (<0.1) 1 (<0.1) 3 (<0.1)
Anosmia & 1 (<0.1) 0 1 (<0.1)
Dysaesthesia (C&> 1 (<0.1) 0 1 (<0.1)
Hypogeusia ,O(\\\ 2 (<0.1) 0 2 (<0.1)
Hyposmia (‘(, 1 (<0.1) 0 1 (<0.1)
Tension headache \yo§§) 1 (<0.1) 0 1 (<0.1)

Eye disorders ‘06 3 (<0.1) 6 (<0.1) 9 (<0.1)
Visual impairment €ﬁ§5 0 2 (<0.1) 2 (<0.1)
Blepharospasm 0 1 (<0.1) 1 (<0.1)
Eye irritatimﬁxxa 0 1 (<0.1) 1 (<0.1)
Vision blur 0 1 (<0.1) 1 (<0.1)
VitreousC§} aters 0 1 (<0.1) 1 (<0.1)

e

o

2oC
'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011101.sas 01DEC2020 04:43
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ModernaTX, Inc. Page 5 of 14

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.11.1 (QO&
Subject Incidence of Unsolicited Treatment-Related TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&é&y
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .Cf\ (N=30351)
Preferred Term n (%) n (%) (\6\ n (%)
ol
Eye disorders (Cont.) ,* ()
Eye swelling 1 (<0.1) %30 1 (<0.1)
Periorbital pain 1 (<0.1) QO 1 (<0.1)
Visual acuity reduced 1 (<O.l)\> \gﬁ\?b 0 1 (<0.1)
Ear and labyrinth disorders 3 ( 1 \CZS’ 9 (<0.1) 12 (<0.1)
Tinnitus (&a%QQ 5 (<0.1) 6 (<0.1)
Vertigo oY (<00 2 (<0.1) 3 (<0.1)
Ear discomfort 0" o 1 (<0.1) 1 (<0.1)
Vertigo positional 2 Cﬁ\ 1 (<0.1) 1 (<0.1)
Ear pain \>’Q<\ 1 (<0.1) 0 1 (<0.1)
Cardiac disorders ‘SCSé 5 (<0.1) 7 (<0.1) 12 (<0.1)
Tachycardia (\(ﬁ 0 4 (<0.1) 4 (<0.1)
Sinus tachycardia <Q@> 0 2 (<0.1) 2 (<0.1)
Angina pectoris (\\\ 0 1 (<0.1) 1 (<0.1)
Arrhythmia ("O 1 (<0.1) 0 1 (<0.1)
Atrial fibrillation QO 1 (<0.1) 0 1 (<0.1)
Bradycardia 6\>Q 1 (<0.1) 0 1 (<0.1)
Palpitations 6"0 2 (<0.1) 0 2 (<0.1)
Vascular disorders \y;a 16 (0.1) 21 (0.1) 37 (0.1)
Hypertension o 13 (<0.1) 8 (<0.1) 21 (<0.1)
Flushing <q3 1 (<0.1) 6 (<0.1) 7 (<0.1)
Hot flus 26\ 2 (<0.1) 5 (<0.1) 7 (<0.1)
e
o
A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011101.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.11.1
Subject Incidence of Unsolicited Treatment-Related TEAE by System Organ Class and Preferred Term up to 28 Days Aftgé&é&y
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .C§<5 (N=30351)
Preferred Term n (%) n (%) (\6\ n (%)
ol
Vascular disorders (Cont.) \x ()
Deep vein thrombosis 0 é/&ﬂ) 1) 1 (<0.1)
Peripheral coldness 0 0.1) 1 (<0.1)
Respiratory, thoracic and mediastinal disorders %?& 2§)§§\ 54 (0.4) 96 (0.3)
Nasal congestion 20 (0.1) 29 (<0.1)
Cough @(&a%@? 13 (<0.1) 19 (<0.1)
Rhinorrhoea @ \3@(\ 12 (<0.1) 22 (<0.1)
Oropharyngeal pain 11 (<0.1) 27 (<0.1)
Dyspnoea e 0(\ (<0.1) 6 (<0.1) 10 (<0.1)
Throat irritation \iﬁ\(\ 3 (<0.1) 4 (<0.1) 7 (<0.1)
Sinus congestion ° 1 (<0.1) 3 (<0.1) 4 (<0.1)
Asthma ‘XCS; 1 (<0.1) 2 (<0.1) 3 (<0.1)
Hypoxia (\(3 0 1 (<0.1) 1 (<0.1)
Paranasal sinus discomfort (C&> 1 (<0.1) 1 (<0.1) 2 (<0.1)
Sinus pain \| 0 1 (<0.1) 1 (<0.1)
Chronic obstructive pulmonary dlse%ﬁéa 1 (<0.1) 0 1 (<0.1)
Dysphonia <? 2 (<0.1) 0 2 (<0.1)
Pleurisy 6\>Q 1 (<0.1) 0 1 (<0.1)
Pleuritic pain ‘O 1 (<0.1) 0 1 (<0.1)
Productive cough €> 2 (<0.1) 0 2 (<0.1)
Pulmonary embollsné\) 1 (<0.1) 0 1 (<0.1)
Tachypnoea 1 (<0.1) 0 1 (<0.1)
Tonsillar 1&?\@matlon 1 (<0.1) 0 1 (<0.1)
co
(\\,
(2
\><<\

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011101.sas 01DEC2020 04:43

\gytreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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Page 7 of 14

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.11.1
Subject Incidence of Unsolicited Treatment-Related TEAE by System Organ Class and Preferred Term up to 28 Days Aftgé&é&y
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) C5<5 (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
X'

Gastrointestinal disorders 83 (0.5) 87 (Qxéf# 170 (0.6)
Diarrhoea 30 (0.2) 4&6‘0‘).3) 70 (0.2)
Nausea 40 (0.3) (& (0.2) 71 (0.2)
Vomiting 5 (<0.1) . (\15 7 (<0.1) 12 (<0.1)
Abdominal pain 2 (<0.13\) 2§§3 6 (<0.1) 8 (<0.1)
Chapped lips 0 (o X \ 2 (<0.1) 2 (<0.1)
Dyspepsia (Qé%.Lé&f? 2 (<0.1) 4 (<0.1)
Gastrooesophageal reflux disease €>ﬁ5 'Cﬁ\ 2 (<0.1) 2 (<0.1)
Hyperaesthesia teeth Ggf\ . 2&&0.1) 2 (<0.1) 3 (<0.1)
Lip swelling 0(\ (<0.1) 2 (<0.1) 3 (<0.1)
Swollen tongue <§X\ 0 2 (<0.1) 2 (<0.1)
Toothache ) (;?5 1 (<0.1) 2 (<0.1) 3 (<0.1)
Abdominal discomfort €§y3 1 (<0.1) 1 (<0.1) 2 (<0.1)
Abdominal pain upper €%~ 2 (<0.1) 1 (<0.1) 3 (<0.1)
Aphthous ulcer (C&> 0 1 (<0.1) 1 (<0.1)
Dry mouth 2;(4 0 1 (<0.1) 1 (<0.1)
Hypoaesthesia oral {g 0 1 (<0.1) 1 (<0.1)
Mouth ulceration §§3 0 1 (<0.1) 1 (<0.1)
Tooth discolouration e}ﬁg 0 1 (<0.1) 1 (<0.1)
Dysphagia xO 1 (<0.1) 0 1 (<0.1)
Gingival discomfort eﬁﬁs 1 (<0.1) 0 1 (<0.1)
Gingival pain €>/\) 1 (<0.1) 0 1 (<0.1)
Irritable bowel $yhdrome 1 (<0.1) 0 1 (<0.1)
Paraesthesia(étal 4 (<0.1) 0 4 (<0.1)
Salivaazc§§§érsecretion 1 (<0.1) 0 1 (<0.1)

e
o
A0

Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011101.sas 01DEC2020 04:43

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.11.1 (QO&
Subject Incidence of Unsolicited Treatment-Related TEAE by System Organ Class and Preferred Term up to 28 Days Aftgé&é&y
Injection ,O(\

Safety Set 'eﬁ)

<\

J4°

Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .cf\ (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
Skin and subcutaneous tissue disorders 35 (0.2) 88 Qxég# 123 (0.4)
Urticaria 5 (<0.1) 1% ALL 23 (<0.1)
Rash 4 (<0.1) (k (<0.1) 19 (<0.1)
Erythema 0 (\6 9 (<O.1) 9 (<0.1)
Pruritus 9 (<0. 1@/\) ,&x,\o 8 (<0.1) 17 (<0.1)
Hyperhidrosis 7 an \\ 7 (<0.1) 14 (<0.1)
Night sweats \¢ %QQ 6 (<0.1) 10 (<0.1)
Rash maculo-papular €>f3 “3 6 (<0.1) 6 (<0.1)
Rash macular Ggf\ ,é?fL 3 (<0.1) 3 (<0.1)
Rash pruritic 0(\ (<0.1) 3 (<0.1) 4 (<0.1)
Skin burning sensation \fL 0 3 (<0.1) 3 (<0.1)
Alopecia . q 1 (<0.1) 2 (<0.1) 3 (<0.1)
Dermatitis e,‘—\(\ 0 2 (<0.1) 2 (<0.1)
Psoriasis <V~ 0 2 (<0.1) 2 (<0.1)
Rash papular (C&> 1 (<0.1) 2 (<0.1) 3 (<0.1)
Acne ,O(\\\ 0 1 (<0.1) 1 (<0.1)
Angioedema (Q 0 1 (<0.1) 1 (<0.1)
Ecchymosis QO 1 (<0.1) 1 (<0.1) 2 (<0.1)
Macule 6\>Q 0 1 (<0.1) 1 (<0.1)
Mechanical urticaria xO 0 1 (<0.1) 1 (<0.1)
Pityriasis rosea Qﬁ> 0 1 (<0.1) 1 (<0.1)
Rash erythematouse\) 0 1 (<0.1) 1 (<0.1)
Skin warm 0 1 (<0.1) 1 (<0.1)
Dermatitis {§ ous 1 (<0.1) 0 1 (<0.1)
Dermatlt ontact 2 (<0.1) 0 2 (<0.1)

PO
A0S

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011101.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.11.1 (QO&
Subject Incidence of Unsolicited Treatment-Related TEAE by System Organ Class and Preferred Term up to 28 Days Aftgé&é&y
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .cf\ (N=30351)
Preferred Term n (%) n (%) (\6\ n (%)
| . | o

Skin and subcutaneous tissue disorders (Cont.) *
Skin discolouration 1 (<0.1) &60 1 (<0.1)

Musculoskeletal and connective tissue disorders 161 1 1) (\iggl (1.5) 392 (1.3)
Myalgia 77 %?& \’ 121  (0.8) 198 (0.7)
Arthralgia 90 éga \Ca 97 (0.6) 187 (0.6)
Pain in extremity §( J?Q 17 (0.1) 29 (<0.1)
Back pain 6 <<8(\ 9 (<0.1) 13 (<0.1)
Neck pain e %@ 9 (<0.1) 10 (<0.1)
Musculoskeletal pain 0(\ (<0. 1) 6 (<0.1) 12 (<0.1)
Joint range of motion decreased \95} 1 (<0.1) 5 (<0.1) 6 (<0.1)
Muscle spasms 4 (<0.1) 5 (<0.1) 9 (<0.1)
Limb discomfort ‘SCSé 1 (<0.1) 3 (<0.1) 4 (<0.1)
Musculoskeletal stiffness {%ﬁi 3 (<0.1) 3 (<0.1) 6 (<0.1)
Axillary mass «\6 1 (<0.1) 2 (<0.1) 3 (<0.1)
Bone pain (Q{ 0 2 (<0.1) 2 (<0.1)
Muscular weakness €Q?> 1 (<0.1) 2 (<0.1) 3 (<0.1)
Tendonitis QO 0 2 (<0.1) 2 (<0.1)
Arthritis E}§Q 1 (<0.1) 1 (<0.1) 2 (<0.1)
Bone lesion ‘53 0 1 (<0.1) 1 (<0.1)
Bone swelling eﬁ> 0 1 (<0.1) 1 (<0.1)
Costochondritis N 0 1 (<0.1) 1 (<0.1)
Flank pain “oe 0 1 (<0.1) 1 (<0.1)
Joint stiff 0 1 (<0.1) 1 (<0.1)
Musculos%ﬁb tal chest pain 1 (<0.1) 1 (<0.1) 2 (<0.1)

PO
A0S

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011101.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.11.1 (QO&

Subject Incidence of Unsolicited Treatment-Related TEAE by System Organ Class and Preferred Term up to 28 Days Aftgé&é&y

Injection ,O(\

Safety Set 'eﬁ)

<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .cf\ (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
ol

Musculoskeletal and connective tissue disorders ,* e

(Cont.) 26\
Neck mass 0 (Qi (<0.1) 1 (<0.1)
Osteoarthritis 0 091 (<0.1) 1 (<0.1)
Polyarthritis 1 (<0190 ’&"\O 1 (<0.1) 2 (<0.1)
Rheumatoid arthritis 0 Q0 \% 1 (<0.1) 1 (<0.1)
Temporomandibular joint syndrome gSC) Qﬁp 1 (<0.1) 1 (<0.1)
Fibromyalgia 6‘6 (<00 0 1 (<0.1)
Muscle tightness Ggf\ . 2&&0.1) 0 1 (<0.1)
Muscle twitching 0(\ (<0.1) 0 1 (<0.1)
Musculoskeletal discomfort \fL 1 (<0.1) 0 1 (<0.1)
Polymyalgia rheumatica ‘(\Q’O 1 (<0.1) 0 1 (<0.1)
\

Reproductive system and breast disorders {VSgL 4 (<0.1) 4 (<0.1) 8 (<0.1)
Menorrhagia «\’5 0 2 (<0.1) 2 (<0.1)
Erectile dysfunction o 0 1 (<0.1) 1 (<0.1)
Menstrual disorder 6&?5 0 1 (<0.1) 1 (<0.1)
Breast pain QO 1 (<0.1) 0 1 (<0.1)
Dysmenorrhoea 6\>Q 1 (<0.1) 0 1 (<0.1)
Haematospermia ‘53 1 (<0.1) 0 1 (<0.1)
Menstruation irreguiiggs 1 (<0.1) 0 1 (<0.1)

General disorderiLﬁﬁ% administration site 313 (2.1) 681 (4.5) 994 (3.3)
conditions O
Fatigue cﬁg\ 178 (1.2) 222 (1.5) 400 (1.3)

I\
S
o
A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011101.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.11.1 (QO&
Subject Incidence of Unsolicited Treatment-Related TEAE by System Organ Class and Preferred Term up to 28 Days Aftgé&é&y
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .cf\ (N=30351)
Preferred Term n (%) n (%) (\6\ n (%)
ol
General disorders and administration site ,* e
conditions (Cont.) 26\
Injection site pain 38 (0.3) kg& (0.8) 158 (0.5)
Injection site erythema 18 (0.1) . (\ial6 (0.8) 134 (0.4)
Injection site swelling 15 (<0.13\ ,&x,\o 75 (0.5) 90  (0.3)
Injection site pruritus 11 (igbl) \5 63 (0.4) 74 (0.2)
Chills 1§(0 . QQ 46 (0.3) 64  (0.2)
Pyrexia €>fi (iﬂOi% 44  (0.3) 56 (0.2)
Injection site rash o0 ag¥0.1) 32 (0.2) 33 (0.1)
Injection site induration (o) (<0.1) 30 (0.2) 37 (0.1)
Pain \g&\(\ 8 (<0.1) 24  (0.2) 32 (0.1)
Axillary pain ) Q’O 4 (<0.1) 19 (0.1) 23 (<0.1)
Injection site macule G;ya 2 (<0.1) 18 (0.1) 20 (<0.1)
Injection site lymphadenopathy €%~ 3 (<0.1) 16 (0.1) 19 (<0.1)
Injection site urticaria (C&> 0 12 (<0.1) 12 (<0.1)
Malaise ,O(\\\ 4 (<0.1) 7 (<0.1) 11 (<0.1)
Swelling ¥ 1 (<0.1) 7 (<0.1) 8 (<0.1)
Vaccination site lymphadenopat O 0 6 (<0.1) 6 (<0.1)
Injection site warmth 1 (<0.1) 5 (<0.1) 6 (<0.1)
Injection site irritati%m@ 0 4 (<0.1) 4 (<0.1)
Injection site reacti 0 4 (<0.1) 4 (<0.1)
Chest discomfort e\) 1 (<0.1) 3 (<0.1) 4 (<0.1)
Chest pain 0 3 (<0.1) 3 (<0.1)
Injection si bruising 10 (<0.1) 3 (<0.1) 13 (<0.1)
Injectioqjé'te haemorrhage 1 (<0.1) 3 (<0.1) 4 (<0.1)
e
o
A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011101.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.11.1
Subject Incidence of Unsolicited Treatment-Related TEAE by System Organ Class and Preferred Term up to 28 Days Aftgé&é&y
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .C§<5 (N=30351)
Preferred Term n (%) n (%) p&§ n (%)
ol
General disorders and administration site ,* e
conditions (Cont.) 26\
Tenderness 0 (Qé (<0.1) 3 (<0.1)
Vaccination site erythema 0 . (\15 3 (<0.1) 3 (<0.1)
Induration 0 oo ,&x,\o 2 (<0.1) 2 (<0.1)
Injection site joint pain 0 ~D* \C 2 (<0.1) 2 (<0.1)
Injection site mass (Qé%.l?&ﬁp 2 (<0.1) 3 (<0.1)
Peripheral swelling 2553 (?90& 2 (<0.1) 4 (<0.1)
Swelling face o ,%&Xo 1) 2 (<0.1) 3 (<0.1)
Vaccination site swelling o 2 (<0.1) 2 (<0.1)
Adverse drug reaction <§X\ 0 1 (<0.1) 1 (<0.1)
Facial discomfort ) (5?5 0 1 (<0.1) 1 (<0.1)
Feeling abnormal G;yO 2 (<0.1) 1 (<0.1) 3 (<0.1)
Feeling hot & 2 (<0.1) 1 (<0.1) 3 (<0.1)
Injection site discolouration (C&> 0 1 (<0.1) 1 (<0.1)
Injection site haematoma 2;(4 1 (<0.1) 1 (<0.1) 2 (<0.1)
Injection site papule (Q 1 (<0.1) 1 (<0.1) 2 (<0.1)
Injection site paraesthesia QfD 3 (<0.1) 1 (<0.1) 4 (<0.1)
Injection site scab 6\>Q 0 1 (<0.1) 1 (<0.1)
Non-cardiac chest pain , xO 0 1 (<0.1) 1 (<0.1)
Oedema peripheral Qﬁ> 0 1 (<0.1) 1 (<0.1)
Reactogenicity ev 2 (<0.1) 1 (<0.1) 3 (<0.1)
Vaccination si Klnduration 0 1 (<0.1) 1 (<0.1)
Vaccination e pain 0 1 (<0.1) 1 (<0.1)
Vaccinattﬁﬁokite pruritus 0 1 (<0.1) 1 (<0.1)
e
o
A0

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011101.sas 01DEC2020 04:43
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ModernaTX, Inc. Page 13 of 14

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.11.1 (QO&
Subject Incidence of Unsolicited Treatment-Related TEAE by System Organ Class and Preferred Term up to 28 Days Aftgé&é&y
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .cf\ (N=30351)
Preferred Term n (%) n (%) (\6\ n (%)
ol
General disorders and administration site ,* e
conditions (Cont.) 26\
Vaccination site rash 0 (Qi (<0.1) 1 (<0.1)
Asthenia 4 (<0.1) . (\15 0 4 (<0.1)
Discomfort 1 (<O.%») 25§3 0 1 (<0.1)
Injection site discomfort 1 ésgbl) Q6; 0 1 (<0.1)
Injection site nodule < Qﬁp 0 1 (<0.1)
Instillation site vesicles €>ﬁ5 ( i? 0 1 (<0.1)
Vaccination site nodule Ggf\ V%eﬁko.l) 0 1 (<0.1)
Investigations Qﬁxé) 5 (<0.1) 15 (<0.1) 20 (<0.1)
Blood pressure increased ° 3 (<0.1) 5 (<0.1) 8 (<0.1)
Body temperature increased ‘SCSé 0 3 (<0.1) 3 (<0.1)
Blood pressure diastolic increased {Vﬁa 0 2 (<0.1) 2 (<0.1)
Blood pressure systolic increased (C&> 0 2 (<0.1) 2 (<0.1)
Heart rate increased (Q{ 0 2 (<0.1) 2 (<0.1)
Heart rate irregular ("O 0 1 (<0.1) 1 (<0.1)
Respiratory rate increased QﬁD 0 1 (<0.1) 1 (<0.1)
Blood glucose increased e}ﬁg 1 (<0.1) 0 1 (<0.1)
Hepatic enzyme increase%‘p 1 (<0.1) 0 1 (<0.1)
Injury, poisoning and\ﬁsgbedural complications 8 (<0.1) 5 (<0.1) 13 (<0.1)
Contusion o 2 (<0.1) 1 (<0.1) 3 (<0.1)
Injection re d reaction 0 1 (<0.1) 1 (<0.1)
Procedur%gyaéadache 0 1 (<0.1) 1 (<0.1)
o
(2
o
A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011101.sas 01DEC2020 04:43
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ModernaTX, Inc. Page 14 of 14

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.11.1 (60
Subject Incidence of Unsolicited Treatment-Related TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&é&y
Injection ,O(\
Safety Set €@§>
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) ,cﬁ\ (N=30351)
Preferred Term n (%) n (%) (\6\ n (%)
Injury, poisoning and procedural complications \xqf#
(Cont.) 26\
Tooth fracture 1 (<0.1) (63 (<0.1) 2 (<0.1)
Vaccination complication 1 (<0. 1) (\i> 1 (<0.1) 2 (<0.1)
Fall 1 (<0. ’&"\O 0 1 (<0.1)
Immunisation anxiety related reaction nga \A 0 1 (<0.1)
Procedural haemorrhage <9 0 1 (<0.1)
Ulnar nerve injury ‘6 0 1 (<0.1)
ed‘()(\(;o
0
2V
.\(\Q
e
<
o
x @
Q™
o®
el
N
\06
oL
o
co
o
e
N
20

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011101.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

ok
Table 14.3.1.11.2 exe,
Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 28 D@\}s
After Any Injection o

Safety Set <\6"\O
4%
Age Group: >=18 and <65 Years O(
o
Placebo mRNA-1273 (\6\v Total
System Organ Class (N=114106) (N=11415) *\'6 (N=22831)
Preferred Term n (%) n (5N e n (%)
6\‘ )
Number of Subjects Reporting Unsolicited Adverse 526 (4.6) 6‘3@‘ (8.2) 1464 (6.4)
Events AP
O 00
Number of Unsolicited Adverse Events 859 Qa‘ Q\\C 1562 2421
Infections and infestations ‘@9(,@(.\1?9 9 (<0.1) 22 (<0.1)
Injection site cellulitis ®<<\6 . ) 2 (<0.1) 2 (<0.1)
Viral infection Cﬁ\ 2 (<0.1) 2 (<0.1)
Conjunctivitis ng\ 0 1 (<0.1) 1 (<0.1)
Ear infection 0 1 (<0.1) 1 (<0.1)
Oral herpes <3055 0 1 (<0.1) 1 (<0.1)
Respiratory tract infection viral (\(se 0 1 (<0.1) 1 (<0.1)
Sinusitis <¢3> 0 1 (<0.1) 1 (<0.1)
Gingivitis o 1 (<0.1) 0 1 (<0.1)
Herpes simplex {Q?> 1 (<0.1) 0 1 (<0.1)
Mastoiditis Q;) 1 (<0.1) 0 1 (<0.1)
Onychomycosis €>§Q 1 (<0.1) 0 1 (<0.1)
Rhinitis ‘O 1 (<0.1) 0 1 (<0.1)
Tinea pedis ed 1 (<0.1) 0 1 (<0.1)
Upper respiratory }x}%t infection 6 (<0.1) 0 6 (<0.1)
Vﬁ%rus infection 1 (<0.1) 0 1 (<0.1)

Varicella ZOStQ(]’C
Q&)
\\)
co

A
'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any

’(\0 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011102.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

ok
Table 14.3.1.11.2 exe,
Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 28 D@‘(}s
After Any Injection o

O
Safety Set <\6&\
4%
Age Group: >=18 and <65 Years O(
-nxﬁa
Placebo mRNA-1273 (\6\v Total
System Organ Class (N=114106) (N=11415) *‘6 (N=22831)
Preferred Term n (%) n (%\)\\ e n (%)
6 ALl
Blood and lymphatic system disorders 49 (0.4) 6(&@‘ (0.8) 137 (0.6)
Lymphadenopathy 44  (0.4) A0 7800 (0.7) 124 (0.5)
Lymphadenitis 2 (<0.39N 25§3 7 (<0.1) 9 (<0.1)
Lymph node pain 4 6@1) Q\\C 2 (<0.1) 6 (<0.1)
Anaemia e@( (\69 1 (<0.1) 1 (<0.1)
. O
Immune system disorders ®<<\6 ’%3&0.1) 1 (<0.1) 3 (<0.1)
Seasonal allergy 0(\ 1 (<0.1) 1 (<0.1)
Hypersensitivity \)’Q\(\ 1 (<0.1) 0 1 (<0.1)
Serum sickness (\qa 1 (<0.1) 0 1 (<0.1)
XD
Metabolism and nutrition disorders (\(se 3 (<0.1) 4 (<0.1) 7 (<0.1)
Decreased appetite (C&> 2 (<0.1) 2 (<0.1) 4 (<0.1)
Abnormal loss of weight o 0 1 (<0.1) 1 (<0.1)
Diabetes mellitus X 0 1 (<0.1) 1 (<0.1)
Hyperglycaemia Qf) 0 1 (<0.1) 1 (<0.1)
Dyslipidaemia €>y0 1 (<0.1) 0 1 (<0.1)
xO
Psychiatric disorders d 0 9 (<0.1) 9 (<0.1)
S
Insomnia 10) 0 4 (<0.1) 4 (<0.1)
Abnormal dream§LKf3 0 3 (<0.1) 3 (<0.1)
Affgct 1abll€$} 0 1 (<0.1) 1 (<0.1)
Anxiety C:a 0 1 (<0.1) 1 (<0.1)
<QL
(2
N
2qC

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
’(\0 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011102.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.11.2
Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 28 D@‘(}s
After Any Injection °

@0&

Safety Set 6(‘\6&\0
Age Group: >=18 and <65 Years O(\‘
-nxﬁa
Placebo mRNA-1273 (\6\v Total

System Organ Class (N=114106) (N=11415) *‘, (N=22831)
Preferred Term n (%) n (3\)\\ n (%)

Psychiatric disorders (Cont.) 66
Sleep disorder 0 \O(\ (<0.1) 1 (<0.1)

\®

Nervous system disorders 144 ’&3) 6 223 (2.0) 367 (1.6)
Headache ?‘L O?QQ 163 (1.4) 278 (1.2)
Dizziness 18 (0.2) 27 (0.1)
Paraesthesia 6 % 0. l) 11 (<0.1) 18 (<0.1)
Dysgeusia 0(\ (<0.1) 9 (<0.1) 12 (<0.1)
Hyperaesthesia \)’(,\(\ 0 4 (<0.1) 4 (<0.1)
Syncope ‘ Q’O 0 3 (<0.1) 3 (<0.1)
Ageusia e\_\(\ 2 (<0.1) 2 (<0.1) 4 (<0.1)
Disturbance in attention (\ls 1 (<0.1) 2 (<0.1) 3 (<0.1)
Hypoaesthesia ((\6 0 2 (<0.1) 2 (<0.1)
Somnolence 6(\\\ 0 2 (<0.1) 2 (<0.1)
Autonomic nervous system 1mbalance(‘§, 0 1 (<0.1) 1 (<0.1)
Burning sensation 0 1 (<0.1) 1 (<0.1)
Idiopathic intracranial hype@‘t)e sion 0 1 (<0.1) 1 (<0.1)
Mental impairment xO 0 1 (<0.1) 1 (<0.1)
Migraine ec 5 (<0.1) 1 (<0.1) 6 (<0.1)
Movement disorder . \> 0 1 (<0.1) 1 (<0.1)
Neuropathy pem@@sral 0 1 (<0.1) 1 (<0.1)
Parosmia 1 (<0.1) 1 (<0.1) 2 (<0.1)
Perlpher@@g\ensory neuropathy 0 1 (<0.1) 1 (<0.1)

PO
A0S

\gytreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
’(\0 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011102.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.11.2
Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 28 D@\}s
After Any Injection °

@0&

O
Safety Set <\6"\
4%
Age Group: >=18 and <65 Years O<
-nxﬁa
Placebo mRNA-1273 (\6\v Total
System Organ Class (N=114106) (N=11415) *’Q (N=22831)
Preferred Term n (%) n (3\)\\ n (%)
N
Nervous system disorders (Cont.) 6
Presyncope 1 (<0.1) (\ (<0.1) 2 (<0.1)
Sciatica 1 (<0. 1\ ’&"\O 1 (<0.1) 2 (<0.1)
Taste disorder &? Q\\ 1 (<0.1) 2 (<0.1)
Anosmia \15( lle 0 1 (<0.1)
H i 2 (<0.1
ypoge17151a \,\ 0 (<0.1)
Hyposmia %’b <0. l) 0 1 (<0.1)
Tension headache 0.1) 0 1 (<0.1)
Eye disorders Q,OO 3 (<0.1) 4 (<0.1) 7 (<0.1)
Blepharospasm é{_\(\ 0 1 (<0.1) 1 (<0.1)
Vision blurred ’6(\(\ 0 1 (<0.1) 1 (<0.1)
Visual impairment «\ 0 1 (<0.1) 1 (<0.1)
Vitreous floaters 6(\\\ 0 1 (<0.1) 1 (<0.1)
Eye.swe%llng . O(‘(' 1 (<0.1) 0 1 (<0.1)
Periorbital pain Q 1 (<0.1) 0 1 (<0.1)
Visual acuity reduced 9\>Q 1 (<0.1) 0 1 (<0.1)
xO
Ear and labyrinth disorggg 2 (<0.1) 6 (<0.1) 8 (<0.1)
Tinnitus e\) 1 (<0.1) 3 (<0.1) 4 (<0.1)
Vertigo &‘0 0 2 (<0.1) 2 (<0.1)
Ear discomf 0 1 (<0.1) 1 (<0.1)
Ear palnc’a 1 (<0.1) 0 1 (<0.1)
<<\e°
A0S

\gytreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
’(\0 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011102.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.11.2 6(60&
Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 28 Bé&s
After Any Injection Xe) ©
Safety Set '2§>
<\
4%
Age Group: >=18 and <65 Years Cﬁ
-nxﬁa
Placebo mRNA-1273 Cﬁfv Total
System Organ Class (N=114106) (N=ll4l525pda (N=22831)
Preferred Term n (%) n (5N n (%)
ALl
Cardiac disorders 2 (<0.1) 26“3‘?20.1) 8 (<0.1)
Tachycardia 0 _cﬂ\ 4 (<0.1) 4 (<0.1)
Angina pectoris 0 e}) . 25) 1 (<0.1) 1 (<0.1)
Sinus tachycardia 0 o \§; 1 (<0.1) 1 (<0.1)
Arrhythmia \]5(92)'1’6QQ 0 1 (<0.1)
Palpitations €§03>ﬂ %2g> 1) 0 1 (<0.1)
Vascular disorders C§<% (<0.1) 12 (0.1) 20 (<0.1)
Flushing <§X\ 1 (<0.1) 4 (<0.1) 5 (<0.1)
Hot flush Q’O 1 (<0.1) 3 (<0.1) 4 (<0.1)
Hypertension e;ya 6 (<0.1) 3 (<0.1) 9 (<0.1)
Deep vein thrombosis 0 1 (<0.1) 1 (<0.1)
Peripheral coldness * 0 1 (<0.1) 1 (<0.1)
Respiratory, thoracic and mediastina%&ﬂ@gérders 30 (0.3) 47  (0.4) 77 (0.3)
Nasal congestion (¢} 5 (<0.1) 18 (0.2) 23 (0.1)
Cough 4 (<0.1) 12 (0.1) 16 (<0.1)
Rhinorrhoea KS) 4 (<0.1) 9 (<0.1) 13 (<0.1)
Oropharyngeal pain Q§5 12 (0.1) 7 (<0.1) 19 (<0.1)
Dyspnoea \§5 2 (<0.1) 5 (<0.1) 7 (<0.1)
Throat irritati H@e 2 (<0.1) 4 (<0.1) 6 (<0.1)
Sinus conge Q@bn 1 (<0.1) 3 (<0.1) 4 (<0.1)
Asthma cj} 1 (<0.1) 2 (<0.1) 3 (<0.1)
e
o
A0

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011102.sas 01DEC2020 04:43

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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ok
Table 14.3.1.11.2 6(6
Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 28 D@‘(}s
After Any Injection o

Safety Set 6<.\6\.\O
Age Group: >=18 and <65 Years O(\‘
o
Placebo mRNA-1273 (\6\v Total
System Organ Class (N=114106) (N=11415) *‘6 (N=22831)
Preferred Term n (%) n (5N e n (%)
ALl
Respiratory, thoracic and mediastinal disorders (\e>6
(Cont.) (\6
Hypoxia 0 eV | 6\,\0 1 (<0.1) 1 (<0.1)
Paranasal sinus discomfort 1 6@1) Q\\C 1 (<0.1) 2 (<0.1)
Sinus pain K\ 20 1 (<0.1) 1 (<0.1)
Chronic obstructive pulmonary disease D 1 é\{g(\l) 0 1 (<0.1)
Dysphonia o .%a"(«o.l) 0 1 (<0.1)
Pleurisy oM (<0.1) 0 1 (<0.1)
Pleuritic pain \)6\ 1 (<0.1) 0 1 (<0.1)
Productive cough . qa 1 (<0.1) 0 1 (<0.1)
Pulmonary embolism e’(_\(\ 1 (<0.1) 0 1 (<0.1)
Tonsillar inflammation ,b(\(* 1 (<0.1) 0 1 (<0.1)
Gastrointestinal disorders 1§S4 Ca 60 (0.5) 66 (0.6) 126  (0.6)
Diarrhoea (’{, 18 (0.2) 31 (0.3) 49  (0.2)
Nausea QO 32 (0.3) 24 (0.2) 56 (0.2)
Vomiting 9\>Q 5 (<0.1) 5 (<0.1) 10 (<0.1)
Abdominal pain xO 2 (<0.1) 4 (<0.1) 6 (<0.1)
Chapped lips 66 0 2 (<0.1) 2 (<0.1)
Gastrooesophageal éf?ux disease 0 2 (<0.1) 2 (<0.1)
Hyperaesthesia»{.\& h 1 (<0.1) 2 (<0.1) 3 (<0.1)
Toothache (\O 1 (<0.1) 2 (<0.1) 3 (<0.1)
Abdominah’él(i\scomfort 1 (<0.1) 1 (<0.1) 2 (<0.1)
e
o
A0

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
’(\0 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011102.sas 01DEC2020 04:43

241



<

ModernaTX, Inc.
mRNA-1273-P301

Page 7 of 21
EUA (Data Extraction Date: 25N0OV2020)

el Q’O&

Table 14.3.1.11.2
Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 28 D@\}s
After Any Injection Xe) ©
Safety Set '\6&\
<
4%
Age Group: >=18 and <65 Years O(
o
Placebo mRNA-1273 (\6\v Total

System Organ Class (N=114106) (N=11415) *\'6 (N=22831)

Preferred Term n (%) n (5N e n (%)
ALl

Gastrointestinal disorders (Cont.) 6(\6>6
Aphthous ulcer 0 1 (<0.1) 1 (<0.1)
Dry mouth 0 e 1 (<0.1) 1 (<0.1)
Dyspepsia 2 6@1) 1 (<0.1) 3 (<0.1)
Lip swelling K\ 20 1 (<0.1) 1 (<0.1)
Mouth ulceration 6‘60 ‘\O(\ 1 (<0.1) 1 (<0.1)
Swollen tongue oL gt 1 (<0.1) 1 (<0.1)
Abdominal pain upper 0<\ (<0.1) 0 2 (<0.1)
Dysphagia 0’&\0 1 (<0.1) 0 1 (<0.1)
Gingival discomfort ‘ q’d 1 (<0.1) 0 1 (<0.1)
Irritable bowel syndrome e;§3 1 (<0.1) 0 1 (<0.1)
Paraesthesia oral ,b(\(* 3 (<0.1) 0 3 (<0.1)

Skin and subcutaneous tissue disorders 2;(4 27  (0.2) 62 (0.5) 89 (0.4)
Rash (‘(' 4 (<0.1) 12 (0.1) 16 (<0.1)
Urticaria QO 4 (<0.1) 12 (0.1) 16 (<0.1)
Erythema 6\>Q 0 5 (<0.1) 5 (<0.1)
Night sweats ’('0 2 (<0.1) 5 (<0.1) 7 (<0.1)
Pruritus 666 6 (<0.1) 5 (<0.1) 11 (<0.1)
Rash maculo—papul%\) 0 5 (<0.1) 5 (<0.1)
Hyperhidrosis 7 (<0.1) 4 (<0.1) 11 (<0.1)
Skin burnin nsation 0 3 (<0.1) 3 (<0.1)
Alopeciac:é 1 (<0.1) 2 (<0.1) 3 (<0.1)

e

o

A0

Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011102.sas 01DEC2020 04:43

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
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el Q’O&

Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 286]3@\(3}8

After Any Injection

O
Safety Set <\6&\
4%
Age Group: >=18 and <65 Years O(
o
Placebo mRNA-1273 (\6\v Total

System Organ Class (N=114106) (N=11415) *‘6 (N=22831)

Preferred Term n (%) n (%\)\\ e n (%)
6 ALl

Skin and subcutaneous tissue disorders (Cont.) 6(\6>
Psoriasis 0 2 (<0.1) 2 (<0.1)
Rash papular 1 (<0.19V0 2 (<0.1) 3 (<0.1)
Acne 0 Q% <§§3 1 (<0.1) 1 (<0.1)
Angioedema \(5(0 aQ 1 (<0.1) 1 (<0.1)
Dermatitis 290 o 1 (<0.1) 1 (<0.1)
Ecchymosis o .§¥§@ 1 (<0.1) 1 (<0.1)
Macule o 1 (<0.1) 1 (<0.1)
Mechanical urticaria \)’ﬁ\(\ 0 1 (<0.1) 1 (<0.1)
Pityriasis rosea . qa 0 1 (<0.1) 1 (<0.1)
Rash erythematous \(\G"\(\ 0 1 (<0.1) 1 (<0.1)
Rash macular \4 0 1 (<0.1) 1 (<0.1)
Rash pruritic \‘<<65 1 (<0.1) 1 (<0.1) 2 (<0.1)
Skin warm O 0 1 (<0.1) 1 (<0.1)
Dermatitis bullous (&?5 1 (<0.1) 0 1 (<0.1)
Dermatitis contact QQO 1 (<0.1) 0 1 (<0.1)
Skin discolouration C)g;) 1 (<0.1) 0 1 (<0.1)

hS,

Musculoskeletal and co ive tissue disorders 120 (1.1) 169 (1.5) 289  (1.3)
Myalgia 57 (0.5) 87 (0.8) 144 (0.6)
Arthralgia ‘\Oe 70  (0.6) 70 (0.6) 140 (0.6)
Pain in ext ty 7 (<0.1) 13 (0.1) 20 (<0.1)
Neck pa%l()’& 1 (<0.1) 8 (<0.1) 9 (<0.1)

e
N
2qC

Percentages are based on the number of safety subjects.

MedDRA version 23.0.
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'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
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ok
Table 14.3.1.11.2 6(6
Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 28 D@‘(}s
After Any Injection o

Safety Set '\6&\0
<
4%
Age Group: >=18 and <65 Years O(
o
Placebo mRNA-1273 (\6\v Total
System Organ Class (N=114106) (N=11415) *‘6 (N=22831)
Preferred Term n (%) n (5N e n (%)
6"

Musculoskeletal and connective tissue disorders 6(\6>
(Cont.) _O(\
Back pain 3 (<0190 O 6 (<0.1) 9 (<0.1)
Musculoskeletal pain 5 6@1) Q\\C 6 (<0.1) 11 (<0.1)
Joint range of motion decreased \(5( aQ 4 (<0.1) 4 (<0.1)
Limb discomfort LT ) 3 (<0.1) 4 (<0.1)
Muscle spasms e('(\ . 36‘(‘<O.1) 3 (<0.1) 6 (<0.1)
Musculoskeletal stiffness 0<\? (<0.1) 3 (<0.1) 5 (<0.1)
Axillary mass \)6\ 1 (<0.1) 2 (<0.1) 3 (<0.1)
Bone pain ‘ Q’O 0 2 (<0.1) 2 (<0.1)
Tendonitis é"\(\ 0 2 (<0.1) 2 (<0.1)
Bone lesion ,b(\é 0 1 (<0.1) 1 (<0.1)
Bone swelling N 0 1 (<0.1) 1 (<0.1)
Costochondritis 6(\\‘ 0 1 (<0.1) 1 (<0.1)
Musculoskeletal chest pain {& 1 (<0.1) 1 (<0.1) 2 (<0.1)
Neck mass QQO 0 1 (<0.1) 1 (<0.1)
Polyarthritis 9\> 1 (<0.1) 1 (<0.1) 2 (<0.1)
Rheumatoid arthritis 6&0 0 1 (<0.1) 1 (<0.1)
Temporomandibular join&“syndrome 0 1 (<0.1) 1 (<0.1)
Arthritis eV 1 (<0.1) 0 1 (<0.1)
Fibromyalgia _x © 1 (<0.1) 0 1 (<0.1)
Muscle tig s 1 (<0.1) 0 1 (<0.1)
Muscle twi®thing 1 (<0.1) 0 1 (<0.1)

e

o

A0

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
’(\0 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011102.sas 01DEC2020 04:43
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ok
Table 14.3.1.11.2 6(6
Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 28 D@‘(}s
After Any Injection o

O
Safety Set <\6&\
4%
Age Group: >=18 and <65 Years O(
o
Placebo mRNA-1273 (\6\v Total
System Organ Class (N=114106) (N=11415) *‘6 (N=22831)
Preferred Term n (%) n (%\)\\ e n (%)
6 ALl
Musculoskeletal and connective tissue disorders 6(\6>
(Cont.) .
Muscular weakness 1 (<O.]Q/\) . 6\,\0 0 1 (<0.1)
Musculoskeletal discomfort 1 6@1) Q\\C 0 1 (<0.1)
< Q
Reproductive system and breast disorders (.(\6‘69{\@('\1? 3 (<0.1) 7 (<0.1)
Menorrhagia . %@ 2 (<0.1) 2 (<0.1)
Menstrual disorder 2 0(\ 1 (<0.1) 1 (<0.1)
Breast pain \)K,\(\ 1 (<0.1) 0 1 (<0.1)
Dysmenorrhoea q 1 (<0.1) 0 1 (<0.1)
Haematospermia é{_\(\ 1 (<0.1) 0 1 (<0.1)
Menstruation irregular ’b(\(\ 1 (<0.1) 0 1 (<0.1)
General disorders and administration site\\\ 240 (2.1) 511 (4.5) 751 (3.3)
conditions X
Fatigue QO( 144  (1.3) 157  (1.4) 301 (1.3)
Injection site pain €>yQ 29  (0.3) 95 (0.8) 124 (0.5)
Injection site erythema ‘O 10 (<0.1) 80 (0.7) 90 (0.4)
Injection site swelli €> 9 (<0.1) 60 (0.5) 69 (0.3)
Injection site prurihds 9 (<0.1) 45  (0.4) 54 (0.2)
Ch]ills 5‘0% 12 (0.1) 37  (0.3) 49  (0.2)
Pyrexia ®) 9 (<0.1) 33 (0.3) 42 (0.2)
InjectiOQj§Q%e induration 4 (<0.1) 25  (0.2) 29  (0.1)
e
N
N2

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
’(\0 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011102.sas 01DEC2020 04:43
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Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 286]3@\(3}8

Table 14.3.1.11.2

After Any Injection

EUA (Data Extraction Date:

Page 11 of 21
25N0V2020)

O
Safety Set '6&\
<\
4%
Age Group: >=18 and <65 Years O(
1(\)(\
Placebo mRNA-1273 (\6\ Total
System Organ Class (N=114106) (N=11415) *‘, (N=22831)
Preferred Term n (%) n (3\)\\ n (%)
N
General disorders and administration site 6(\6>
conditions (Cont.)
Injection site rash 1 (<0. 24 (0.2) 25 (0.1)
Pain &%@ 18  (0.2) 24 (0.1)
Axillary pain \3)( 1@9 17  (0.1) 20 (<0.1)
Injection site lymphadenopathy 15 (0.1) 18 (<0.1)
Injection site macule %a"e X0. 1) 11 (<0.1) 13 (<0.1)
Injection site urticaria 0 8 (<0.1) 8 (<0.1)
Malaise \)6\ 2 (<0.1) 7 (<0.1) 9 (<0.1)
Swelling . qa 1 (<0.1) 7 (<0.1) 8 (<0.1)
Vaccination site lymphadenopathy e’(_\(\ 0 5 (<0.1) 5 (<0.1)
Chest discomfort ,b(\(* 1 (<0.1) 3 (<0.1) 4 (<0.1)
Injection site irritation « 0 3 (<0.1) 3 (<0.1)
Injection site reaction 6(\\‘ 0 3 (<0.1) 3 (<0.1)
Injection site warmth (’(, 1 (<0.1) 3 (<0.1) 4 (<0.1)
Tenderness QQO 0 3 (<0.1) 3 (<0.1)
Vaccination site erythema _ g\ 0 3 (<0.1) 3 (<0.1)
Chest pain d’(, 0 2 (<0.1) 2 (<0.1)
Induration 0 2 (<0.1) 2 (<0.1)
Injection site br é}ng 6 (<0.1) 2 (<0.1) 8 (<0.1)
Injection site@ morrhage 1 (<0.1) 2 (<0.1) 3 (<0.1)
Peripheral (Q\G\gling 1 (<0.1) 2 (<0.1) 3 (<0.1)
Swelling (fate 1 (<0.1) 2 (<0.1) 3 (<0.1)
N
A0S

@0&

Percentages are based on the number of safety subjects.
MedDRA version 23.0.
\\wilbtia\wilbtia0l\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011102.sas 01DEC2020 04:43

Program Path:

\gytreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
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Table 14.3.1.11.2 6(6
Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 28 D@‘(}s
After Any Injection o

Safety Set 6<.\6\.\O
Age Group: >=18 and <65 Years O(\‘
o
Placebo mRNA-1273 (\6\v Total
System Organ Class (N=114106) (N=11415) *‘6 (N=22831)
Preferred Term n (%) n (5N e n (%)
. . . . I 66 ALl
General disorders and administration site 6(\
conditions (Cont.) _O(\
Vaccination site swelling 0 e\) . X\ 2 (<0.1) 2 (<0.1)
Adverse drug reaction 0 Q@‘ Q\\C 1 (<0.1) 1 (<0.1)
Facial discomfort \(5(0 aQ 1 (<0.1) 1 (<0.1)
Feeling abnormal D 2 é\{g(\l) 1 (<0.1) 3 (<0.1)
Injection site haematoma e('(\ . \ 1 (<0.1) 1 (<0.1)
Injection site joint pain 0(\ 1 (<0.1) 1 (<0.1)
Injection site mass \)’ﬁ\(\ 0 1 (<0.1) 1 (<0.1)
Injection site papule ‘ qa 1 (<0.1) 1 (<0.1) 2 (<0.1)
Injection site paraesthesia e;§3 2 (<0.1) 1 (<0.1) 3 (<0.1)
Injection site scab ,b(\(* 0 1 (<0.1) 1 (<0.1)
Non-cardiac chest pain « 0 1 (<0.1) 1 (<0.1)
Reactogenicity event 6(\\\ 2 (<0.1) 1 (<0.1) 3 (<0.1)
Vaccination site induration (& 0 1 (<0.1) 1 (<0.1)
Vaccination site pruritus QQO 0 1 (<0.1) 1 (<0.1)
Vaccination site rash S 0 1 (<0.1) 1 (<0.1)
Asthenia 6&0 3 (<0.1) 0 3 (<0.1)
Discomfort 56 1 (<0.1) 0 1 (<0.1)
Feeling hot 6\5 2 (<0.1) 0 2 (<0.1)
Injection site»@&comfort 1 (<0.1) 0 1 (<0.1)
Instillati te vesicles 1 (<0.1) 0 1 (<0.1)
Vaccinq{'{g& site nodule 1 (<0.1) 0 1 (<0.1)
e
o
A0

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
’(\0 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011102.sas 01DEC2020 04:43
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ModernaTX, Inc. Page 13 of 21

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.11.2 6(60
Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 28 Bé@s
After Any Injection Xe) ©
Safety Set \2§>
<
4%
Age Group: >=18 and <65 Years Cﬁ
o
Placebo mRNA-1273 Cﬁfv Total
System Organ Class (N=114106) (N=11415) ﬁ}fa (N=22831)
Preferred Term n (%) n (5N e n (%)
ALl
Investigations 3 (<0.1) 25&3‘?20.1> 13 (<0.1)
Blood pressure increased 2 (<0.1) _cﬁ\ 3 (<0.1) 5 (<0.1)
Body temperature increased 0 e}) . X\ 3 (<0.1) 3 (<0.1)
Blood pressure diastolic increased 0 Qﬁb‘ §§6; 1 (<0.1) 1 (<0.1)
Blood pressure systolic increased @SC) 25? 1 (<0.1) 1 (<0.1)
Heart rate increased €>ﬁ50 \gﬁ\ 1 (<0.1) 1 (<0.1)
Heart rate irregular Ca .é?gL 1 (<0.1) 1 (<0.1)
Respiratory rate increased cﬁ\ 1 (<0.1) 1 (<0.1)
Hepatic enzyme increased 2»95} 1 (<0.1) 0 1 (<0.1)
Injury, poisoning and procedural complications €§XCS§ 6 (<0.1) 4 (<0.1) 10 (<0.1)
Contusion < 2 (<0.1) 1 (<0.1) 3 (<0.1)
Injection related reaction (C&> 0 1 (<0.1) 1 (<0.1)
Procedural headache 2;(4 0 1 (<0.1) 1 (<0.1)
Vaccination complication {Q 1 (<0.1) 1 (<0.1) 2 (<0.1)
Immunisation anxiety related rigggﬁon 1 (<0.1) 0 1 (<0.1)
Procedural haemorrhage €>> 1 (<0.1) 0 1 (<0.1)
Tooth fracture xO 1 (<0.1) 0 1 (<0.1)
e
oo
\06
oL
o
co
(\\,
(2
o
A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011102.sas 01DEC2020 04:43
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Table 14.3.1.11.2

Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 28 D@\}s
After Any Injection °

EUA (Data Extraction Date:

Page 14 of 21
25N0V2020)

Safety Set <\6"\O
4%
Age Group: >=65 Years O(
e
Placebo mRNA-1273 (\6\v Total
System Organ Class (N=3750) (N=3770) *\'6 (N=7520)
Preferred Term n (%) n (5N e n (%)
\\ )
Number of Subjects Reporting Unsolicited Adverse 160 (4.3) 6}&@ (8.1) 464 (6.2)
Events _O(\
eV
Number of Unsolicited Adverse Events 278 OQG‘ Q\\C 501 779
Infections and infestations ‘6\?(,@(.\1?9 5 (0.1) 9 (0.1)
COVID-19 €§§55 oA 1 (<0.1) 1 (<0.1)
Clostridium difficile infection 0(\ 1 (<0.1) 1 (<0.1)
Conjunctivitis ng\ 0 1 (<0.1) 1 (<0.1)
Herpes zoster ° 0 1 (<0.1) 1 (<0.1)
Injection site infection ‘3055 0 1 (<0.1) 1 (<0.1)
Cellulitis & 1 (<0.1) 0 1 (<0.1)
Oral herpes <¢3> 1 (<0.1) 0 1 (<0.1)
Rhinitis o 1 (<0.1) 0 1 (<0.1)
Upper respiratory tract infectiono(‘('6 1 (<0.1) 0 1 (<0.1)
Blood and lymphatic system disg&?s 5 (0.1) 11 (0.3) 16 (0.2)
Lymphadenopathy ‘0 4 (0.1) 11 (0.3) 15 (0.2)
Lymph node pain e 1 (<0.1) 0 1 (<0.1)
oo
Immune system diso rs 0 1 (<0.1) 1 (<0.1)
Type IV hype@ sitivity reaction 0 1 (<0.1) 1 (<0.1)
20
C
(\\,
2
o

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011102.sas 01DEC2020 04:43

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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ModernaTX, Inc. Page 15 of 21

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.11.2 6(60
Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 28 Bé@s
After Any Injection Xe) ©
Safety Set \2§>
<
4%
Age Group: >=65 Years O(
o
Placebo mRNA-1273 Cﬁfv Total

System Organ Class (N=3750) (N=3770) ﬁ}fa (N=7520)

Preferred Term n (%) n (5N e n (%)
ALl

Psychiatric disorders 0 6(\@6(0 1) 5 (<0.1)
Depressed mood 0 _cﬁ\ 1 (<0.1) 1 (<0.1)
Hallucination 0 eV XN 1 (<0.1) 1 (<0.1)
Insomnia 0 Q% Q\\C 1 (<0.1) 1 (<0.1)
Nightmare 3O 29 1 (<0.1) 1 (<0.1)
Sleep disorder €>ﬁ50 \gﬁ\ 1 (<0.1) 1 (<0.1)
Suicidal ideation .S (.\ga‘ 1 (<0.1) 1 (<0.1)

Nervous system disorders <§X6) 38 (1.0) 63 (1.7) 101 (1.3)
Headache ‘ Q’O 28 (0.7) 48 (1.3) 76 (1.0)
Dizziness e;ya 4 (0.1) 9 (0.2) 13 (0.2)
Hypoaesthesia <V~ 0 2 (<0.1) 2 (<0.1)
Balance disorder (C&> 0 1 (<0.1) 1 (<0.1)
Cervical radiculopathy 2;(4 0 1 (<0.1) 1 (<0.1)
Dysgeusia (Q 3 (<0.1) 1 (<0.1) 4 (<0.1)
Essential tremor QO 0 1 (<0.1) 1 (<0.1)
Hyperaesthesia e}yg 0 1 (<0.1) 1 (<0.1)
Poor quality sleep xO 0 1 (<0.1) 1 (<0.1)
Sinus headache eﬁﬁs 0 1 (<0.1) 1 (<0.1)
Dysaesthesia e\) 1 (<0.1) 0 1 (<0.1)
Migraine O 1 (<0.1) 0 1 (<0.1)
Taste disorde® 1 (<0.1) 0 1 (<0.1)

co
(\\,
2
o

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011102.sas 01DEC2020 04:43
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

ok
Table 14.3.1.11.2 exe,
Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 28 D@\}s
After Any Injection o

Safety Set <\6"\O
4%
Age Group: >=65 Years O(
-nxﬁa
Placebo mRNA-1273 (\6\v Total

System Organ Class (N=3750) (N=3770) *\'6 (N=7520)

Preferred Term n (%) n (5N e n (%)
ALl

Eye disorders 0 6(\@ (<0.1) 2 (<0.1)
Eye irritation 0 a0 1 (<0.1) 1 (<0.1)
Visual impairment 0 D) \,\O 1 (<0.1) 1 (<0.1)

-\\&

Ear and labyrinth disorders %(Q%%QQ 3 (<0.1) 4 (<0.1)
Tinnitus ?>ﬁ5 O 2 (<0.1) 2 (<0.1)
Vertigo positional o0 \& 1 (<0.1) 1 (<0.1)
Vertigo oM (<0.1) 0 1 (<0.1)

&

Cardiac disorders ° 3 (<0.1) 1 (<0.1) 4 (<0.1)
Sinus tachycardia ‘SCSB 0 1 (<0.1) 1 (<0.1)
Atrial fibrillation (\(se 1 (<0.1) 0 1 (<0.1)
Bradycardia <¢3> 1 (<0.1) 0 1 (<0.1)
Palpitations QSQA 1 (<0.1) 0 1 (<0.1)

Vascular disorders §§y§L 8 (0.2) 9 (0.2) 17  (0.2)
Hypertension 9\>Q 7 (0.2) 5 (0.1) 12 (0.2)
Flushing ‘0 0 2 (<0.1) 2 (<0.1)
Hot flush ed 1 (<0.1) 2 (<0.1) 3 (<0.1)

S

Respiratory, tho.}”(z@% and mediastinal disorders 12 (0.3) 7 (0.2) 19 (0.3)
Oropharyngeah@ in 4 (0.1) 4 (0.1) 8 (0.1)
Rhinorrhoes(® 6 (0.2) 3 (<0.1) 9 (0.1)

e
o
A0

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
’(\0 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011102.sas 01DEC2020 04:43
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Table 14.3.1.11.2

Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 28 D@\}s
After Any Injection °

EUA (Data Extraction Date:

Page 17 of 21
25N0V2020)

Safety Set <\6"\O
4%
Age Group: >=65 Years O(
¥a)
Placebo mRNA-1273 (\6\v Total

System Organ Class (N=3750) (N=3770) *’Q (N=7520)

Preferred Term n (%) n (3\)\\ n (%)
. . N . R

Respiratory, thoracic and mediastinal disorders (\
(Cont.) O(\
Nasal congestion 6\,\ 2 (<0.1) 6 (<0.1)
Cough (? \\ 1 (<0.1) 3 (<0.1)
Dyspnoea \%(é 1@QQ 1 (<0.1) 3 (<0.1)
Dysphonia 0 1 (<0.1)
Productive cough e(.(\@ %’b‘(‘\<0.l) 0 1 (<0.1)
Tachypnoea \<\0 0.1) 0 1 (<0.1)
Throat irritation 60‘ 1 (<0.1) 0 1 (<0.1)

Gastrointestinal disorders e‘\(\q 23 (0.6) 21 (0.6) 44 (0.6)
Diarrhoea & 12 (0.3) 9 (0.2) 21 (0.3)
Nausea ((\6 8 (0.2) 7 (0.2) 15 (0.2)
Abdominal pain 6(\\\ 0 2 (<0.1) 2 (<0.1)
Vomiting (‘(' 0 2 (<0.1) 2 (<0.1)
Abdominal pain upper QO 0 1 (<0.1) 1 (<0.1)
Dyspepsia 6\>Q 0 1 (<0.1) 1 (<0.1)
Hypoaesthesia oral xO 0 1 (<0.1) 1 (<0.1)
Lip swelling 566 1 (<0.1) 1 (<0.1) 2 (<0.1)
Swollen tongue e\) 0 1 (<0.1) 1 (<0.1)
Tooth discolou \Qon 0 1 (<0.1) 1 (<0.1)
Gingival p 1 (<0.1) 0 1 (<0.1)
Paraesth é oral 1 (<0.1) 0 1 (<0.1)

PCN
A0S

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011102.sas 01DEC2020 04:43

\gytreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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ModernaTX, Inc. Page 18 of 21
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

ok
Table 14.3.1.11.2 6(6
Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 28 D@\}s
After Any Injection o

Safety Set <\6"\O
4%
Age Group: >=65 Years O(
-nxﬁa
Placebo mRNA-1273 (\6\v Total

System Organ Class (N=3750) (N=3770) *\'6 (N=7520)

Preferred Term n (%) n (5N e n (%)
ALl

Gastrointestinal disorders (Cont.) 6(\6>6
Salivary hypersecretion 1 (<O.l)\) ‘\O(\ 0 1 (<0.1)

Skin and subcutaneous tissue disorders 8 an% \\(:0 26 (0.7) 34 (0.5)
Urticaria \¢ %QQ 6 (0.2) 7 (<0.1)
Erythema 6‘6 O 4 (0.1) 4 (<0.1)
Hyperhidrosis o0 \& 3 (<0.1) 3 (<0.1)
Pruritus oM3 (<0.1) 3 (<0.1) 6 (<0.1)
Rash 0&\0 0 3 (<0.1) 3 (<0.1)
Rash macular ) qa 0 2 (<0.1) 2 (<0.1)
Rash pruritic e,‘—\(\ 0 2 (<0.1) 2 (<0.1)
Dermatitis & 0 1 (<0.1) 1 (<0.1)
Night sweats «\6 2 (<0.1) 1 (<0.1) 3 (<0.1)
Rash maculo-papular 2;(4 0 1 (<0.1) 1 (<0.1)
Dermatitis contact (‘(, 1 (<0.1) 0 1 (<0.1)
Ecchymosis QO 1 (<0.1) 0 1 (<0.1)

OO

Musculoskeletal and conneat\'('@e tissue disorders 41 (1.1) 62 (1.6) 103 (1.4)
Myalgia e 20 (0.5) 34 (0.9) 54 (0.7)
Arthralgia \)6 20 (0.5) 27  (0.7) 47  (0.6)
Pain in extrem't‘gae 5 (0.1) 4 (0.1) 9 (0.1)
Back pain (\O 1 (<0.1) 3 (<0.1) 4 (<0.1)
Muscle SR§3 S 1 (<0.1) 2 (<0.1) 3 (<0.1)

e

o

A0

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
’(\0 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011102.sas 01DEC2020 04:43
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ModernaTX, Inc. Page 19 of 21

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.11.2 6(60
Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 28 Bé&s
After Any Injection Xe) ©
Safety Set \2§>
<
4%
Age Group: >=65 Years O(
-nxﬁa
Placebo mRNA-1273 Cﬁfv Total
System Organ Class (N=3750) (N=3770) #be (N=7520)
Preferred Term n (%) n (5N e n (%)
ALl
Musculoskeletal and connective tissue disorders ®§@>€>
(Cont.) . A0
®)
Muscular weakness 0 e}) . 25) 2 (<0.1) 2 (<0.1)
Arthritis 0 Q% Q\\C 1 (<0.1) 1 (<0.1)
Flank pain 3O 29 1 (<0.1) 1 (<0.1)
Joint range of motion decreased D 1 43§Cq> 1 (<0.1) 2 (<0.1)
Joint stiffness o gt 1 (<0.1) 1 (<0.1)
Neck pain ot 1 (<0.1) 1 (<0.1)
Osteocarthritis \)’&\0 0 1 (<0.1) 1 (<0.1)
Musculoskeletal pain ‘ qa 1 (<0.1) 0 1 (<0.1)
Musculoskeletal stiffness e;§3 1 (<0.1) 0 1 (<0.1)
Polymyalgia rheumatica ’b(\(\ 1 (<0.1) 0 1 (<0.1)
Reproductive system and breast disorde%§§4 0 1 (<0.1) 1 (<0.1)
Erectile dysfunction O{Q 0 1 (<0.1) 1 (<0.1)
General disorders and administégéign site 73 (1.9) 170 (4.5) 243  (3.2)
conditions ‘53
Fatigue ed 34 (0.9) 65 (1.7) 99 (1.3)
Injection site er%§h§?a 8 (0.2) 36 (1.0) 44 (0.6)
Injection site EX 9 (0.2) 25  (0.7) 34 (0.5)
Injection sji pruritus 2 (<0.1) 18 (0.5) 20 (0.3)
Injectiorc’&'te swelling 6 (0.2) 15 (0.4) 21 (0.3)
e
o
A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011102.sas 01DEC2020 04:43
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ModernaTX, Inc.
mRNA-1273-P301

Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 28 D@‘(}s
After Any Injection °

Table 14.3.1.11.2

EUA (Data Extraction Date:

Page 20 of 21
25N0V2020)

O
Safety Set '6&\
<\
4%
Age Group: >=65 Years O(
Al
Placebo mRNA-1273 (\6\ Total
System Organ Class (N=3750) (N=3770) *‘, (N=7520)
Preferred Term n (%) n (3\)\\ n (%)
cfa
General disorders and administration site 6(\
conditions (Cont.) O(\
Pyrexia 3 (<0. 1\ 6’(,\ 11 (0.3) 14  (0.2)
Chills @2) Q\\ 9 (0.2) 15 (0.2)
Injection site rash 8 (0.2) 8 (0.1)
Injection site macule \ (\ 7 (0.2) 7 (<0.1)
Pain éa"(«o 1) 6 (0.2) 8 (0.1)
Injection site induration 0 1) 5 (0.1) 8 (0.1)
Injection site urticaria K.\(\ 0 4 (0.1) 4 (<0.1)
Axillary pain . qa 1 (<0.1) 2 (<0.1) 3 (<0.1)
Injection site warmth e’(_\(\ 0 2 (<0.1) 2 (<0.1)
Chest pain ,b(\é 0 1 (<0.1) 1 (<0.1)
Feeling hot « 0 1 (<0.1) 1 (<0.1)
Injection site bruising 6(\\\ 4 (0.1) 1 (<0.1) 5 (<0.1)
Injection site discolouration (‘(, 0 1 (<0.1) 1 (<0.1)
Injection site haemorrhage QQO 0 1 (<0.1) 1 (<0.1)
Injection site irritation S 0 1 (<0.1) 1 (<0.1)
Injection site joint paint© 0 1 (<0.1) 1 (<0.1)
Injection site lympha‘g pathy 0 1 (<0.1) 1 (<0.1)
Injection site ma 1 (<0.1) 1 (<0.1) 2 (<0.1)
Injection site»@;&ctlon 0 1 (<0.1) 1 (<0.1)
Oedema peri al 0 1 (<0.1) 1 (<0.1)
Vaccinq{'{g& site lymphadenopathy 0 1 (<0.1) 1 (<0.1)
N
A0S

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
\\wilbtia\wilbtia0l\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011102.sas 01DEC2020 04:43

Program Path:

\gytreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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ModernaTX, Inc.
mRNA-1273-P301

Table 14.3.1.11.2

Subject Incidence of Unsolicited Treatment-Related TEAE by Age Group, System Organ Class and Preferred Term up to 28 D@\}s
After Any Injection °

EUA (Data Extraction Date:

Page 21 of 21
25N0V2020)

Safety Set '6&\0
<\
4%
Age Group: >=65 Years O(
e
Placebo mRNA-1273 (\6\v Total
System Organ Class (N=3750) (N=3770) *’Q (N=7520)
Preferred Term n (%) n (3\)\\ n (%)
General disorders and administration site (\e>6
conditions (Cont.)
Vaccination site pain 1 (<0.1) 1 (<0.1)
Asthenia (? \\C 0 1 (<0.1)
Injection site haematoma \15((% lle 0 1 (<0.1)
Injection site nodule 0 1 (<0.1)
Injection site paraesthesia e(.(\@ %’b‘(‘\<0.l) 0 1 (<0.1)
Malaise 0 0.1) 0 2 (<0.1)
Peripheral swelling 60‘\0 (<0.1) 0 1 (<0.1)
Investigations é{_\(\g 2 (<0.1) 5 (0.1) 7 (<0.1)
Blood pressure increased (\(~ 1 (<0.1) 2 (<0.1) 3 (<0.1)
Blood pressure diastolic increased ((\6 0 1 (<0.1) 1 (<0.1)
Blood pressure systolic increased 6(\\\ 0 1 (<0.1) 1 (<0.1)
Heart rate increased (‘(, 0 1 (<0.1) 1 (<0.1)
Blood glucose increased \)QQO 1 (<0.1) 0 1 (<0.1)
Injury, poisoning and proae@@r?l complications 2 (<0.1) 1 (<0.1) 3 (<0.1)
Tooth fracture e 0 1 (<0.1) 1 (<0.1)
Fall \)5 1 (<0.1) 0 1 (<0.1)
Ulnar nerve m;@@? 1 (<0.1) 0 1 (<0.1)
c,’<><\<\
(\\,
(2
o
A0

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011102.sas 01DEC2020 04:43

\gytreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
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ModernaTX, Inc. Page 1 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
ok
Table 14.3.1.13.3 exe»
Subject Incidence of Serious TEAE by System Organ Class and Preferred Term in Overall Stage QKX\
Safety Set ‘ <§j§
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Number of Subjects Reporting Unsolicited Adverse 153 (1.0) 147 (1.0Lﬁ$3 300 (1.0)
Events *
28
Number of Unsolicited Adverse Events 211 fgqj 418
Infections and infestations 35 (0.2 D K}ﬁﬁ\ 20 (0.1) 55 (0.2)
Pneumonia T (s0al Q«; 5 (<0.1) 12 (<0.1)
Appendicitis é( .%QQ 2 (<0.1) 5 (<0.1)
Bronchitis ﬁi . A0 1 (<0.1) 1 (<0.1)
COVID-19 Q2 155081 1 (<0.1) 16 (<0.1)
Cellulitis 2 5\ 1 (<0.1) 1 (<0.1)
Clostridium difficile infection \95\ 0 1 (<0.1) 1 (<0.1)
Gastroenteritis ° 0 1 (<0.1) 1 (<0.1)
Hepatitis A ‘\(\q 0 1 (<0.1) 1 (<0.1)
Pneumonia staphylococcal {%ﬁi 0 1 (<0.1) 1 (<0.1)
Postoperative abscess <(65 0 1 (<0.1) 1 (<0.1)
Postoperative wound infection <Q4 0 1 (<0.1) 1 (<0.1)
Pyelonephritis acute ("O 1 (<0.1) 1 (<0.1) 2 (<0.1)
Salpingitis QO 0 1 (<0.1) 1 (<0.1)
Sepsis 6\>Q 1 (<0.1) 1 (<0.1) 2 (<0.1)
Toxic shock syndrome ‘5) 0 1 (<0.1) 1 (<0.1)
Urosepsis ) 0 1 (<0.1) 1 (<0.1)
Viral pharyngitis )2 0 1 (<0.1) 1 (<0.1)
Wound infectiog,h‘()(a 0 1 (<0.1) 1 (<0.1)
ia 1 (<0.1) 0 1 (<0.1)

COVID-19 p:g(e\g@
C
o
(06
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011303.sas 01DEC2020 04:44

257



ModernaTX, Inc. Page 2 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
ok
Table 14.3.1.13.3 exe»
Subject Incidence of Serious TEAE by System Organ Class and Preferred Term in Overall Stage QKX\
Safety Set ‘ <§f§
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Infections and infestations (Cont.) ﬁsfb
Clostridium difficile colitis 1 (<0.1) 0 * () 1 (<0.1)
Diverticulitis 2 (<0.1) %60 2 (<0.1)
Osteomyelitis 1 (<0.1) QO 1 (<0.1)
Pharyngitis streptococcal 1 (<0.1) . (\15 0 1 (<0.1)
Septic shock 1 (<0.13\ ,&x,\o 0 1 (<0.1)
Streptococcal sepsis 1 ésgbl) Q6; 0 1 (<0.1)
Urinary tract infection €£6 .lé&ﬁ? 0 4 (<0.1)
Neoplasms benign, malignant and unspecified (incl eﬂcg>i%g2ﬂ§%.l) 15 (<0.1) 25 (<0.1)
cysts and polyps) Cﬁ\
Prostate cancer Qﬁx\ 3 (<0.1) 3 (<0.1) 6 (<0.1)
B-cell small lymphocytic lymphoma ° 0 1 (<0.1) 1 (<0.1)
Chronic lymphocytic leukaemia ‘SCSé 0 1 (<0.1) 1 (<0.1)
Colorectal cancer {%ﬁi 0 1 (<0.1) 1 (<0.1)
Gastric cancer «\3 0 1 (<0.1) 1 (<0.1)
Invasive lobular breast carcinoma (Q{ 0 1 (<0.1) 1 (<0.1)
Lung cancer metastatic €Q?> 0 1 (<0.1) 1 (<0.1)
Malignant melanoma <§3 0 1 (<0.1) 1 (<0.1)
Meningioma 6\>Q 0 1 (<0.1) 1 (<0.1)
Oesophageal carcinoma ‘53 0 1 (<0.1) 1 (<0.1)
Papillary thyroid caqge£> 0 1 (<0.1) 1 (<0.1)
Pelvic neoplasm O 0 1 (<0.1) 1 (<0.1)
Renal cancer “Oe 0 1 (<0.1) 1 (<0.1)
Renal cell &g&lnoma 0 1 (<0.1) 1 (<0.1)
co
(\\,
2
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011303.sas 01DEC2020 04:44
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ModernaTX, Inc. Page 3 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
ok
Table 14.3.1.13.3 exe'
Subject Incidence of Serious TEAE by System Organ Class and Preferred Term in Overall Stage QKX\
Safety Set ‘ <§j§
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Neoplasms benign, malignant and unspecified (incl ﬁsfi
cysts and polyps) (Cont.) \‘ e
Breast cancer stage I 1 (<0.1) égffs 1 (<0.1)
Colon cancer stage III 1 (<0.1) 1 (<0.1)
Intraductal proliferative breast lesion 2 (<0.1) . (\15 0 2 (<0.1)
Leiomyosarcoma metastatic 1 (<O.%») 25§3 0 1 (<0.1)
Penile cancer 1 (@3%61) \% 0 1 (<0.1)
Prostate cancer metastatic €£6 é&éﬁy@ 0 1 (<0.1)
Blood and lymphatic system disorders e§<65"%?ﬂ§%.l) 1 (<0.1) 3 (<0.1)
Blood loss anaemia Cﬁ\ 1 (<0.1) 1 (<0.1)
Anaemia \SQ(\ 2 (<0.1) 0 2 (<0.1)
Endocrine disorders ‘SCS> 0 1 (<0.1) 1 (<0.1)
Thyroid disorder & 0 1 (<0.1) 1 (<0.1)
°
Metabolism and nutrition disorders <§4 C3 7 (<0.1) 4 (<0.1) 11 (<0.1)
Dehydration ‘6 3 (<0.1) 3 (<0.1) 6 (<0.1)
Diabetic ketoacidosis Cﬁ 0 1 (<0.1) 1 (<0.1)
Hypokalaemia 6\>QQ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Hyponatraemia ‘5) 1 (<0.1) 1 (<0.1) 2 (<0.1)
Gout ed 1 (<0.1) 0 1 (<0.1)
Hypomagnesaemia \y5 1 (<0.1) 0 1 (<0.1)
Metabolic acidgf' 1 (<0.1) 0 1 (<0.1)
(\O
\\)
co
(\\,
2
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011303.sas 01DEC2020 04:44

259



ModernaTX, Inc. Page 4 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25NOV2020)
ok
Table 14.3.1.13.3 exe»
Subject Incidence of Serious TEAE by System Organ Class and Preferred Term in Overall Stage QKX\
Safety Set ‘ <§f§
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) n&ﬁa n (%)
o
Psychiatric disorders 9 (<0.1) 4 <O lﬂﬁéa 13 (<0.1)
Alcohol abuse 1 (<0.1) 1 %ﬁ 2 (<0.1)
Alcohol withdrawal syndrome 0 é PO 1 (<0.1)
Completed suicide 0 QO 1) 1 (<0.1)
Intentional self-injury 0 (\6 1 (<O 1) 1 (<0.1)
Schizoaffective disorder O 25§3 1 (<0.1) 1 (<0.1)
Anxiety an 0 1 (<0.1)
Anxiety disorder 0 1 (<0.1)
Confusional state 0 2 (<0.1)
Depression é?} ) 0 3 (<0.1)
Major depression (\ <O.l) 0 2 (<0.1)
Psychotic disorder \> 1 (<0.1) 0 1 (<0.1)
°
Nervous system disorders ‘SCSé 10 (<0.1) 16 (0.1) 26 (<0.1)
Cerebrovascular accident {%ﬁi 1 (<0.1) 3 (<0.1) 4 (<0.1)
Embolic stroke «\’5 0 2 (<0.1) 2 (<0.1)
Seizure o 0 2 (<0.1) 2 (<0.1)
Syncope €Q?> 4 (<0.1) 2 (<0.1) 6 (<0.1)
Autonomic nervous system imbal S 0 1 (<0.1) 1 (<0.1)
Cervical radiculopathy e&gys 0 1 (<0.1) 1 (<0.1)
Dizziness KS) 0 1 (<0.1) 1 (<0.1)
Facial paralysis €> 0 1 (<0.1) 1 (<0.1)
Subarachnoid haemo 0 1 (<0.1) 1 (<0.1)
Toxic encephal ﬁf% 0 1 (<0.1) 1 (<0.1)
Transient %6§636m1c attack 0 1 (<0.1) 1 (<0.1)
co
(\\,
(2
\><<\

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011303.sas 01DEC2020 04:44
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ModernaTX, Inc. Page 5 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
ok
Table 14.3.1.13.3 exe'
Subject Incidence of Serious TEAE by System Organ Class and Preferred Term in Overall Stage QKX\
Safety Set ‘ <§f§
«\6
Placebo mRNA-1273 Jotal

System Organ Class (N=15166) (N=15185) (ﬁN=30351)

Preferred Term n (%) n (%) . A0 n (%)
N

Nervous system disorders (Cont.) ﬁsfb
Basal ganglia haemorrhage 1 (<0.1) 0 ,* () 1 (<0.1)
Ischaemic stroke 1 (<0.1) %60 1 (<0.1)
Migraine 1 (<0.1) QO 1 (<0.1)
Multiple sclerosis 1 (<0.1) . (\15 0 1 (<0.1)
Paraesthesia 1 (<O.%») 25§3 0 1 (<0.1)
Speech disorder 1 (¢901) O 0 1 (<0.1)

<O Qﬁ?

Eye disorders ﬁ?? (ig}f? 0 1 (<0.1)
Retinal detachment €§f65 ’%gﬂk .1) 0 1 (<0.1)
Retinal tear 0(\ (<0.1) 0 1 (<0.1)

&

Cardiac disorders 24 (0.2) 22 (0.1) 46  (0.2)
Atrial fibrillation xXCSé 5 (<0.1) 5 (<0.1) 10 (<0.1)
Myocardial infarction {%ﬁi 3 (<0.1) 5 (<0.1) 8 (<0.1)
Cardiac failure congestive <<65 3 (<0.1) 3 (<0.1) 6 (<0.1)
Acute coronary syndrome <Q4 0 2 (<0.1) 2 (<0.1)
Acute myocardial infarction €£?> 4 (<0.1) 2 (<0.1) 6 (<0.1)
Coronary artery disease Qﬁ) 2 (<0.1) 2 (<0.1) 4 (<0.1)
Acute left ventricular failuégﬁp 1 (<0.1) 1 (<0.1) 2 (<0.1)
Bradycardia ‘5) 1 (<0.1) 1 (<0.1) 2 (<0.1)
Cardiac failure G§§ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Cardio-respiratory aﬁ%est 1 (<0.1) 1 (<0.1) 2 (<0.1)
Coronary arter%' ombosis 0 1 (<0.1) 1 (<0.1)
Pericarditiscﬁ) 2 (<0.1) 1 (<0.1) 3 (<0.1)

co
(\\,
2
oc®

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011303.sas 01DEC2020 04:44
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ModernaTX, Inc. Page 6 of 12
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
ok
Table 14.3.1.13.3 exe'
Subject Incidence of Serious TEAE by System Organ Class and Preferred Term in Overall Stage QKX\
Safety Set ‘ <§f§
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) ‘nxf5 n (%)
SN
Cardiac disorders (Cont.) #Sffa
Atrial flutter 1 (<0.1) 0 \\e 1 (<0.1)
Cardiac failure acute 1 (<0.1) 26\ 1 (<0.1)
i <0. <0.
Tachycardia 1 (<0.1) (\igs 1 (<0.1)
Vascular disorders 10 (<O.%»} 2&§3 8 (<0.1) 18 (<0.1)
Deep vein thrombosis 0 D Q6; 2 (<0.1) 2 (<0.1)
Hypertension (Qé%.l?&f? 2 (<0.1) 3 (<0.1)
Aortic aneurysm ﬁa ( N 1 (<0.1) 2 (<0.1)
Arteriosclerosis (035’ X 1 (<0.1) 1 (<0.1)
Axillary vein thrombosis 2 cﬁ\ 1 (<0.1) 1 (<0.1)
Haematoma 0&‘0 0 1 (<0.1) 1 (<0.1)
Hypertensive urgency ° 1 (<0.1) 1 (<0.1) 2 (<0.1)
Hypotension »{_\(\g 1 (<0.1) 1 (<0.1) 2 (<0.1)
Accelerated hypertension {%ﬁi 1 (<0.1) 0 1 (<0.1)
Aortic stenosis (C&> 1 (<0.1) 0 1 (<0.1)
Fibromuscular dysplasia (Q{ 1 (<0.1) 0 1 (<0.1)
Hypertensive emergency €Q?> 2 (<0.1) 0 2 (<0.1)
Peripheral artery aneurysm Qﬁf) 1 (<0.1) 0 1 (<0.1)
Respiratory, thoracic and mggﬁgéiinal disorders 19 (0.1) 13 (<0.1) 32 (0.1)
Pulmonary embolism e 5 (<0.1) 4 (<0.1) 9 (<0.1)
Dyspnoea N 0 3 (<0.1) 3 (<0.1)
Acute respiratq§§f%ailure 2 (<0.1) 2 (<0.1) 4 (<0.1)
Respiratory éé) ure 1 (<0.1) 2 (<0.1) 3 (<0.1)
20
C
(\\,
«©
o

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011303.sas 01DEC2020 04:44

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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ModernaTX,

Inc.

Page 7 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25NOV2020)
ok
Table 14.3.1.13.3 e(@
Subject Incidence of Serious TEAE by System Organ Class and Preferred Term in Overall Stage 6’(,\0
Safety Set ‘ ’<'\O(\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) O§N=30351)
Preferred Term n (%) n (%) .(\(\6 n (%)
N
Respiratory, thoracic and mediastinal disorders *\'6
(Cont.) \‘ ()
Atelectasis 0 é/&@.l) 1 (<0.1)
Cough 0 QO (<0.1) 1 (<0.1)
Emphysema 1 (<0.1) . A0 1 (<0.1) 2 (<0.1)
Asthma 1 (<0.13\0 6&,\0 0 1 (<0.1)
Chronic obstructive pulmonary disease 4 (@g@l) \'\C 0 4 (<0.1)
Hypoxia \]B( . QQ 0 1 (<0.1)
Laryngeal oedema 3‘6 (@(.&? 0 1 (<0.1)
Organising pneumonia e . 6‘&0.1) 0 1 (<0.1)
Pleural effusion VM (<0.1) 0 1 (<0.1)
Pleuritic pain \>’€<\ 1 (<0.1) 0 1 (<0.1)
Pneumonia aspiration ‘ Q’O 1 (<0.1) 0 1 (<0.1)
Pneumothorax \(\6‘\0 1 (<0.1) 0 1 (<0.1)
Gastrointestinal disorders «\6( 10 (<0.1) 23 (0.2) 33 (0.1)
Abdominal pain upper (\\\ 0 3 (<0.1) 3 (<0.1)
Nausea (\'6 1 (<0.1) 3 (<0.1) 4 (<0.1)
Colitis QO 1 (<0.1) 2 (<0.1) 3 (<0.1)
Diarrhoea 6\>Q 1 (<0.1) 2 (<0.1) 3 (<0.1)
Hiatus hernia ‘0 1 (<0.1) 2 (<0.1) 3 (<0.1)
Constipation d 0 1 (<0.1) 1 (<0.1)
Diverticular perf%aﬁ'on 0 1 (<0.1) 1 (<0.1)
Duodenal ulcer, QO 0 1 (<0.1) 1 (<0.1)
Gastrointes @(Q‘l haemorrhage 0 1 (<0.1) 1 (<0.1)
co
(\\,
«©
o

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011303.sas 01DEC2020 04:44
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ModernaTX, Inc.

Page 8 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
ok
Table 14.3.1.13.3 exe»
Subject Incidence of Serious TEAE by System Organ Class and Preferred Term in Overall Stage QKX\
Safety Set ‘ <§j§
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Gastrointestinal disorders (Cont.) ﬁsfi
Gastrooesophageal reflux disease 0 1 (<Q{f3 1 (<0.1)
Intestinal perforation 0 é/&@.l) 1 (<0.1)
Large intestine perforation 0 QO (<0.1) 1 (<0.1)
Pancreatitis 0 091 (<0.1) 1 (<0.1)
Pancreatitis acute 0 €>> 25§3 1 (<0.1) 1 (<0.1)
Rectal prolapse 0 D Q6; 1 (<0.1) 1 (<0.1)
Small intestinal obstruction (Qé%.lé&%g 1 (<0.1) 2 (<0.1)
Volvulus 6‘6 O 1 (<0.1) 1 (<0.1)
Vomiting o0 ag¥0. 1) 1 (<0.1) 2 (<0.1)
Abdominal pain oM (<0.1) 0 2 (<0.1)
Duodenal ulcer haemorrhage \953 1 (<0.1) 0 1 (<0.1)
Food poisoning ) CB 1 (<0.1) 0 1 (<0.1)
Gastric perforation é"\(\ 1 (<0.1) 0 1 (<0.1)
Umbilical hernia ’6(\# 1 (<0.1) 0 1 (<0.1)
Hepatobiliary disorders <(4 C3 0 5 (<0.1) 5 (<0.1)
Cholecystitis ("O 0 3 (<0.1) 3 (<0.1)
Bile duct stone QO 0 1 (<0.1) 1 (<0.1)
Hepatic mass e}ﬁg 0 1 (<0.1) 1 (<0.1)
O]
Skin and subcutaneous tié@gg disorders 2 (<0.1) 1 (<0.1) 3 (<0.1)
Rash NS 0 1 (<0.1) 1 (<0.1)
Rash vesicular, O 0 1 (<0.1) 1 (<0.1)
Angioedema (\O" 1 (<0.1) 0 1 (<0.1)
co
(\\,
2
o

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011303.sas 01DEC2020 04:44

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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ModernaTX, Inc. Page 9 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
ok
Table 14.3.1.13.3 exe»
Subject Incidence of Serious TEAE by System Organ Class and Preferred Term in Overall Stage QKX\
Safety Set ‘ <§j§
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Skin and subcutaneous tissue disorders (Cont.) ﬁsfi
Dermatitis bullous 1 (<0.1) 0 Q\‘G 1 (<0.1)
Musculoskeletal and connective tissue disorders 9 (<0.1) <¥§ <0.1) 21 (<0.1)
Arthritis 1 (<0.1) _ (\0 2 (<0.1) 3 (<0.1)
Spinal stenosis 1 (<0 %9} 2§> 2 (<0.1) 3 (<0.1)
Back pain 0 62 A 1 (<0.1) 1 (<0.1)
Flank pain %(OQ QQQ 1 (<0.1) 1 (<0.1)
Fracture nonunion ﬁ5 ,Cﬁﬁ 1 (<0.1) 1 (<0.1)
Intervertebral disc degeneration Qﬂcéb' X 1 (<0.1) 1 (<0.1)
Musculoskeletal chest pain Cﬁ\ (<0.1) 1 (<0.1) 2 (<0.1)
Neck pain \f; 0 1 (<0.1) 1 (<0.1)
Osteoarthritis ° 2 (<0.1) 1 (<0.1) 3 (<0.1)
Rheumatoid arthritis ‘SCS§ 0 1 (<0.1) 1 (<0.1)
Cervical spinal stenosis {%ﬁi 1 (<0.1) 0 1 (<0.1)
Intervertebral disc protrusion (C&> 1 (<0.1) 0 1 (<0.1)
Polymyalgia rheumatica (\\\ 1 (<0.1) 0 1 (<0.1)
Rhabdomyolysis O("O 1 (<0.1) 0 1 (<0.1)
Renal and urinary disorders 6\)QQ 4 (<0.1) 4 (<0.1) 8 (<0.1)
Nephrolithiasis ‘5) 0 3 (<0.1) 3 (<0.1)
Acute kidney injury _oO 3 (<0.1) 1 (<0.1) 4 (<0.1)
Chronic kidney di%§a§ 1 (<0.1) 0 1 (<0.1)
e
o
co
(\\,
(2
o
A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011303.sas 01DEC2020 04:44

265



<

ModernaTX, Inc.
mRNA-1273-P301

Table 14.3.1.13.3

Subject Incidence of Serious TEAE by System Organ Class and Preferred Term in Overall Stage

EUA (Data Extraction Date:

Page 10 of 12
25N0V2020)

Safety Set . <\6
y X0
«\6
Placebo mRNA-1273 Jotal

System Organ Class (N=15166) (N=15185) O§N=30351)

Preferred Term n (%) n (%) ) r\(\6 n (%)
N

Pregnancy, puerperium and perinatal conditions 1 (<0.1) 0 *\,6 1 (<0.1)

Abortion spontaneous 1 (<0.1) 0 \x () 1 (<0.1)
\\

Reproductive system and breast disorders 0 (\@ <0.1) 4 (<0.1)
Benign prostatic hyperplasia 0 (\6 2 (<0.1) 2 (<0.1)
Ovarian cyst 0 oo x\O 1 (<0.1) 1 (<0.1)
Uterine haemorrhage 0 Qa‘ Q\'\C 1 (<0.1) 1 (<0.1)

<O

General disorders and administration site 6% (g\l?Q 7 (<0.1) 13 (<0.1)

conditions ) 6\,\

Chest pain 0(\c1° (<0.1) 2 (<0.1) 3 (<0.1)
Swelling face 1 (<0.1) 2 (<0.1) 3 (<0.1)
Hernia 0 1 (<0.1) 1 (<0.1)
Non-cardiac chest pain ‘\(\q 1 (<0.1) 1 (<0.1) 2 (<0.1)
Oedema peripheral {VSZ 0 1 (<0.1) 1 (<0.1)
Feeling hot <¢@> 1 (<0.1) 0 1 (<0.1)
Incarcerated hernia (\\\ 1 (<0.1) 0 1 (<0.1)
Precancerous condition ‘6 1 (<0.1) 0 1 (<0.1)
Systemic inflammatory response sg@érome 1 (<0.1) 0 1 (<0.1)

N o\

Investigations o) 0 1 (<0.1) 1 (<0.1)
Transaminases increasgéd 0 1 (<0.1) 1 (<0.1)

Injury, poisonin%\@@ procedural complications 20  (0.1) 16 (0.1) 36 (0.1)
Cervical verggbral fracture 0 2 (<0.1) 2 (<0.1)

)
(QL
2
cwc>>

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011303.sas 01DEC2020 04:44

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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ModernaTX, Inc. Page 11 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25NOV2020)
ok
Table 14.3.1.13.3 exe»
Subject Incidence of Serious TEAE by System Organ Class and Preferred Term in Overall Stage QKX\
Safety Set ‘ <§j§
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Injury, poisoning and procedural complications #355
(Cont.) \‘e
Fall 3 (<0.1) é@@.l) 5 (<0.1)
Road traffic accident 1 (<0.1) QO (<0.1) 3 (<0.1)
Subdural haematoma 0 . (\15 2 (<0.1) 2 (<0.1)
Animal bite 0 oo 6\,\0 1 (<0.1) 1 (<0.1)
Back injury 0 Q’a' \% 1 (<0.1) 1 (<0.1)
Concussion §(0 6QQ 1 (<0.1) 1 (<0.1)
Craniocerebral injury 6‘6 O 1 (<0.1) 1 (<0.1)
Facial bones fracture eﬁa . & 1 (<0.1) 1 (<0.1)
Femoral neck fracture o 1 (<0.1) 1 (<0.1)
Femur fracture Qﬁx\ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Head injury ‘ Q’O 0 1 (<0.1) 1 (<0.1)
Hip fracture e\'\(\ 2 (<0.1) 1 (<0.1) 3 (<0.1)
Humerus fracture <%~ 0 1 (<0.1) 1 (<0.1)
Incision site pain «\6 0 1 (<0.1) 1 (<0.1)
Overdose ,O(\\\ 0 1 (<0.1) 1 (<0.1)
Skin laceration (‘(' 1 (<0.1) 1 (<0.1) 2 (<0.1)
Tendon rupture <§3 0 1 (<0.1) 1 (<0.1)
Traumatic liver injury 6\>Q 0 1 (<0.1) 1 (<0.1)
Wrist fracture xO 0 1 (<0.1) 1 (<0.1)
Ankle fracture 666 3 (<0.1) 0 3 (<0.1)
Cartilage injury e\) 1 (<0.1) 0 1 (<0.1)
Foot fracture 1 (<0.1) 0 1 (<0.1)
Gun shot wgg 1 (<0.1) 0 1 (<0.1)
co
(\\,
«©
o

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011303.sas 01DEC2020 04:44
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ModernaTX, Inc. Page 12 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
ok
Table 14.3.1.13.3 exe'
Subject Incidence of Serious TEAE by System Organ Class and Preferred Term in Overall Stage QKX\
Safety Set ‘ <§j§
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Injury, poisoning and procedural complications #355
(Cont.) \‘e
Immunisation anxiety related reaction 1 (<0.1) égffs 1 (<0.1)
Joint injury 1 (<0.1) QO 1 (<0.1)
Ligament rupture 1 (<0.1) . (\15 0 1 (<0.1)
Post procedural haematoma 1 (<0.15\V) 25§3 0 1 (<0.1)
Post procedural haemorrhage 1 ésg}l) Q6; 0 1 (<0.1)
Procedural haemorrhage \¢ . Qﬁp 0 1 (<0.1)
Rib fracture 2 4@(&? 0 1 (<0.1)
Thoracic vertebral fracture eﬁa \égﬂko.l) 0 1 (<0.1)
Surgical and medical procedures ngé) 4 (<0.1) 3 (<0.1) 7 (<0.1)
Ankle arthroplasty 0 1 (<0.1) 1 (<0.1)
Knee arthroplasty »{_\(\q 0 1 (<0.1) 1 (<0.1)
Thyroidectomy (\(3 0 1 (<0.1) 1 (<0.1)
Foot operation «\3 1 (<0.1) 0 1 (<0.1)
Hip arthroplasty (\\\ 1 (<0.1) 0 1 (<0.1)
Jaw operation ("O 1 (<0.1) 0 1 (<0.1)
Spinal fusion surgery Qﬁfb 1 (<0.1) 0 1 (<0.1)
Social circumstances ‘S)€}> 1 (<0.1) 0 1 (<0.1)
Sexual abuse €ﬁ§5 1 (<0.1) 0 1 (<0.1)
Product issues \0@\) 1 (<0.1) 0 1 (<0.1)
Lead dislodg%@} t 1 (<0.1) 0 1 (<0.1)
20
C
(\\,
2
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011303.sas 01DEC2020 04:44
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ModernaTX, Inc.

Page 1 of 2

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.14.1
Subject Incidence of Serious Treatment-Related TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injec%?éa
Safety Set \\
Yy \§3
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) ,0K§5 n (%)
N
Number of Subjects Reporting Unsolicited Adverse 4 (<0.1) 6 (<0 lLﬁéa 10 (<0.1)
Events *
0
Number of Unsolicited Adverse Events 8 26Q§ 16
Nervous system disorders 1 (<0. %9} <§f3 1 (<0.1) 2 (<0.1)
Autonomic nervous system imbalance D 15 1 (<0.1) 1 (<0.1)
Paraesthesia &SQQ% lé&ﬁ? 0 1 (<0.1)
Respiratory, thoracic and mediastinal disorders ((65 leﬂﬁ% 1 (<0.1) 2 (<0.1)
Dyspnoea 2 (\ 1 (<0.1) 1 (<0.1)
Pulmonary embolism Qﬁxé) 1 (<0.1) 0 1 (<0.1)
°
Gastrointestinal disorders ‘ché 0 1 (<0.1) 1 (<0.1)
Nausea \(\e 0 1 (<0.1) 1 (<0.1)
Vomiting (Q£§ 0 1 (<0.1) 1 (<0.1)
Musculoskeletal and connective tissue‘ggggtders 1 (<0.1) 1 (<0.1) 2 (<0.1)
Rheumatoid arthritis O 0 1 (<0.1) 1 (<0.1)
Polymyalgia rheumatica ES“SQ 1 (<0.1) 0 1 (<0.1)
General disorders and admepgstratlon site 1 (<0.1) 3 (<0.1) 4 (<0.1)
conditions \ya
Swelling face (7 1 (<0.1) 2 (<0.1) 3 (<0.1)
Oedema pemph@(a\? 0 1 (<0.1) 1 (<0.1)

A

<®°&

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011401.sas 01DEC2020 04:44

® treatment- emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or an
\ Yy p p Yy Yy
event already present that worsens in intensity or frequency after exposure.
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ModernaTX, Inc.
mRNA-1273-P301

Page 2 of 2
EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.14.1 6@0
Subject Incidence of Serious Treatment-Related TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injec%ﬁé\r\i
Safety Set ‘ ’<'\O(\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) 0§N=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
General disorders and administration site *\'6
conditions (Cont.) \\ ()
Feeling hot 1 (<0.1) &30 1 (<0.1)
Injury, poisoning and procedural complications 2 (<0.1) (\600 2 (<0.1)
Immunisation anxiety related reaction 1 (<O.]¢\) \"\O 0 1 (<0.1)
Procedural haemorrhage 1 (8&1 \\(:O 0 1 (<0.1)
OOF _°
X0
6
‘\(\
eC
@3&
o
oo
o
3%
N
\06
oL
o
co
(\\,
S
N
N2

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011401.sas 01DEC2020 04:44

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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ModernaTX, Inc.

Page 1 of 2

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
&
Table 14.3.1.14.3 6(6
Subject Incidence of Serious Treatment-Related TEAE by System Organ Class and Preferred Term in Overall Stage KX\
Safety Set At
y X0
«\6
Placebo mRNA-1273 Jotal

System Organ Class (N=15166) (N=15185) (ﬁN=30351)

Preferred Term n (%) n (%) ,0K§5 n (%)

N
Number of Subjects Reporting Unsolicited Adverse 5 (<0.1) 7 (<0 lLﬁéa 12 (<0.1)
Events *
0

Number of Unsolicited Adverse Events 14 26Q§ 23
Neoplasms benign, malignant and unspecified (incl 0 €>> x}ﬁﬁ\ 1 (<0.1) 1 (<0.1)
cysts and polyps) . Q«L

B-cell small lymphocytic lymphoma 86C§9 Qﬁ? 1 (<0.1) 1 (<0.1)

°

Metabolism and nutrition disorders <(6>‘ legg%.l) 0 1 (<0.1)

Hypomagnesaemia 2 CﬁN@ (<0.1) 0 1 (<0.1)
O\

Nervous system disorders fﬁyL 1 (<0.1) 1 (<0.1) 2 (<0.1)
Autonomic nervous system imbalance ‘ché 0 1 (<0.1) 1 (<0.1)
Paraesthesia {Vji 1 (<0.1) 0 1 (<0.1)

°

Cardiac disorders * Ca 1 (<0.1) 0 1 (<0.1)
Acute myocardial infarction 0 1 (<0.1) 0 1 (<0.1)
Atrial fibrillation <§5€£ 1 (<0.1) 0 1 (<0.1)

Respiratory, thoracic and meé}%é%%nal disorders 2 (<0.1) 1 (<0.1) 3 (<0.1)
Dyspnoea X 0 1 (<0.1) 1 (<0.1)
Organising pneumoniay;a 1 (<0.1) 0 1 (<0.1)
Pulmonary emboli 1 (<0.1) 0 1 (<0.1)
Respiratory £ re 1 (<0.1) 0 1 (<0.1)

o0
co
(\\,
(2
N
2qC

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011403.sas 01DEC2020 04:44

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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ModernaTX, Inc.

Page 2 of 2

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
&
Table 14.3.1.14.3 6(6
Subject Incidence of Serious Treatment-Related TEAE by System Organ Class and Preferred Term in Overall Stage KX\
Safety Set PAQ
Yy ) K.\O
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) ,0K§5 n (%)
\\J
Gastrointestinal disorders 0 1 (<O.1Lﬁ$€x\ 1 (<0.1)
Nausea 0 1 KQXﬁ 1 (<0.1)
Vomiting 0 &«&&\9.1) 1 (<0.1)
Musculoskeletal and connective tissue disorders 1 (<0.1) (\iﬁsl (<0.1) 2 (<0.1)
Rheumatoid arthritis 0 O 6»{)0 1 (<0.1) 1 (<0.1)
Polymyalgia rheumatica 1 (ig}f? Q&) 0 1 (<0.1)
<O Qﬁ?
Renal and urinary disorders €>ﬁ9? ggg}f? 0 1 (<0.1)
Acute kidney injury X(X0.1) 0 1 (<0.1)
eﬁa <Q%a
General disorders and administration site ‘Xé) 1 (<0.1) 3 (<0.1) 4 (<0.1)
conditions \®
Swelling face K'\(\(5 1 (<0.1) 2 (<0.1) 3 (<0.1)
Oedema peripheral (\(\6 0 1 (<0.1) 1 (<0.1)
Feeling hot «\’b 1 (<0.1) 0 1 (<0.1)
Injury, poisoning and procedural comp%?@gkions 2 (<0.1) 0 2 (<0.1)
Immunisation anxiety related reas@ﬁon 1 (<0.1) 0 1 (<0.1)
Procedural haemorrhage €>yQ 1 (<0.1) 0 1 (<0.1)
3%
N
\06
oL
o
co
(\\,
(2
N
N2

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011403.sas 01DEC2020 04:44

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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Page 1 of 6

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.15.1 QS
Subject Incidence of Unsolicited TEAE Leading to Discontinuation from Study Vaccine by System Organ Class and Preferred %?éa
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) ‘nxf5 n (%)
N
Number of Subjects Reporting Unsolicited Adverse 93 (0.6) 59 (0 4Lﬁ$3 152 (0.5)
Events *
28
Number of Unsolicited Adverse Events 108 266§ 174
Infections and infestations 52 (0.3 D 20 (0.1) 72 (0.2)
COVID-19 15 (5o %2 13 (<0.1) 58 (0.2)
Asymptomatic COVID-19 <O 2539 2 (<0.1) 2 (<0.1)
Hepatitis A ﬁi ‘Cﬁ\ 1 (<0.1) 1 (<0.1)
Herpes simplex €§<65’ 02§> 1 (<0.1) 1 (<0.1)
Herpes zoster CKQ@ 1 (<0.1) 1 (<0.1)
Pneumonia <§§\ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Viral infection ° 0 1 (<0.1) 1 (<0.1)
Diverticulitis ‘3055 1 (<0.1) 0 1 (<0.1)
Osteomyelitis <V53 1 (<0.1) 0 1 (<0.1)
Pyelonephritis acute <¢@> 1 (<0.1) 0 1 (<0.1)
Upper respiratory tract infection <Q4 1 (<0.1) 0 1 (<0.1)
Urinary tract infection 1 (<0.1) 0 1 (<0.1)
Varicella zoster virus infectio Cﬁ 1 (<0.1) 0 1 (<0.1)
Neoplasms benign, malignantxgpgxﬁnspecified (incl 2 (<0.1) 2 (<0.1) 4 (<0.1)
cysts and polyps) e
Gastric cancer O 0 1 (<0.1) 1 (<0.1)
Lung cancer me aﬁﬁ%tic 0 1 (<0.1) 1 (<0.1)
Colon cancer ti;age I1T 1 (<0.1) 0 1 (<0.1)
&
(\\,

S
oc>9$\

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011501.sas 01DEC2020 04:44

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.

eo&
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ModernaTX, Inc.

Page 2 of 6

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.15.1 QX
Subject Incidence of Unsolicited TEAE Leading to Discontinuation from Study Vaccine by System Organ Class and Preferred %?éa
Safety Set ‘ <§j§
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) ‘nxf5 n (%)
N
Neoplasms benign, malignant and unspecified (incl ﬁsfi
cysts and polyps) (Cont.) \‘ e
Prostate cancer 1 (<0.1) &60 1 (<0.1)
Blood and lymphatic system disorders 0 (\iﬁsl (<0.1) 1 (<0.1)
Lymphadenopathy 0 oo C’(§3 1 (<0.1) 1 (<0.1)
Metabolism and nutrition disorders (Qﬁé?L¢§&§ 0 1 (<0.1)
Dehydration ‘6 (%9(.\1 0 1 (<0.1)
N
Psychiatric disorders 2 <Qb (<0.1) 1 (<0.1) 7 (<0.1)
Schizoaffective disorder <§x63 0 1 (<0.1) 1 (<0.1)
Anxiety o) 2 (<0.1) 0 2 (<0.1)
Confusional state ‘XCS; 1 (<0.1) 0 1 (<0.1)
Depression <Vji 2 (<0.1) 0 2 (<0.1)
Depression suicidal (C&> 1 (<0.1) 0 1 (<0.1)
Nervous system disorders K'26Q4 5 (<0.1) 5 (<0.1) 10 (<0.1)
Cervical radiculopathy of 0 1 (<0.1) 1 (<0.1)
Headache ng@ 2 (<0.1) 1 (<0.1) 3 (<0.1)
Idiopathic intracranial h{ee%tension 0 1 (<0.1) 1 (<0.1)
Neuropathy peripheral () 0 1 (<0.1) 1 (<0.1)
Seizure Qﬁfa 0 1 (<0.1) 1 (<0.1)
Ageusia Kfa 1 (<0.1) 0 1 (<0.1)
Ischaemic st%gfe 1 (<0.1) 0 1 (<0.1)
)
<QL
2
o

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011501.sas 01DEC2020 04:44

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any

eo&
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ModernaTX, Inc. Page 3 of 6
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.15.1 QX
Subject Incidence of Unsolicited TEAE Leading to Discontinuation from Study Vaccine by System Organ Class and Preferred %?éa
Safety Set ‘ <§j§
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) ‘nxf5 n (%)
N
Nervous system disorders (Cont.) ﬁsfi
Migraine 1 (<0.1) 0 \\6 1 (<0.1)
Speech disorder 1 (<0.1) &60 1 (<0.1)
Eye disorders 2 (<0.1) 2><\O 2 (<0.1)
Eye swelling 1 (<0.J¢\) ’6“' 0 1 (<0.1)
Retinal detachment 1 ( 1 Q&) 0 1 (<0.1)
. . @0 g}Q
Ear and labyrinth disorders 2555 é' ) 0 1 (<0.1)
Vertigo 1 0 1 (<0.1
9 e((\ <.\£;<> ) ( )
Cardiac disorders Qﬁxé) 5 (<0.1) 3 (<0.1) 8 (<0.1)
Cardiac failure congestive o) 1 (<0.1) 1 (<0.1) 2 (<0.1)
Coronary artery disease ‘SCS; 0 1 (<0.1) 1 (<0.1)
Myocardial infarction (\(\6 0 1 (<0.1) 1 (<0.1)
Acute myocardial infarction (C&> 1 (<0.1) 0 1 (<0.1)
Arrhythmia (Q* 1 (<0.1) 0 1 (<0.1)
Atrial fibrillation ‘6 1 (<0.1) 0 1 (<0.1)
Palpitations Qﬂf 1 (<0.1) 0 1 (<0.1)
| o
Vascular disorders ‘53 4 (<0.1) 2 (<0.1) 6 (<0.1)
Hypertension A 3 (<0.1) 1 (<0.1) 4 (<0.1)
Orthostatic hypoten%%% 0 1 (<0.1) 1 (<0.1)
Deep vein thrombesfds 1 (<0.1) 0 1 (<0.1)
(\O
‘(;a“
e
o
A0

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011501.sas 01DEC2020 04:44

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any

eo&
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ModernaTX, Inc. Page 4 of 6

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
ok
Table 14.3.1.15.1 6(6
Subject Incidence of Unsolicited TEAE Leading to Discontinuation from Study Vaccine by System Organ Class and Preferred %?éa
Safety Set ‘ <§j§
«\6
Placebo mRNA-1273 Jotal

System Organ Class (N=15166) (N=15185) (ﬁN=30351)

Preferred Term n (%) n (%) ‘nxf5 n (%)
\\J

Respiratory, thoracic and mediastinal disorders 7 (<0.1) 3 (<0-1L#$2S\ 10 (<0.1)
Cough 0 1 KQXﬁ 1 (<0.1)
Dyspnoea 0 é/&@.l) 1 (<0.1)
Respiratory failure 1 (<0.1) QO (<0.1) 2 (<0.1)
Acute respiratory failure 1 (<0.1) . (\15 0 1 (<0.1)
Chronic obstructive pulmonary disease 1 (<O.k§& 25§3 0 1 (<0.1)
Oropharyngeal pain 1 (@3%61) \% 0 1 (<0.1)
Pleurisy < . QQ 0 1 (<0.1)
Pulmonary embolism 6‘6 ( i? 0 1 (<0.1)
Throat tightness eﬁa \égﬂko.l) 0 1 (<0.1)

Gastrointestinal disorders Qﬁxé) 1 (<0.1) 3 (<0.1) 4 (<0.1)
Abdominal pain upper 0 1 (<0.1) 1 (<0.1)
Pancreatitis acute ‘SCS§ 0 1 (<0.1) 1 (<0.1)
Swollen tongue & 0 1 (<0.1) 1 (<0.1)
Retching «\3 1 (<0.1) 0 1 (<0.1)

Skin and subcutaneous tissue disorde?efﬁs 4 (<0.1) 8 (<0.1) 12 (<0.1)
Urticaria QO 2 (<0.1) 4 (<0.1) 6 (<0.1)
Psoriasis 6\>Q 0 1 (<0.1) 1 (<0.1)
Rash ‘0 0 1 (<0.1) 1 (<0.1)
Rash macular e 0 1 (<0.1) 1 (<0.1)
Rash pruritic \§5 1 (<0.1) 1 (<0.1) 2 (<0.1)
Angioedema ‘\06 1 (<0.1) 0 1 (<0.1)

\\)
)
(\\,
(2
o
A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011501.sas 01DEC2020 04:44
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ModernaTX, Inc. Page 5 of 6

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.15.1 660
Subject Incidence of Unsolicited TEAE Leading to Discontinuation from Study Vaccine by System Organ Class and Preferred %?éa
Safety Set X§j3
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) n&ﬁa n (%)
o
Musculoskeletal and connective tissue disorders 3 (<0.1) 3 <O lﬂﬁéa 6 (<0.1)
Arthralgia 1 (<0.1) 1 Qxﬁ 2 (<0.1)
Arthritis 0 é PO 1 (<0.1)
Rheumatoid arthritis 0 (<0.1) 1 (<0.1)
Polymyalgia rheumatica 1 (<0.1) . (\ O 1 (<0.1)
Synovitis 1 (<061é’\) ‘C’O‘\O 0 1 (<0.1)
: \
Pregnancy, puerperium and perinatal conditions gﬁCﬁQ €;Q§> 1 (<0.1) 1 (<0.1)
Morning sickness ?>55 x}?ﬁs 1 (<0.1) 1 (<0.1)
Reproductive system and breast disorders eﬁacx¥5a 1 (<0.1) 1 (<0.1)
Breast mass Qﬁx\ 0 1 (<0.1) 1 (<0.1)
°
General disorders and administration site ‘SCS; 5 (<0.1) 5 (<0.1) 10 (<0.1)
conditions {Vja
Injection site erythema (C&> 0 3 (<0.1) 3 (<0.1)
Fatigue (Q* 2 (<0.1) 1 (<0.1) 3 (<0.1)
Induration "o 0 1 (<0.1) 1 (<0.1)
Injection site swelling of 0 1 (<0.1) 1 (<0.1)
Pain 6\>QQ 0 1 (<0.1) 1 (<0.1)
Chest pain ‘5) 1 (<0.1) 0 1 (<0.1)
Incarcerated hernia €ﬁ> 1 (<0.1) 0 1 (<0.1)
Non-cardiac chest éa‘)% 1 (<0.1) 0 1 (<0.1)
O
O
o
co
(\\,
(2
o
A0

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011501.sas 01DEC2020 04:44
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ModernaTX, Inc. Page 6 of 6

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.15.1 660
Subject Incidence of Unsolicited TEAE Leading to Discontinuation from Study Vaccine by System Organ Class and Preferred.%?éa
Safety Set \\
Yy \§3
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) CﬁN=30351)
Preferred Term n (%) n (%) 'nxﬁa n (%)
N
Investigations 2 (<0.1) 1 (<O.1Lp$3 3 (<0.1)
Hepatic enzyme increased 0 1 (<Q{f3 1 (<0.1)
Blood pressure diastolic increased 1 (<0.1) é$f§§ 1 (<0.1)
Blood pressure increased 1 (<0.1) 26\ 1 (<0.1)
Injury, poisoning and procedural complications 3 (<O.%»} 2&§y§ 4 (<0.1) 7 (<0.1)
Head injury 0 D \\C 1 (<0.1) 1 (<0.1)
Hip fracture \1}(&%.%@? 1 (<0.1) 2 (<0.1)
Overdose () 1 (<0.1) 1 (<0.1)
Road traffic accident é?ﬁ) 1 (<0.1) 1 (<0.1)
Procedural anxiety (<0.1) 0 1 (<0.1)
Ulnar nerve injury \f&x 1 (<0.1) 0 1 (<0.1)
Product issues @(\g 0 1 (<0.1) 1 (<0.1)
Device dislocation Vfa 0 1 (<0.1) 1 (<0.1)
<
o
oo
o
3%
N
\06
oL
o
co
(\\,
(2
N
2qC

ébkftreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011501.sas 01DEC2020 04:44
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ModernaTX, Inc. Page 1 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.17.1 6(60
Subject Incidence of Unsolicited Severe TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injec%?é&
Safety Set ‘ <§j§
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Number of Subjects Reporting Unsolicited Adverse 202 (1.3) 234 (1.5Lﬁ$3 436 (1.4)
Events *
0
Number of Unsolicited Adverse Events 242 fgﬂﬁ 533
Infections and infestations 25 (0.2 K}ﬁﬁ\ 16 (0.1) 41  (0.1)
Pneumonia 1 (%Oal \‘\C,6 2 (<0.1) 3 (<0.1)
Sinusitis &O QQQ 2 (<0.1) 2 (<0.1)
Abscess ﬁi .0 1 (<0.1) 1 (<0.1)
Appendicitis i 36’@8.1) 1 (<0.1) 4 (<0.1)
Clostridium difficile infection 2 O(\% 1 (<0.1) 1 (<0.1)
Conjunctivitis \5&‘(\ 0 1 (<0.1) 1 (<0.1)
Ear infection 0 1 (<0.1) 1 (<0.1)
Fungal infection ‘XCSB 1 (<0.1) 1 (<0.1) 2 (<0.1)
Hepatitis A (\(\?x 0 1 (<0.1) 1 (<0.1)
Pharyngitis streptococcal <<65 2 (<0.1) 1 (<0.1) 3 (<0.1)
Proctitis chlamydial (\\\ 0 1 (<0.1) 1 (<0.1)
Tooth infection ("O 0 1 (<0.1) 1 (<0.1)
Toxic shock syndrome Qﬁ) 0 1 (<0.1) 1 (<0.1)
Urinary tract infection 6\>Q 3 (<0.1) 1 (<0.1) 4 (<0.1)
Bacterial vaginosis ‘5) 1 (<0.1) 0 1 (<0.1)
Bronchitis e 2 (<0.1) 0 2 (<0.1)
COVID-19 oo 3 (<0.1) 0 3 (<0.1)
Cellulitis \Oe 1 (<0.1) 0 1 (<0.1)
Diverticulitd )% 3 (<0.1) 0 3 (<0.1)
20
C
(\\,
«©
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011701.sas 01DEC2020 04:44
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ModernaTX, Inc.

Page 2 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.17.1 6(60
Subject Incidence of Unsolicited Severe TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injec%?@%
Safety Set -(§§
A
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Infections and infestations (Cont.) ﬁsfb
Genital herpes 1 (<0.1) 0 * () 1 (<0.1)
Gingivitis 1 (<0.1) %60 1 (<0.1)
Osteomyelitis 1 (<0.1) QO 1 (<0.1)
Tooth abscess 1 (<0.1) . (\15 0 1 (<0.1)
Upper respiratory tract infection 1 (<O.k§& 25§3 0 1 (<0.1)
Viral infection 1 (¢901) O 0 1 (<0.1)
<O Qﬁ?
Neoplasms benign, malignant and unspecified (incl ﬁ?? (ig}f? 10 (<0.1) 17 (<0.1)
cysts and polyps) €§<65 P\S
Prostate cancer C§<% (<0.1) 2 (<0.1) 3 (<0.1)
Basal cell carcinoma \f; 1 (<0.1) 1 (<0.1) 2 (<0.1)
Invasive lobular breast carcinoma 0 1 (<0.1) 1 (<0.1)
Lung cancer metastatic ‘SCSé 0 1 (<0.1) 1 (<0.1)
Malignant melanoma in situ {%ﬁi 0 1 (<0.1) 1 (<0.1)
Plasma cell myeloma «\’5 0 1 (<0.1) 1 (<0.1)
Rectal cancer <Q4 0 1 (<0.1) 1 (<0.1)
Renal cancer ("O 0 1 (<0.1) 1 (<0.1)
Thyroid cancer metastatic <§3 0 1 (<0.1) 1 (<0.1)
Breast cancer e}ﬁg 1 (<0.1) 0 1 (<0.1)
Malignant melanoma ‘53 1 (<0.1) 0 1 (<0.1)
Prostate cancer metas éﬁc 1 (<0.1) 0 1 (<0.1)
Squamous cell car%%nb a 1 (<0.1) 0 1 (<0.1)
Thyroid cancer‘\o 1 (<0.1) 0 1 (<0.1)
oe©
co
(\\,
(2

A

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011701.sas 01DEC2020 04:44

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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ModernaTX, Inc. Page 3 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.17.1 (QO&
Subject Incidence of Unsolicited Severe TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecgféa
Safety Set (§3
X\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) n&ﬁa n (%)
o
Blood and lymphatic system disorders 1 (<0.1) 2 <O ],ﬁ355 3 (<0.1)
Anaemia 0 1 Q{fa 1 (<0.1)
Lymphadenopathy 1 (<0.1) é«&ﬂ) 2 (<0.1)
Immune system disorders 2 (<0.1) (\ <\2 (<0.1) 4 (<0.1)
Seasonal allergy 0 \) 25) 1 (<0.1) 1 (<0.1)
Type IV hypersensitivity reaction O V6; 1 (<0.1) 1 (<0.1)
Anaphylactic reaction l?&ﬁ? 0 1 (<0.1)
Drug hypersensitivity 0 1 (<0.1)
Metabolism and nutrition disorders ng\cﬁQg (<0.1) 2 (<0.1) 5 (<0.1)
Decreased appetite Qﬁx\ 0 1 (<0.1) 1 (<0.1)
Diabetes mellitus inadequate control 0 1 (<0.1) 1 (<0.1)
Dehydration ‘XCSB 1 (<0.1) 0 1 (<0.1)
Dyslipidaemia (\(ﬁ 1 (<0.1) 0 1 (<0.1)
Hypokalaemia <(\’6 1 (<0.1) 0 1 (<0.1)
Psychiatric disorders K'26Q4 7 (<0.1) 3 (<0.1) 10 (<0.1)
Depression of 2 (<0.1) 1 (<0.1) 3 (<0.1)
Insomnia 6\>QQ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Schizoaffective disorder ‘53 0 1 (<0.1) 1 (<0.1)
Anxiety e 3 (<0.1) 0 3 (<0.1)
Confusional state \)9 1 (<0.1) 0 1 (<0.1)
Major depressi 1 (<0.1) 0 1 (<0.1)
Psychotic dl%@%ﬁ 1 (<0.1) 0 1 (<0.1)
cﬁ§
(\\,
(2
\><<\

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011701.sas 01DEC2020 04:44

281



<

ModernaTX, Inc.
mRNA-1273-P301

Table 14.3.1.

Subject Incidence of Unsolicited Severe TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injec

17.1

EUA (Data Extraction Date:

Page 4 of 12
25N0V2020)

Safety Set ‘ ’<'\O(\
«\6
Placebo mRNA-1273 Jotal

System Organ Class (N=15166) (N=15185) O§N=30351)

Preferred Term n (%) n (%) ,(\(\6 n (%)
SN

Nervous system disorders 21 (0.1) 30 (0.2)*\,6(\ 51 (0.2)
Headache 12 (<0.1) 20 (Qxﬁ 32 (0.1)
Syncope 1 (<0.1) é/&@.l) 5 (<0.1)
Cerebrovascular accident 0 QO (<0.1) 1 (<0.1)
Dizziness 2 (<0.1) . (\6 1 (<0.1) 3 (<0.1)
Migraine 2 (0.1 6&,\0 1 (<0.1) 3 (<0.1)
Movement disorder 0 Qa‘ \’\ 1 (<0.1) 1 (<0.1)
Post herpetic neuralgia e%(o aQQ 1 (<0.1) 1 (<0.1)
Sciatica A a0 1 (<0.1) 1 (<0.1)
Subarachnoid haemorrhage e G . ‘\0 1 (<0.1) 1 (<0.1)
Aphasia O(\ (<0.1) 0 1 (<0.1)
Presyncope 0’(, 2 (<0.1) 0 2 (<0.1)
Seizure ‘(\Q’O 1 (<0.1) 0 1 (<0.1)

XD

Eye disorders (\(3 1 (<0.1) 2 (<0.1) 3 (<0.1)
Retinal detachment \‘ «\6 1 (<0.1) 1 (<0.1) 2 (<0.1)
Scleritis Q) 0 1 (<0.1) 1 (<0.1)

"O

Ear and labyrinth disorders QO( 3 (<0.1) 1 (<0.1) 4 (<0.1)

Vertigo 6\>Q 3 (<0.1) 1 (<0.1) 4 (<0.1)
O]

Cardiac disorders ed" 13 (<0.1) 13 (<0.1) 26 (<0.1)
Atrial fibrillation\)g 3 (<0.1) 4 (<0.1) 7 (<0.1)
Bradycardia ‘oe 5 (<0.1) 4 (<0.1) 9 (<0.1)
Coronary arte@x’disease 1 (<0.1) 2 (<0.1) 3 (<0.1)

co
<<\e°‘
oc®

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011701.sas 01DEC2020 04:44

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
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ModernaTX, Inc.

Page 5 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.17.1
Subject Incidence of Unsolicited Severe TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecgféa
Safety Set (§3
X\
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
SN
Cardiac disorders (Cont.) #Sffa
Cardiac failure congestive 1 (<0.1) 1 (<Q{f3 2 (<0.1)
Cardiomyopathy 0 é«&ﬂ).n 1 (<0.1)
Myocardial infarction 0 QO (<0.1) 1 (<0.1)
Acute left ventricular failure 1 (<0.1) QO 0 1 (<0.1)
Tachycardia 2 (<o 1@/\) ,&x,\o 0 2 (<0.1)
Ventricular fibrillation 1 Q\\ 0 1 (<0.1)
Vascular disorders %%Oé?Q 30 (0.2) 73 (0.2)
Hypertension é 23 (0.2) 55 (0.2)
Systolic hypertension Cﬁ\ (<0.1) 4 (<0.1) 8 (<0.1)
Aortic aneurysm \f; 1 (<0.1) 1 (<0.1) 2 (<0.1)
Hypertensive urgency ° 1 (<0.1) 1 (<0.1) 2 (<0.1)
Peripheral artery occlusion ‘SCSé 0 1 (<0.1) 1 (<0.1)
Accelerated hypertension {%ﬁi 1 (<0.1) 0 1 (<0.1)
Deep vein thrombosis «\’5 1 (<0.1) 0 1 (<0.1)
Hypertensive emergency (Q{ 1 (<0.1) 0 1 (<0.1)
Hypotension ("O 1 (<0.1) 0 1 (<0.1)
Phlebitis QQO 1 (<0.1) 0 1 (<0.1)
Respiratory, thoracic and mggmggtlnal disorders 11 (<0.1) 11 (<0.1) 22 (<0.1)
Cough e 2 (<0.1) 2 (<0.1) 4 (<0.1)
Dyspnoea \§5 1 (<0.1) 2 (<0.1) 3 (<0.1)
Rhinorrhoea Kfa 0 2 (<0.1) 2 (<0.1)
Asthma (\O" 1 (<0.1) 1 (<0.1) 2 (<0.1)
)
(\\,
(2
\><<\

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version
Program Path:

23.0.
\\wilbtia\wilbtia0l\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011701.sas 01DEC2020 04:44

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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ModernaTX, Inc. Page 6 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.17.1 6(60&
Subject Incidence of Unsolicited Severe TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injec%?@%
Safety Set -(§§
A
«\6
Placebo mRNA-1273 Jotal

System Organ Class (N=15166) (N=15185) (ﬁN=30351)

Preferred Term n (%) n (%) . A0 n (%)
N

Respiratory, thoracic and mediastinal disorders ﬁ355

(Cont.) \x ()
Nasal congestion 0 é«&ﬂ).n 1 (<0.1)
Nasal septum deviation 0 QO (<0.1) 1 (<0.1)
Oropharyngeal pain 3 (<0.1) . (\6 1 (<0.1) 4 (<0.1)
Pleurisy 0 oo ’&"\O 1 (<0.1) 1 (<0.1)
Pulmonary embolism 2 (@g@l) \'\C 1 (<0.1) 3 (<0.1)
Chronic obstructive pulmonary disease ?6 . Qﬁp 0 2 (<0.1)
Emphysema 6‘6 (@(.\i? 0 1 (<0.1)
Respiratory tract congestion Ggf\ . AD¥<0.1) 0 1 (<0.1)
Wheezing 0( (<0.1) 0 1 (<0.1)
&

Gastrointestinal disorders ° 14 (<0.1) 17 (0.1) 31 (0.1)
Nausea ‘XCSé 1 (<0.1) 4 (<0.1) 5 (<0.1)
Colitis {Vﬁa 1 (<0.1) 3 (<0.1) 4 (<0.1)
Diarrhoea (C&> 1 (<0.1) 3 (<0.1) 4 (<0.1)
Abdominal pain (Q{ 2 (<0.1) 2 (<0.1) 4 (<0.1)
Abdominal pain upper (\'6 2 (<0.1) 1 (<0.1) 3 (<0.1)
Diverticulum QO 0 1 (<0.1) 1 (<0.1)
Duodenal ulcer e}ﬁg 0 1 (<0.1) 1 (<0.1)
Enteritis ‘O 0 1 (<0.1) 1 (<0.1)
Large intestine perfqgeﬁﬁon 0 1 (<0.1) 1 (<0.1)
Pancreatitis O 0 1 (<0.1) 1 (<0.1)
Small intestin@&‘ﬁ%struction 1 (<0.1) 1 (<0.1) 2 (<0.1)
Umbilical Q&Q&ia 1 (<0.1) 1 (<0.1) 2 (<0.1)

co
(\\,
2
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011701.sas 01DEC2020 04:44
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ModernaTX, Inc.

Page 7 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.17.1 eﬁ€§3
Subject Incidence of Unsolicited Severe TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injec%?é&
Safety Set ‘ <§j§
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) ‘nxf5 n (%)
N
Gastrointestinal disorders (Cont.) ﬁsfi
Volvulus 0 1 (<Q{£} 1 (<0.1)
Abdominal discomfort 1 (<0.1) égfyB 1 (<0.1)
Femoral hernia 1 (<0.1) QO 1 (<0.1)
Food poisoning 1 (<0.1) . (\15 0 1 (<0.1)
Gastrointestinal haemorrhage 1 (<0.15\V) 25§3 0 1 (<0.1)
Retching 1 (¢901) O 0 1 (<0.1)
< QQQ
Hepatobiliary disorders ﬁﬁ? ,Cﬁﬁ (<0.1) 3 (<0.1)
Cholelithiasis eﬂcé>- \& 2 (<0.1) 2 (<0.1)
Cholecystitis Cﬁ\ 1 (<0.1) 1 (<0.1)
&
Skin and subcutaneous tissue disorders ° 2 (<0.1) 5 (<0.1) 7 (<0.1)
Rash ‘\(\q 1 (<0.1) 2 (<0.1) 3 (<0.1)
Dermatitis & 0 1 (<0.1) 1 (<0.1)
Erythema <¢&> 0 1 (<0.1) 1 (<0.1)
Pruritus (Qq 0 1 (<0.1) 1 (<0.1)
Rash macular <§?> 0 1 (<0.1) 1 (<0.1)
Angioedema Qﬁfa 1 (<0.1) 0 1 (<0.1)
Musculoskeletal and connect{gpeiissue disorders 24  (0.2) 23 (0.2) 47  (0.2)
Myalgia e 2 (<0.1) 10 (<0.1) 12 (<0.1)
Arthralgia oo 2 (<0.1) 8 (<0.1) 10 (<0.1)
Muscle spasms Kfa 0 2 (<0.1) 2 (<0.1)
Neck pain (65£ 0 2 (<0.1) 2 (<0.1)
&
<QL
2
oc®

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011701.sas 01DEC2020 04:44
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ModernaTX, Inc.

Page 8 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
\
Table 14.3.1.17.1 6(60
Subject Incidence of Unsolicited Severe TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injec%?@%
Safety Set -(§§
A
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) ‘nxf5 n (%)
N
Musculoskeletal and connective tissue disorders ﬁ355
(Cont.) ()
Spinal stenosis 1 (<0.1) é«&ﬂ).l) 3 (<0.1)
Back pain 7 (<0.1) QO (<0.1) 8 (<0.1)
Pain in extremity 0 . (\6 1 (<0.1) 1 (<0.1)
Temporomandibular joint syndrome 0 €>> 25§3 1 (<0.1) 1 (<0.1)
Tendonitis 2 (@3%61) \% 1 (<0.1) 3 (<0.1)
Arthritis (<0. QQ 0 1 (<0.1)
Cervical spinal stenosis €>f3 (?905? 0 1 (<0.1)
Costochondritis Ggf\ . 2&&0.1) 0 1 (<0.1)
Foot deformity (o) (<0.1) 0 1 (<0.1)
Joint swelling 0&\0 1 (<0.1) 0 1 (<0.1)
Musculoskeletal chest pain ) (5?5 2 (<0.1) 0 2 (<0.1)
Osteocarthritis e’ﬂ'\(\ 1 (<0.1) 0 1 (<0.1)
Polymyalgia rheumatica & 1 (<0.1) 0 1 (<0.1)
Rotator cuff syndrome \‘<C&> 1 (<0.1) 0 1 (<0.1)
Renal and urinary disorders €£?§3 3 (<0.1) 2 (<0.1) 5 (<0.1)
Nephrolithiasis QO 2 (<0.1) 2 (<0.1) 4 (<0.1)
Acute kidney injury 6\>Q 1 (<0.1) 0 1 (<0.1)
Renal colic ‘S) 1 (<0.1) 0 1 (<0.1)
O
Reproductive system an&abreast disorders 1 (<0.1) 3 (<0.1) 4 (<0.1)
Benign prostat%f‘ﬁ?perplasia 0 1 (<0.1) 1 (<0.1)
Breast mass (\O 0 1 (<0.1) 1 (<0.1)
co
(\\,
2
o

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011701.sas 01DEC2020 04:44

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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ModernaTX, Inc. Page 9 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.17.1 6(60&
Subject Incidence of Unsolicited Severe TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injec%?@%
Safety Set -(§§
A
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Reproductive system and breast disorders (Cont.) ﬁsfb
Uterine haemorrhage 0 1 (<Q{f3 1 (<0.1)
Dysmenorrhoea 1 (<0.1) &60 1 (<0.1)
General disorders and administration site 13 (<0.1) (\i§%9 (0.3) 62 (0.2)
conditions ) 2&§3
Fatigue 6 (83& \% 12 (<0.1) 18 (<0.1)
Injection site erythema (0 €§SQ 11 (<0.1) 11 (<0.1)
Injection site swelling ﬁ5 ,Cﬁ\ 4 (<0.1) 4 (<0.1)
Injection site macule ((\"> ’%3’0 3 (<0.1) 3 (<0.1)
Injection site pain 2 cﬁ\ (<0.1) 3 (<0.1) 4 (<0.1)
Chills 0&‘0 0 2 (<0.1) 2 (<0.1)
Injection site lymphadenopathy ° 0 2 (<0.1) 2 (<0.1)
Pain »{_\(\g 2 (<0.1) 2 (<0.1) 4 (<0.1)
Pyrexia (\(3 0 2 (<0.1) 2 (<0.1)
Adverse drug reaction (C&> 0 1 (<0.1) 1 (<0.1)
Chest discomfort o 0 1 (<0.1) 1 (<0.1)
Chest pain <£?> 1 (<0.1) 1 (<0.1) 2 (<0.1)
Hernia QO 0 1 (<0.1) 1 (<0.1)
Injection site hypoaesthesi \99 0 1 (<0.1) 1 (<0.1)
Injection site induratig;xf) 0 1 (<0.1) 1 (<0.1)
Injection site rash eﬁb 0 1 (<0.1) 1 (<0.1)
Malaise 0 1 (<0.1) 1 (<0.1)
Non-cardiac ch ‘O%ain 1 (<0.1) 1 (<0.1) 2 (<0.1)
Oedema peri&{n&al 0 1 (<0.1) 1 (<0.1)
co
(\\,
2
o

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011701.sas 01DEC2020 04:44
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ModernaTX, Inc.

Page 10 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.17.1 eﬁeﬁﬁ
Subject Incidence of Unsolicited Severe TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injec%?@%
Safety Set -(§§
P\
«\6
Placebo mRNA-1273 Jotal

System Organ Class (N=15166) (N=15185) (ﬁN=30351)

Preferred Term n (%) n (%) ‘nxf5 n (%)

N
General disorders and administration site ﬁsfb

conditions (Cont.) ,* ()

Swelling face 0 é«&ﬂ).l) 1 (<0.1)
Asthenia 1 (<0.1) 1 (<0.1)
Gait disturbance 1 (<0.1) . (\15 0 1 (<0.1)
Incarcerated hernia 1 (<%§%») ‘C2§§3 0 1 (<0.1)

: \

Investigations 1 (Qﬁ%.l¢§&§ 23 (0.2) 36 (0.1)
Blood pressure increased ﬁa (i%@& 11 (<0.1) 17 (<0.1)
Blood pressure systolic increased €§f65 ’%Fﬂk .1) 7 (<0.1) 14 (<0.1)
Blood pressure diastolic increased Cﬁ\ 3 (<0.1) 3 (<0.1)
Hepatic enzyme increased \95} 0 2 (<0.1) 2 (<0.1)
Blood pressure systolic decreased ‘(63?5 0 1 (<0.1) 1 (<0.1)

Injury, poisoning and procedural complications{%ﬁ§> 16 (0.1) 19 (0.1) 35 (0.1)
Foot fracture <¢&> 0 3 (<0.1) 3 (<0.1)
Skin laceration (Qq 0 3 (<0.1) 3 (<0.1)
Limb injury <§?> 0 2 (<0.1) 2 (<0.1)
Ankle fracture Q;) 0 1 (<0.1) 1 (<0.1)
Burns second degree €>yQ 0 1 (<0.1) 1 (<0.1)
Cervical vertebral fractw{g 0 1 (<0.1) 1 (<0.1)
Facial bones fracture ) 0 1 (<0.1) 1 (<0.1)
Fall 10) 0 1 (<0.1) 1 (<0.1)
Femoral neck f&s&f%re 0 1 (<0.1) 1 (<0.1)
Fibula fract 0 1 (<0.1) 1 (<0.1)

co
(\\,
2
oc®

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011701.sas 01DEC2020 04:44

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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ModernaTX, Inc. Page 11 of 12

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
\
Table 14.3.1.17.1 6(60
Subject Incidence of Unsolicited Severe TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injec%?é&
Safety Set ‘ <§j§
«\6
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) (ﬁN=30351)
Preferred Term n (%) n (%) . A0 n (%)
N
Injury, poisoning and procedural complications #355
(Cont.) \‘e
Head injury 0 é«&@.l) 1 (<0.1)
Hip fracture 2 (<0.1) QO (<0.1) 3 (<0.1)
Injury 0 091 (<0.1) 1 (<0.1)
Ligament injury 0 oo 6&,\0 1 (<0.1) 1 (<0.1)
Ligament sprain 1 (@3%61) \% 1 (<0.1) 2 (<0.1)
Road traffic accident < .lé&%p 1 (<0.1) 2 (<0.1)
Stab wound 6‘6 O 1 (<0.1) 1 (<0.1)
Subdural haematoma o ,%3’0 1 (<0.1) 1 (<0.1)
Tendon injury o 1 (<0.1) 1 (<0.1)
Tibia fracture O 1 <0.) 1 (<0.1) 2 (<0.1)
Wrist fracture ‘ Q’O 0 1 (<0.1) 1 (<0.1)
Cartilage injury é"\(\ 1 (<0.1) 0 1 (<0.1)
Foreign body (\(~ 1 (<0.1) 0 1 (<0.1)
Joint injury «\6 1 (<0.1) 0 1 (<0.1)
Lumbar vertebral fracture ,O(\\\ 1 (<0.1) 0 1 (<0.1)
Muscle rupture (Q 1 (<0.1) 0 1 (<0.1)
Muscle strain QO 2 (<0.1) 0 2 (<0.1)
Post procedural haematoma e}ﬁg 1 (<0.1) 0 1 (<0.1)
Post procedural haemorr%sq@ 1 (<0.1) 0 1 (<0.1)
Procedural haemorrhage@, 1 (<0.1) 0 1 (<0.1)
Procedural pain e 2 (<0.1) 0 2 (<0.1)
oL
o
co
(\\,
S
o
A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011701.sas 01DEC2020 04:44
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ModernaTX, Inc.
mRNA-1273-P301

Page 12 of 12

EUA (Data Extraction Date: 25N0OV2020)
<
Table 14.3.1.17.1 6@0
Subject Incidence of Unsolicited Severe TEAE by System Organ Class and Preferred Term up to 28 Days After Any Injecgﬁé{}
Safety Set -O(\
A
«\3
Placebo mRNA-1273 Jotal
System Organ Class (N=15166) (N=15185) 0§N=30351)
Preferred Term n (%) n (%) ,,.\(\6 n (%)
N
Surgical and medical procedures 2 (<0.1) 0 *\,e 2 (<0.1)
Carpal tunnel decompression 1 (<0.1) 0 \\ () 1 (<0.1)
Endodontic procedure 1 (<0.1) &30 1 (<0.1)
N
S  °
o Q\\C
NN\
o)
&
°
a0
\NEC
o\
q «
0
<
QO
oW
3%
N
\06
oL
o
co
(\\,
(2
o
N2

\d\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011701.sas 01DEC2020 04:44
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ModernaTX, Inc.

Page 1 of 38

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.19.1
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .cf\ (N=30351)
Preferred Term n (%) n (%) (\6\ n (%)
Number of Subjects Reporting Unsolicited Adverse 1465 (9.7) 1372 (Qxéf# 2837 (9.3)
Events 66
Number of Unsolicited Adverse Events 2157 (\ZZ 1 4278
Infections and infestations 525 §§5§? \(j> 413 (2.7) 938 (3.1)
Urinary tract infection O %ﬁg 62 (0.4) 147 (0.5)
Sinusitis 40 (0.3) 66 (0.2)
Upper respiratory tract infection <(65 41€§§SCQ 29  (0.2) 70 (0.2)
COVID-19 an (0.7) 19 (0.1) 124 (0.4)
Tooth abscess <§§\ (0.1) 16 (0.1) 34 (0.1)
Tooth infection 1O (<0.1) 16  (0.1) 26 (<0.1)
Herpes zoster ‘ché 10 (<0.1) 15 (<0.1) 25 (<0.1)
Pharyngitis streptococcal {%ﬁi 16 (0.1) 12 (<0.1) 28 (<0.1)
Viral infection <Q@> 17 (0.1) 11 (<0.1) 28 (<0.1)
Ear infection (\\\ 9 (<0.1) 10 (<0.1) 19 (<0.1)
Rhinovirus infection €£?3 9 (<0.1) 10 (<0.1) 19 (<0.1)
Cellulitis <§) 8 (<0.1) 8 (<0.1) 16 (<0.1)
Pharyngitis €>yo 9 (<0.1) 8 (<0.1) 17 (<0.1)
Conjunctivitis ‘5) 5 (<0.1) 7 (<0.1) 12 (<0.1)
Gastroenteritis €> 5 (<0.1) 7 (<0.1) 12 (<0.1)
Localised 1nfectlon\)<5 7 (<0.1) 7 (<0.1) 14 (<0.1)
Pneumonia Kfa 8 (<0.1) 7 (<0.1) 15 (<0.1)
Otitis exter X 8 (<0.1) 6 (<0.1) 14 (<0.1)
Paronychkgb 3 (<0.1) 6 (<0.1) 9 (<0.1)
o
2
A0S

@0&

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any

2901



<

ModernaTX, Inc. Page 2 of 38
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.19.1
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) C5<5 (N=30351)
Preferred Term n (%) n (%) p&§ n (%)
ol
Infections and infestations (Cont.) \*Gi
Diverticulitis 7 (<0.1) %6@9.1) 12 (<0.1)
Enterovirus infection 1 (<0.1) QO (<0.1) 6 (<0.1)
Gingivitis 3 (<0.1) . (\15 5 (<0.1) 8 (<0.1)
Otitis media 5 (<0. 1@/\) ,&x,\o 5 (<0.1) 10 (<0.1)
Acute sinusitis an \% 4 (<0.1) 8 (<0.1)
Bacterial vaginosis <? 4 (<0.1) 8 (<0.1)
Folliculitis 66 4 (<0.1) 8 (<0.1)
Hordeolum ) 2% o ) 4 (<0.1) 8 (<0.1)
Abscess limb 0( (<0.1) 3 (<0.1) 4 (<0.1)
Bronchitis G s (<0.1) 3 (<0.1) 8 (<0.1)
Cystitis . (5?5 4 (<0.1) 3 (<0.1) 7 (<0.1)
Fungal infection e§§3 3 (<0.1) 3 (<0.1) 6 (<0.1)
Helicobacter infection & 2 (<0.1) 3 (<0.1) 5 (<0.1)
Herpes simplex (C&> 2 (<0.1) 3 (<0.1) 5 (<0.1)
Injection site cellulitis ,O(\\\ 0 3 (<0.1) 3 (<0.1)
Skin infection {Q 2 (<0.1) 3 (<0.1) 5 (<0.1)
Staphylococcal infection <§3 1 (<0.1) 3 (<0.1) 4 (<0.1)
Subcutaneous abscess \99 0 3 (<0.1) 3 (<0.1)
Vulvovaginal candldla31é>xf) 1 (<0.1) 3 (<0.1) 4 (<0.1)
Asymptomatic COVID-19 5 0 2 (<0.1) 2 (<0.1)
Chlamydial infection> 0 2 (<0.1) 2 (<0.1)
Chronic sinusiti® 0 2 (<0.1) 2 (<0.1)
Clostridium ficile infection 0 2 (<0.1) 2 (<0.1)
Impetl%c@“ 0 2 (<0.1) 2 (<0.1)
«®
A0S

@0&

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.
Program Path:

\\wilbtia\wilbtia0l\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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ModernaTX, Inc. Page 3 of 38

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.19.1 (QO&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .cf\ (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
ol

Infections and infestations (Cont.) \*Gi
Kidney infection 1 (<0.1) é@@‘).l) 3 (<0.1)
Lyme disease 0 QO (<0.1) 2 (<0.1)
Onychomycosis 1 (<0.1) (\15 2 (<0.1) 3 (<0.1)
Oral herpes 1 (<0. 1@/\) ,&x,\o 2 (<0.1) 3 (<0.1)
Otitis media acute 3 an \% 2 (<0.1) 5 (<0.1)
Staphylococcal skin infection %6 l?&ﬁp 2 (<0.1) 4 (<0.1)
Tonsillitis 2 (<0.1) 8 (<0.1)
Viral upper respiratory tract infection é?} 2 (<0.1) 8 (<0.1)
Vulvovaginal mycotic infection 0(\ <O.l) 2 (<0.1) 11 (<0.1)
Abscess \g&\(\ 0 1 (<0.1) 1 (<0.1)
Appendicitis ) (;?5 2 (<0.1) 1 (<0.1) 3 (<0.1)
Body tinea e;yB 1 (<0.1) 1 (<0.1) 2 (<0.1)
Candida infection & 1 (<0.1) 1 (<0.1) 2 (<0.1)
Cat scratch disease (C&> 0 1 (<0.1) 1 (<0.1)
Catheter site infection 6(\\\ 0 1 (<0.1) 1 (<0.1)
Clostridium difficile colitis (g 0 1 (<0.1) 1 (<0.1)
Dermatophytosis of nail QO 0 1 (<0.1) 1 (<0.1)
Eye infection 6\>Q 3 (<0.1) 1 (<0.1) 4 (<0.1)
Furuncle xO 0 1 (<0.1) 1 (<0.1)
Gonorrhoea eﬁﬁs 1 (<0.1) 1 (<0.1) 2 (<0.1)
Hepatitis A e\) 0 1 (<0.1) 1 (<0.1)
Infected bite ‘O 0 1 (<0.1) 1 (<0.1)
Infected cy, {i 0 1 (<0.1) 1 (<0.1)
Infected mal cyst 0 1 (<0.1) 1 (<0.1)

O
A0S

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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ModernaTX, Inc. Page 4 of 38
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.19.1 6(60&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .cf\ (N=30351)
Preferred Term n (%) n (%) (\6\ n (%)
ol
Infections and infestations (Cont.) \*Gi
Joint abscess 0 é«&ﬂ).n 1 (<0.1)
Large intestine infection 0 QO (<0.1) 1 (<0.1)
Laryngitis 1 (<0.1) 091 (<0.1) 2 (<0.1)
Laryngitis viral 0 oo ,&x,\o 1 (<0.1) 1 (<0.1)
Latent tuberculosis 1 (g01) O 1 (<0.1) 2 (<0.1)
Nail infection §(0 oF 1 (<0.1) 1 (<0.1)
Oral candidiasis 6‘6 (<00 1 (<0.1) 3 (<0.1)
Osteomyelitis o ,%&Xo.l) 1 (<0.1) 2 (<0.1)
Parainfluenzae virus infection (o) 1 (<0.1) 1 (<0.1)
Parotitis \g&\(\ 0 1 (<0.1) 1 (<0.1)
Periodontitis ‘ Q’O 0 1 (<0.1) 1 (<0.1)
Pneumonia staphylococcal G;ya 0 1 (<0.1) 1 (<0.1)
Proctitis chlamydial (\(~ 0 1 (<0.1) 1 (<0.1)
Pyelonephritis acute (C&> 0 1 (<0.1) 1 (<0.1)
Rash pustular 6(\\\ 0 1 (<0.1) 1 (<0.1)
Respiratory tract infection {Q 4 (<0.1) 1 (<0.1) 5 (<0.1)
Rhinitis O 3 (<0.1) 1 (<0.1) 4 (<0.1)
Rocky mountain spotted fever€>yg 0 1 (<0.1) 1 (<0.1)
Sepsis xO 1 (<0.1) 1 (<0.1) 2 (<0.1)
Sexually transmitted,gQQEase 0 1 (<0.1) 1 (<0.1)
Sialoadenitis 2 (<0.1) 1 (<0.1) 3 (<0.1)
Soft tissue in Kllon 1 (<0.1) 1 (<0.1) 2 (<0.1)
Toxic shock drome 0 1 (<0.1) 1 (<0.1)
Upper reqﬁ§9§tory tract infection bacterial 0 1 (<0.1) 1 (<0.1)
e
o
A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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ModernaTX, Inc. Page 5 of 38
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.19.1 6(60&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .cf\ (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
ol

Infections and infestations (Cont.) \*Gi
Urinary tract infection bacterial 0 é«&ﬂ).n 1 (<0.1)
Urosepsis 0 (<0.1) 1 (<0.1)
Uterine infection 0 R4 1 (<0.1) 1 (<0.1)
Vaginal infection 0 €>> 25§3 1 (<0.1) 1 (<0.1)
Viral pharyngitis 1 (@g@l) \'\C 1 (<0.1) 2 (<0.1)
Viral rhinitis (<0. QQ 1 (<0.1) 2 (<0.1)
Wound infection 6‘6 (@(&? 1 (<0.1) 2 (<0.1)
Blastocystis infection Ggf\ . AD¥<0.1) 0 1 (<0.1)
Breast abscess (o) (<0.1) 0 1 (<0.1)
Breast cellulitis G 1 (<0.) 0 1 (<0.1)
Bullous impetigo ) (; 1 (<0.1) 0 1 (<0.1)
COVID-19 pneumonia e’ﬂ'\(\ 1 (<0.1) 0 1 (<0.1)
Campylobacter infection €%~ 1 (<0.1) 0 1 (<0.1)
Conjunctivitis bacterial (C&> 1 (<0.1) 0 1 (<0.1)
Corneal infection 6(\\\ 1 (<0.1) 0 1 (<0.1)
Denture stomatitis (Q 1 (<0.1) 0 1 (<0.1)
Epididymitis QO 1 (<0.1) 0 1 (<0.1)
Fungal skin infection 6\>Q 1 (<0.1) 0 1 (<0.1)
Gardnerella infection xO 1 (<0.1) 0 1 (<0.1)
Gastroenteritis vira Qﬁ> 3 (<0.1) 0 3 (<0.1)
Genital herpes e\) 1 (<0.1) 0 1 (<0.1)
Mastoiditis X 1 (<0.1) 0 1 (<0.1)
Nasopharyngé(\g 4 (<0.1) 0 4 (<0.1)
Pelvic a ss 1 (<0.1) 0 1 (<0.1)

e

o

A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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ModernaTX, Inc. Page 6 of 38
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.19.1 6(60&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection . O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .cf\ (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
ol

Infections and infestations (Cont.) \*Gi
Post procedural infection 1 (<0.1) é&f&“ 1 (<0.1)
Postoperative wound infection 1 (<0.1) 1 (<0.1)
Respiratory tract infection viral 6 (<0.1) . (\15 0 6 (<0.1)
Root canal infection 1 (<0.15\V) 25§3 0 1 (<0.1)
Sinusitis bacterial 1 (@3%61) \% 0 1 (<0.1)
Skin bacterial infection < . Qﬁp 0 1 (<0.1)
Streptococcal sepsis €>f3 (?905? 0 1 (<0.1)
Suspected COVID-19 o 40, 1) 0 4 (<0.1)
Syphilis oM (<0.1) 0 1 (<0.1)
Tinea pedis \fL 2 (<0.1) 0 2 (<0.1)
Tinea versicolour ) q 1 (<0.1) 0 1 (<0.1)

&

Neoplasms benign, malignant and unspecified (ig&l 36 (0.2) 38 (0.3) 74 (0.2)
cysts and polyps) (C@>
Basal cell carcinoma (Q{ 13 (<0.1) 6 (<0.1) 19 (<0.1)
Melanocytic naevus €Q?> 0 3 (<0.1) 3 (<0.1)
Squamous cell carcinoma <§3 5 (<0.1) 3 (<0.1) 8 (<0.1)
Lipoma q}yQ 1 (<0.1) 2 (<0.1) 3 (<0.1)
Malignant melanoma KS) 2 (<0.1) 2 (<0.1) 4 (<0.1)
Prostate cancer €ﬁ§5 3 (<0.1) 2 (<0.1) 5 (<0.1)
Angiolipoma 0 1 (<0.1) 1 (<0.1)
Benign hepaticxﬁgé%lasm 0 1 (<0.1) 1 (<0.1)
Benign neoplaéhm of thyroid gland 0 1 (<0.1) 1 (<0.1)
Breast n?gblasm 0 1 (<0.1) 1 (<0.1)

e

o

A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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ModernaTX, Inc. Page 7 of 38
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.19.1 6(60&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .cf\ (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
ol

Neoplasms benign, malignant and unspecified (incl ,* e
cysts and polyps) (Cont.) 26\
Chronic lymphocytic leukaemia 0 (Qi (<0.1) 1 (<0.1)
Chronic myelomonocytic leukaemia 0 . (\15 1 (<0.1) 1 (<0.1)
Colorectal cancer 0 €>> 25§3 1 (<0.1) 1 (<0.1)
Invasive lobular breast carcinoma 0 Qﬁb‘ Q6; 1 (<0.1) 1 (<0.1)
Lung cancer metastatic gSC) eﬁyp 1 (<0.1) 1 (<0.1)
Nasopharyngeal neoplasm benign €>ﬁ5 \gﬁ\ 1 (<0.1) 1 (<0.1)
Neoplasm malignant Ggf\ . \® 1 (<0.1) 1 (<0.1)
Papillary thyroid cancer 0(\ 1 (<0.1) 1 (<0.1)
Pelvic neoplasm <§X\ 0 1 (<0.1) 1 (<0.1)
Plasma cell myeloma ‘ Q’O 0 1 (<0.1) 1 (<0.1)
Rectal cancer e,‘—\(\ 0 1 (<0.1) 1 (<0.1)
Renal cancer <V~ 0 1 (<0.1) 1 (<0.1)
Skin cancer «\6 1 (<0.1) 1 (<0.1) 2 (<0.1)
Skin papilloma ,O(\\\ 0 1 (<0.1) 1 (<0.1)
Squamous cell carcinoma of skin {Q 2 (<0.1) 1 (<0.1) 3 (<0.1)
Thyroid cancer metastatic Q) 0 1 (<0.1) 1 (<0.1)
Uterine leiomyoma e}ﬁg 0 1 (<0.1) 1 (<0.1)
Benign neoplasm of skin, xO 1 (<0.1) 0 1 (<0.1)
Bladder neoplasm eﬁﬁs 1 (<0.1) 0 1 (<0.1)
Breast cancer e\) 1 (<0.1) 0 1 (<0.1)
Breast cancer §§X§e I 1 (<0.1) 0 1 (<0.1)
Chondromato 1 (<0.1) 0 1 (<0.1)
Haemanqé@@ of liver 1 (<0.1) 0 1 (<0.1)

e

o

A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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EUA (Data Extraction Date:

Page 8 of 38

25N0V2020)

Table 14.3.1.19.1 6(60&

Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Afteg’é%y

Injection ,O(\
Safety Set '6&\
<\
J4°
Placebo mRNA-1273 O\ Total

System Organ Class (N=15166) (N=15185) .0(\6 (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
X'

Neoplasms benign, malignant and unspecified (incl \x e*
cysts and polyps) (Cont.) 60
Hepatic cancer 1 (<0.1) (\6 1 (<0.1)
Prolactin-producing pituitary tumour 1 (<0.1) . (\6 0 1 (<0.1)
Prostate cancer metastatic 1 (<O.1é/\) 6\,\0 0 1 (<0.1)
Thyroid cancer 1 (¢901) O 0 1 (<0.1)

<O Qﬁ?

Blood and lymphatic system disorders ‘@9 ,&8(.\1 33 (0.2) 51 (0.2)
Lymphadenopathy e((\?> 122%%0.1) 21 (0.1) 33 (0.1)
Anaemia 0(\ (<0.1) 5 (<0.1) 6 (<0.1)
Thrombocytopenia 0&‘0 0 2 (<0.1) 2 (<0.1)
Blood loss anaemia 0 1 (<0.1) 1 (<0.1)
Iron deficiency anaemia \,\(\q 3 (<0.1) 1 (<0.1) 4 (<0.1)
Leukocytosis & 1 (<0.1) 1 (<0.1) 2 (<0.1)
Lymphadenitis «\6 1 (<0.1) 1 (<0.1) 2 (<0.1)
Splenomegaly 2;(4 0 1 (<0.1) 1 (<0.1)

Immune system disorders QO(K' 12 (<0.1) 6 (<0.1) 18 (<0.1)
Seasonal allergy 6\>Q 4 (<0.1) 4 (<0.1) 8 (<0.1)
Hypersensitivity ‘0 2 (<0.1) 1 (<0.1) 3 (<0.1)
Type IV hypersensitivi@} reaction 0 1 (<0.1) 1 (<0.1)
Allergy to plants _ ) 1 (<0.1) 0 1 (<0.1)
Anaphylactic reﬁ fon 1 (<0.1) 0 1 (<0.1)
Drug hyperse ivity 1 (<0.1) 0 1 (<0.1)
Food all@@;ﬂ} 1 (<0.1) 0 1 (<0.1)

o
S
o
A0

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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ModernaTX, Inc. Page 9 of 38
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.19.1
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .C§<5 (N=30351)

Preferred Term n (%) n (%) p&§ n (%)
ol

Immune system disorders (Cont.) \*Gi

Serum sickness 1 (<0.1) é&f&“ 1 (<0.1)
itivi <0. <0.
Smoke sensitivity 1 (<0.1) (\iﬁs 1 (<0.1)

Endocrine disorders 6 J%\) ’&"\O 4 (<0.1) 10 (<0.1)
Hypothyroidism V6; 3 (<0.1) 6 (<0.1)
Thyroid cyst {} (9 1 (<0.1) 1 (<0.1)
Androgen deficiency e» (i%Od? 0 1 (<0.1)
Goitre % 0 1 (<0.1)
Hypogonadism Cﬁ\ (<0.1) 0 1 (<0.1)

o‘“

Metabolism and nutrition disorders ° 52 (0.3) 46 (0.3) 98 (0.3)
Hyperlipidaemia ,<'\(\Q 8 (<0.1) 11 (<0.1) 19 (<0.1)
Type 2 diabetes mellitus {%ﬁi 1 (<0.1) 9 (<0.1) 10 (<0.1)
Vitamin D deficiency «\’b 3 (<0.1) 6 (<0.1) 9 (<0.1)
Dehydration (Q4 4 (<0.1) 3 (<0.1) 7 (<0.1)
Hypercholesterolaemia €£?> 11 (<0.1) 3 (<0.1) 14 (<0.1)
Decreased appetite Qﬁ) 2 (<0.1) 2 (<0.1) 4 (<0.1)
Hyperglycaemia 6\>Q 2 (<0.1) 2 (<0.1) 4 (<0.1)
Hypertriglyceridaemia xO 0 2 (<0.1) 2 (<0.1)
Hyponatraemia €> 2 (<0.1) 2 (<0.1) 4 (<0.1)
Abnormal loss of wel\g%t 0 1 (<0.1) 1 (<0.1)
Diabetes melli XD 2 (<0.1) 1 (<0.1) 3 (<0.1)
Diabetes mel s inadequate control 0 1 (<0.1) 1 (<0.1)
Glucose ance impaired 4 (<0.1) 1 (<0.1) 5 (<0.1)

PO

A0S

@0&

Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path:

\\wilbtia\wilbtia0l\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
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ModernaTX, Inc. Page 10 of 38

mRNA-1273-P301 EUA (Data Extraction Date

25N0V2020)

Table 14.3.1.19.1 6(60&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Afteg’é%y
Injection . O(\
Safety Set '6&\
<\
J4°
Placebo mRNA-1273 O\ Total
System Organ Class (N=15166) (N=15185) .O(\ (N=30351)
Preferred Term n (%) n (%) (\6\ n (%)
ol
Metabolism and nutrition disorders (Cont.) ()
Gluten sensitivity 0 é 1Q‘).l) 1 (<0.1)
Gout 5 (<0.1) QO (<0.1) 6 (<0.1)
Hypocalcaemia 1 (<0.1) . (\6 1 (<0.1) 2 (<0.1)
Hypokalaemia 2 (0.3 ,&x,\o 1 (<0.1) 3 (<0.1)
Insulin resistance 0 a2 A 1 (<0.1) 1 (<0.1)
Iron deficiency (@2) %QQ 1 (<0.1) 2 (<0.1)
Magnesium deficiency 3‘6 Xe) 1 (<0.1) 1 (<0.1)
Dyslipidaemia o %3‘&0.1) 0 3 (<0.1)
Folate deficiency 0(\ (<0.1) 0 1 (<0.1)
Hyperuricaemia 0’(, 1 (<0.1) 0 1 (<0.1)
Hypoglycaemia ‘ ()6 1 (<0.1) 0 1 (<0.1)
Metabolic acidosis é"\(\ 1 (<0.1) 0 1 (<0.1)
Obesity 0(\(~ 1 (<0.1) 0 1 (<0.1)
Psychiatric disorders o « 48  (0.3) 51 (0.3) 99  (0.3)
Depression ("O 12 (<0.1) 22 (0.1) 34 (0.1)
Anxiety O 18 (0.1) 20 (0.1) 38 (0.1)
Attention deficit hyperactiv%ﬁp%isorder 4 (<0.1) 4 (<0.1) 8 (<0.1)
Alcohol withdrawal synda)!@@ 0 1 (<0.1) 1 (<0.1)
Anxiety disorder e 0 1 (<0.1) 1 (<0.1)
Bipolar disorder \)6 3 (<0.1) 1 (<0.1) 4 (<0.1)
Completed suici \@6 0 1 (<0.1) 1 (<0.1)
Drug use digpfdér 0 1 (<0.1) 1 (<0.1)
Insomniac’& 3 (<0.1) 1 (<0.1) 4 (<0.1)
e
o
A0

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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ModernaTX, Inc. Page 11 of 38

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.19.1 (QO&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .cf\ (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
o o

Psychiatric disorders (Cont.)
Major depression 2 (<0.1) é Q\)\‘l) 3 (<0.1)
Post-traumatic stress disorder 0 (<0.1) 1 (<0.1)
Schizoaffective disorder 0 QO 1 (<0.1) 1 (<0.1)
Adjustment disorder with depressed mood 1 (<0. %») 25§3 0 1 (<0.1)
Alcohol abuse 1 QS%} \5 0 1 (<0.1)
Confusional state Qﬁp 0 1 (<0.1)
Generalised anxiety disorder L? 0 2 (<0.1)
Mental status changes é?} 0 2 (<0.1)
Panic attack 0(\ <o.1> 0 2 (<0.1)
Persistent depressive disorder \> (<0.1) 0 1 (<0.1)
Psychotic disorder ) (5?5 l (<0.1) 0 1 (<0.1)
Seasonal affective disorder €§y3 1 (<0.1) 0 1 (<0.1)
Stress ,b(\ls 1 (<0.1) 0 1 (<0.1)

Nervous system disorders <(4 C3 121 (0.8) 127 (0.8) 248 (0.8)
Headache €Q?> 62 (0.4) 64 (0.4) 126 (0.4)
Migraine QO 4 (<0.1) 6 (<0.1) 10 (<0.1)
Paraesthesia e}ﬁg 7 (<0.1) 6 (<0.1) 13 (<0.1)
Sciatica KS) 6 (<0.1) 6 (<0.1) 12 (<0.1)
Anosmia €§5 3 (<0.1) 4 (<0.1) 7 (<0.1)
Dizziness \§5 10 (<0.1) 4 (<0.1) 14 (<0.1)
Syncope ‘\06 8 (<0.1) 4 (<0.1) 12 (<0.1)
Carpal tunn ¢6éyndrome 2 (<0.1) 3 (<0.1) 5 (<0.1)
Cerebrovqﬁb lar accident 0 3 (<0.1) 3 (<0.1)

PO
A0S

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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ModernaTX, Inc. Page 12 of 38
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.19.1 6(60&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .cf\ (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
ol

Nervous system disorders (Cont.) \*Gi
Ageusia 3 (<0.1) é«&ﬂ).l) 5 (<0.1)
Cervical radiculopathy 0 QO (<0.1) 2 (<0.1)
Nerve compression 0 . (\15 2 (<0.1) 2 (<0.1)
Presyncope 5 (<0 %») 25§3 2 (<0.1) 7 (<0.1)
Seizure 1 1) Q«L 2 (<0.1) 3 (<0.1)
Transient ischaemic attack gSC) eﬁyp 2 (<0.1) 2 (<0.1)
Amnesia 6‘6 ,\O(\ 1 (<0.1) 1 (<0.1)
Autonomic nervous system imbalance Ggf\ . \® 1 (<0.1) 1 (<0.1)
Balance disorder cﬁ\ 1 (<0.1) 1 (<0.1)
Carotid artery stenosis \953 0 1 (<0.1) 1 (<0.1)
Cerebral small vessel ischaemic disease ) (5?5 0 1 (<0.1) 1 (<0.1)
Cubital tunnel syndrome €§y3 0 1 (<0.1) 1 (<0.1)
Embolic stroke & 0 1 (<0.1) 1 (<0.1)
Facial paralysis (C&> 1 (<0.1) 1 (<0.1) 2 (<0.1)
Hyperaesthesia 2;(4 0 1 (<0.1) 1 (<0.1)
Hypoaesthesia (Q 3 (<0.1) 1 (<0.1) 4 (<0.1)
Hyposmia QO 0 1 (<0.1) 1 (<0.1)
Lethargy 6\>Q 0 1 (<0.1) 1 (<0.1)
Memory impairment KS) 0 1 (<0.1) 1 (<0.1)
Migraine without aur Qﬁ> 0 1 (<0.1) 1 (<0.1)
Peripheral sensor¥aﬁé ropathy 0 1 (<0.1) 1 (<0.1)
Piriformis syndrame 0 1 (<0.1) 1 (<0.1)
Post herpet'¢6%euralgia 0 1 (<0.1) 1 (<0.1)
Primar Qégéache associated with sexual activity 0 1 (<0.1) 1 (<0.1)

e

o

2oC
\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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ModernaTX, Inc. Page 13 of 38

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.19.1 (QO&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .cf\ (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
ol

Nervous system disorders (Cont.) \*Gi
Sinus headache 1 (<0.1) é/&ﬂ).l) 2 (<0.1)
Small fibre neuropathy 0 (<0.1) 1 (<0.1)
Subarachnoid haemorrhage 0 . A0 1 (<0.1) 1 (<0.1)
Tardive dyskinesia 0 O ,&x,\o 1 (<0.1) 1 (<0.1)
Thoracic outlet syndrome 0 Qﬁb V6; 1 (<0.1) 1 (<0.1)
Toxic encephalopathy Q}(O Q 1 (<0.1) 1 (<0.1)
Aphasia 6‘6 1 0 1 (<0.1)
Basal ganglia haemorrhage Ggf\ . f} O 0 1 (<0.1)
Dementia (o) (<O.l) 0 1 (<0.1)
Head discomfort G 1 (<0.) 0 1 (<0.1)
Horner's syndrome ) (; 1 (<0.1) 0 1 (<0.1)
Ischaemic stroke G;ya 1 (<0.1) 0 1 (<0.1)
Lumbar radiculopathy & 1 (<0.1) 0 1 (<0.1)
Neuralgia (C&> 2 (<0.1) 0 2 (<0.1)
Restless legs syndrome 2;(4 1 (<0.1) 0 1 (<0.1)
Speech disorder {g 1 (<0.1) 0 1 (<0.1)
Tarsal tunnel syndrome QO 1 (<0.1) 0 1 (<0.1)
Tension headache 6\>Q 1 (<0.1) 0 1 (<0.1)

xO

Eye disorders €ﬁ§5 24 (0.2) 16  (0.1) 40 (0.1)
Retinal detachmen%a\) 2 (<0.1) 2 (<0.1) 4 (<0.1)
Cataract " 1 (<0.1) 1 (<0.1) 2 (<0.1)
Dry age-re éxéﬁ macular degeneration 0 1 (<0.1) 1 (<0.1)
Dry eye cﬁ} 3 (<0.1) 1 (<0.1) 4 (<0.1)

o
2o
ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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ModernaTX, Inc.
mRNA-1273-P301

Page 14 of 38

EUA (Data Extraction Date:

25N0V2020)

Table 14.3.1.19.1 eﬁeﬁﬁ
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Afteg’é%y
Injection ,O(\
Safety Set '6&\
<\
J4°
Placebo mRNA-1273 O\ Total
System Organ Class (N=15166) (N=15185) .0(\6 (N=30351)
Preferred Term n (%) n (%) (\6\ n (%)
ol
Eye disorders (Cont.) \x ()
Eye discharge 0 é«&ﬂ).n 1 (<0.1)
Eye disorder 0 (<0.1) 1 (<0.1)
Eye irritation 0 . A0 1 (<0.1) 1 (<0.1)
Eye pain 1 (<0.1\ 2§§3 1 (<0.1) 2 (<0.1)
Eye pruritus 0 Qﬁb‘ \% 1 (<0.1) 1 (<0.1)
Evelid cyst ggo €§j9 1 (<0.1) 1 (<0.1)
Glaucoma €>ﬁ5 \Sﬁ\ 1 (<0.1) 1 (<0.1)
Noninfective conjunctivitis e('(\ ,%@‘v 1 (<0.1) 1 (<0.1)
Scleritis o 1 (<0.1) 1 (<0.1)
Vision blurred O 1 <0.) 1 (<0.1) 2 (<0.1)
Vitreous disorder ) qa 0 1 (<0.1) 1 (<0.1)
Vitreous floaters e‘\(\ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Xerophthalmia & 0 1 (<0.1) 1 (<0.1)
Blepharitis ((\6 2 (<0.1) 0 2 (<0.1)
Conjunctival haemorrhage 2;(4 1 (<0.1) 0 1 (<0.1)
Conjunctival irritation (‘(' 1 (<0.1) 0 1 (<0.1)
Conjunctivitis allergic §§3 1 (<0.1) 0 1 (<0.1)
Conjunctivochalasis 9\>Q 1 (<0.1) 0 1 (<0.1)
Dacryostenosis acquired, xO 1 (<0.1) 0 1 (<0.1)
Eye swelling 566 1 (<0.1) 0 1 (<0.1)
Eyelid ptosis O 1 (<0.1) 0 1 (<0.1)
Lacrimation ingré&ased 1 (<0.1) 0 1 (<0.1)
Macular degggération 1 (<0.1) 0 1 (<0.1)
Macular qg%@ 1 (<0.1) 0 1 (<0.1)
e
o
A0

Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
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ModernaTX, Inc. Page 15 of 38
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.19.1
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .C§<5 (N=30351)
Preferred Term n (%) n (%) p&§ n (%)
. o
Eye disorders (Cont.) *
Ocular rosacea 1 (<0.1) é&f&“ 1 (<0.1)
Periorbital swelling 1 (<0.1) 1 (<0.1)
Retinal haemorrhage 1 (<0.1) (\ O 1 (<0.1)
Swelling of eyelid 1 (<0. %9) 25§3 0 1 (<0.1)
Ulcerative keratitis ng} V6; 0 1 (<0.1)
Vitreous detachment &6 0 1 (<0.1)
Ear and labyrinth disorders é?ﬁﬁ% 2) 18  (0.1) 46  (0.2)
Vertigo positional (<0.1 5 (<0.1) 6 (<0.1)
Ear pain \) (<O.l) 4 (<0.1) 9 (<0.1)
Vertigo ° 2 (<0.1) 4 (<0.1) 6 (<0.1)
Cerumen impaction ‘SCSé 2 (<0.1) 1 (<0.1) 3 (<0.1)
Deafness neurosensory {%ﬁi 0 1 (<0.1) 1 (<0.1)
Ear canal erythema <¢3> 3 (<0.1) 1 (<0.1) 4 (<0.1)
Meniere's disease (Q{ 0 1 (<0.1) 1 (<0.1)
Middle ear effusion €Q?> 3 (<0.1) 1 (<0.1) 4 (<0.1)
Motion sickness <§3 0 1 (<0.1) 1 (<0.1)
Tinnitus €>§Q 4 (<0.1) 1 (<0.1) 5 (<0.1)
Ear congestion ‘53 2 (<0.1) 0 2 (<0.1)
Ear pruritus €> 1 (<0.1) 0 1 (<0.1)
Eustachian tube d ﬁﬁ?ctlon 1 (<0.1) 0 1 (<0.1)
Excessive cerum@ %éroductlon 1 (<0.1) 0 1 (<0.1)
Otorrhoea 1 (<0.1) 0 1 (<0.1)
Tympanlccﬁggbrane hyperaemia 1 (<0.1) 0 1 (<0.1)
O
A0S

@0&

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.
Program Path:

\\wilbtia\wilbtia0l\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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ModernaTX, Inc. Page 16 of 38

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.19.1 (QO&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .cf\ (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
ol

Ear and labyrinth disorders (Cont.) \*Gi
Tympanic membrane perforation 3 (<0.1) &60 3 (<0.1)

Cardiac disorders 29 O 2) (\ 3 (0.2) 62 (0.2)
Atrial fibrillation ]%}) 25§3 9 (<0.1) 16 (<0.1)
Cardiac failure congestive 4 (<0.1) 7 (<0.1)
Palpitations éﬁqggaléxfp 4 (<0.1) 6 (<0.1)
Coronary artery disease e» 3 (<0.1) 6 (<0.1)
Myocardial infarction ((\ %6 3 (<0.1) 3 (<0.1)
Tachycardia 2 0(\ (<0.1) 3 (<0.1) 7 (<0.1)
Acute myocardial infarction \f; 1 (<0.1) 2 (<0.1) 3 (<0.1)
Angina pectoris 1 (<0.1) 2 (<0.1) 3 (<0.1)
Sinus tachycardia ‘SCSé 0 2 (<0.1) 2 (<0.1)
Acute coronary syndrome {%ﬁi 0 1 (<0.1) 1 (<0.1)
Acute left ventricular failure (C&> 1 (<0.1) 1 (<0.1) 2 (<0.1)
Cardiac failure o 1 (<0.1) 1 (<0.1) 2 (<0.1)
Cardio-respiratory arrest €Q?> 1 (<0.1) 1 (<0.1) 2 (<0.1)
Cardiomyopathy QO 1 (<0.1) 1 (<0.1) 2 (<0.1)
Coronary artery thrombosis e}ﬁg 0 1 (<0.1) 1 (<0.1)
Arrhythmia KS) 2 (<0.1) 0 2 (<0.1)
Atrial flutter €> 1 (<0.1) 0 1 (<0.1)
Atrial tachycardi \)5 1 (<0.1) 0 1 (<0.1)
Cardiac fallurQL 1 (<0.1) 0 1 (<0.1)
Pericarditi 1 (<0.1) 0 1 (<0.1)
Ventrlcukgﬁ extrasystoles 1 (<0.1) 0 1 (<0.1)

PO
A0S

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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mRNA-1273-P301

Table 14.3.1.19.1

Page 17 of 38

EUA (Data Extraction Date:

25N0V2020)

In ion
Saégi?t g)t ’ Xagfs
y =€ <(a
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .cf\ (N=30351)
Preferred Term n (%) n (%) p&§ n (%)
X'
Cardiac disorders (Cont.) \\Gf#
Ventricular fibrillation 1 (<0.1) é;29§ 1 (<0.1)
Vascular disorders 73 O 5) (\ (0.5) 146 (0.5)
Hypertension %?& 25§3 ol (0.4) 117 (0.4)
Hypertensive urgency 3 (<0.1) 5 (<0.1)
Hot flush éﬁQggaléxﬁp 2 (<0.1) 3 (<0.1)
Achenbach syndrome e» 1 (<0.1) 1 (<0.1)
Aortic aneurysm %3’%\8 1) 1 (<0.1) 5 (<0.1)
Essential hypertension Cﬁ\ 1 (<0.1) 1 (<0.1)
Flushing 0&‘0 1 (<0.1) 1 (<0.1)
Haematoma q’d 1 (<0.1) 1 (<0.1) 2 (<0.1)
Hypotension A0 0 1 (<0.1) 1 (<0.1)
Peripheral artery occlusion {%ﬁi 0 1 (<0.1) 1 (<0.1)
Systolic hypertension (C&> 0 1 (<0.1) 1 (<0.1)
Aortic stenosis o 1 (<0.1) 0 1 (<0.1)
Blood pressure inadequately contro%ﬁé@ 1 (<0.1) 0 1 (<0.1)
Deep vein thrombosis <? 2 (<0.1) 0 2 (<0.1)
Fibromuscular dysplasia e}ﬁg 1 (<0.1) 0 1 (<0.1)
Hypertensive emergency 2 (<0.1) 0 2 (<0.1)
Peripheral vascular é é&der 1 (<0.1) 0 1 (<0.1)
Phlebitis 1 (<0.1) 0 1 (<0.1)
Varicose vein “0 1 (<0.1) 0 1 (<0.1)

A

Percentages are based on the number of safety subjects.

MedDRA version 23.0.
Program Path:

\\wilbtia\wilbtia0l\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.

@0&
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ModernaTX, Inc.
mRNA-1273-P301

Table 14.3.1.19.1
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Afteé’@%%

Page 18 of 38

EUA (Data Extraction Date:

25N0V2020)

@0&

Inj ion .
SafjeetCt So t ’ K-\OQ
y =€ <\6

J4°
Placebo mRNA-1273 O\ Total

System Organ Class (N=15166) (N=15185) 0(\6 (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
X'

Respiratory, thoracic and mediastinal disorders 168 (1.1) 143 (O\X @* 311 (1.0)
Cough 63 (0.4) 5é6W.4) 120 (0.4)
Nasal congestion 41 (0.3) 6(& (0.3) 93 (0.3)
Rhinorrhoea 37 (0.2) . A0 48  (0.3) 85 (0.3)
Oropharyngeal pain 48 (O.f@/\) ) 6\,\0 36 (0.2) 84 (0.3)
Dyspnoea 20 anl) \\C 19 (0.1) 39 (0.1)
Asthma §6 . Qﬁ? 5 (<0.1) 10 (<0.1)
Respiratory tract congestion 3‘6 (@(\i’? 5 (<0.1) 8 (<0.1)
Sinus congestion e('(\ ,é@‘(&o.l) 5 (<0.1) 11 (<0.1)
Upper-airway cough syndrome 0(\ (<0.1) 5 (<0.1) 7 (<0.1)
Chronic obstructive pulmonary disease \)’(X\ 7 (<0.1) 4 (<0.1) 11 (<0.1)
Pulmonary embolism ) qa 3 (<0.1) 3 (<0.1) 6 (<0.1)
Respiratory failure Q;yﬁ 0 2 (<0.1) 2 (<0.1)
Rhinitis allergic (\(~ 4 (<0.1) 2 (<0.1) 6 (<0.1)
Sneezing «\6 1 (<0.1) 2 (<0.1) 3 (<0.1)
Throat irritation 2;(4 1 (<0.1) 2 (<0.1) 3 (<0.1)
Wheezing (’(' 1 (<0.1) 2 (<0.1) 3 (<0.1)
Atelectasis §§3 0 1 (<0.1) 1 (<0.1)
Bronchiectasis Q;YQ 0 1 (<0.1) 1 (<0.1)
Dysphonia e>x5> 1 (<0.1) 1 (<0.1) 2 (<0.1)
Dyspnoea exertional (2 0 1 (<0.1) 1 (<0.1)
Nasal septum devi % 0 1 (<0.1) 1 (<0.1)
Paranasal sinu @scomfort 0 1 (<0.1) 1 (<0.1)
Pharyngeal 8 ema 4 (<0.1) 1 (<0.1) 5 (<0.1)
Pleuris)z(:& 1 (<0.1) 1 (<0.1) 2 (<0.1)

e
o
A0

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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ModernaTX, Inc. Page 19 of 38
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.19.1
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .C§<5 (N=30351)
Preferred Term n (%) n (%) p&§ n (%)
X'
Respiratory, thoracic and mediastinal disorders \\GS#
(Cont.) 26\
Pleuritic pain 4 (<0.1) (63 (<0.1) 5 (<0.1)
Productive cough 0 (\15 1 (<0.1) 1 (<0.1)
Respiratory disorder 1 (<0. 25§3 1 (<0.1) 2 (<0.1)
Sinus pain q§%& \5 1 (<0.1) 2 (<0.1)
Tonsillolith <? 1 (<0.1) 3 (<0.1)
Acute respiratory failure ?>€5 0 1 (<0.1)
Dry throat ) 2 o ) 0 1 (<0.1)
Emphysema Cﬁ (<0.1) 0 1 (<0.1)
Epistaxis ng\ 1 (<0.1) 0 1 (<0.1)
Laryngeal oedema ) C§1> 1 (<0.1) 0 1 (<0.1)
Lower respiratory tract congestion €§y3 1 (<0.1) 0 1 (<0.1)
Painful respiration {%» 1 (<0.1) 0 1 (<0.1)
Paranasal sinus hypersecretion (C&> 1 (<0.1) 0 1 (<0.1)
Pleural effusion 2;(4 2 (<0.1) 0 2 (<0.1)
Pneumonia aspiration (g 1 (<0.1) 0 1 (<0.1)
Pneumonitis §§3 1 (<0.1) 0 1 (<0.1)
Pulmonary congestion E;YQ 1 (<0.1) 0 1 (<0.1)
Pulmonary fibrosis xO 1 (<0.1) 0 1 (<0.1)
Pulmonary mass eﬁﬁs 1 (<0.1) 0 1 (<0.1)
Rales 060 1 (<0.1) 0 1 (<0.1)
Sinus pol 1 (<0.1 0 1 (<0.1
polyp c;; ( ) ( )
)
(\\,
S
o
A0

<®°&

Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path:

\\wilbtia\wilbtia0l\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
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ModernaTX, Inc. Page 20 of 38

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.19.1 (QO&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection O(\

Safety Set 'eﬁ)

<\

J4°

Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .cf\ (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
Gastrointestinal disorders 134 (0.9) 139 ngg# 273 (0.9)
Diarrhoea 29 (0.2) % 62 (0.2)
Nausea 26 (0.2) (& 2) 53 (0.2)
Gastrooesophageal reflux disease 5 (<0.1) (\1516 (0.1) 21 (<0.1)
Toothache 10 (<0192 ,&x,\o 13 (<0.1) 23 (<0.1)
Vomiting an \% 12 (<0.1) 20 (<0.1)
Dental caries <? 8 (<0.1) 16 (<0.1)
Abdominal pain 5 (<0.1) 12 (<0.1)
Abdominal pain upper é?} ) 5 (<0.1) 8 (<0.1)
Constipation 0(\ <o.1) 5 (<0.1) 8 (<0.1)
Tnguinal hernia 0&\0 3 (<0.1) 4 (<0.1) 7 (<0.1)
Colitis . (5?5 2 (<0.1) 3 (<0.1) 5 (<0.1)
Haematochezia é"\(\ 0 3 (<0.1) 3 (<0.1)
Hiatus hernia & 1 (<0.1) 3 (<0.1) 4 (<0.1)
Anal fissure «\6 0 2 (<0.1) 2 (<0.1)
Food poisoning 6(\\\ 4 (<0.1) 2 (<0.1) 6 (<0.1)
Gastric ulcer {g 1 (<0.1) 2 (<0.1) 3 (<0.1)
Umbilical hernia be 2 (<0.1) 2 (<0.1) 4 (<0.1)
Abdominal discomfort 6\>Q 3 (<0.1) 1 (<0.1) 4 (<0.1)
Abdominal hernia xO 0 1 (<0.1) 1 (<0.1)
Abdominal pain lower ed 4 (<0.1) 1 (<0.1) 5 (<0.1)
Diabetic gastropa % 0 1 (<0.1) 1 (<0.1)
Diverticulum 0 1 (<0.1) 1 (<0.1)
Duodenal ul 0 1 (<0.1) 1 (<0.1)
Entemtl{:& 1 (<0.1) 1 (<0.1) 2 (<0.1)

O
A0S

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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ModernaTX, Inc. Page 21 of 38
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.19.1
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .C§<5 (N=30351)
Preferred Term n (%) n (%) p&§ n (%)
ol
Gastrointestinal disorders (Cont.) \*Gi
Haemorrhoids 0 é«&ﬂ).l) 1 (<0.1)
Hyperaesthesia teeth 0 QO (<0.1) 1 (<0.1)
Hypoaesthesia oral 0 (\15 1 (<0.1) 1 (<0.1)
Impaired gastric emptying 1 (<O %») 25§3 1 (<0.1) 2 (<0.1)
Irritable bowel syndrome 1 \5 1 (<0.1) 2 (<0.1)
Large intestine perforation gﬁ Qﬁp 1 (<0.1) 1 (<0.1)
Large intestine polyp 6‘6 ( 1 (<0.1) 4 (<0.1)
Mouth ulceration o ,%&Xo 1) 1 (<0.1) 2 (<0.1)
Oesophageal ulcer cﬁ\ 1 (<0.1) 1 (<0.1)
Oesophagitis <§X\ 0 1 (<0.1) 1 (<0.1)
Pancreatitis ‘ ()6 0 1 (<0.1) 1 (<0.1)
Pancreatitis acute G;ya 0 1 (<0.1) 1 (<0.1)
Paraesthesia oral {%» 0 1 (<0.1) 1 (<0.1)
Periodontal disease (C&> 0 1 (<0.1) 1 (<0.1)
Proctalgia ,O(\\\ 0 1 (<0.1) 1 (<0.1)
Proctitis (Q 0 1 (<0.1) 1 (<0.1)
Rectal haemorrhage <§3 0 1 (<0.1) 1 (<0.1)
Rectal prolapse \yg 0 1 (<0.1) 1 (<0.1)
Salivary gland calculus, xO 0 1 (<0.1) 1 (<0.1)
Salivary hypersecret €> 0 1 (<0.1) 1 (<0.1)
Small intestinal (@éﬁlﬁectlon 1 (<0.1) 1 (<0.1) 2 (<0.1)
Stomatitis 0 1 (<0.1) 1 (<0.1)
Swollen tog@ 0 1 (<0.1) 1 (<0.1)
Tooth 1m ed 1 (<0.1) 1 (<0.1) 2 (<0.1)
O
A0S

@0&

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.
Program Path:

\\wilbtia\wilbtia0l\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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ModernaTX, Inc. Page 22 of 38

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.19.1 (QO&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .Cf\ (N=30351)
Preferred Term n (%) n (%) (\6\ n (%)
| | | o
Gastrointestinal disorders (Cont.) *
Volvulus 0 é«&lﬂa 1) 1 (<0.1)
Aphthous ulcer 1 (<0.1) 1 (<0.1)
Duodenal ulcer haemorrhage 1 (<0.1) (\ 1 (<0.1)
Dyspepsia 2 (<0. \) 25§3 0 2 (<0.1)
Femoral hernia 1 an \\ 0 1 (<0.1)
Flatulence <? 0 1 (<0.1)
Gastric perforation 0 1 (<0.1)
Gastritis %?} ) 0 2 (<0.1)
Gastrointestinal haemorrhage Cﬁ\ <O.l) 0 1 (<0.1)
Gingival swelling \>\<\ 1 (<0.1) 0 1 (<0.1)
Intestinal obstruction ) C§1> 1 (<0.1) 0 1 (<0.1)
Lip swelling é"\(\ 2 (<0.1) 0 2 (<0.1)
Loose tooth & 1 (<0.1) 0 1 (<0.1)
Noninfective gingivitis «\6 1 (<0.1) 0 1 (<0.1)
Oral cavity fistula ,O(\\\ 1 (<0.1) 0 1 (<0.1)
Oral pain (‘(' 1 (<0.1) 0 1 (<0.1)
Palatal oedema QO 1 (<0.1) 0 1 (<0.1)
Retching 6\>Q 1 (<0.1) 0 1 (<0.1)
xO
Hepatobiliary disorders eﬁ> 1 (<0.1) 12 (<0.1) 13 (<0.1)
Cholelithiasis \)6 0 6 (<0.1) 6 (<0.1)
Cholecystltls ‘Oe 0 2 (<0.1) 2 (<0.1)
Bile duct {5 0 1 (<0.1) 1 (<0.1)
Cholecys%ﬁ& s acute 0 1 (<0.1) 1 (<0.1)
PO
A0S

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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ModernaTX, Inc. Page 23 of 38
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.19.1 6(60&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .cf\ (N=30351)
Preferred Term n (%) n (%) (\6\ n (%)
ol
Hepatobiliary disorders (Cont.) \*Gi
Hepatic mass 0 é«&ﬂ).n 1 (<0.1)
Hepatic steatosis 0 QO (<0.1) 1 (<0.1)
Hepatic cyst 1 (<0.1) 0 1 (<0.1)
O 6<\O°
Skin and subcutaneous tissue disorders 68 QS%}4 Q6; 79 (0.5) 147 (0.5)
Rash 10¢ J?QQ 10 (<0.1) 20 (<0.1)
Dermatitis contact ﬁi ( N 9 (<0.1) 19 (<0.1)
Pruritus @7 b ) 6 (<0.1) 10 (<0.1)
Urticaria 2 0(\ (<0.1) 6 (<0.1) 9 (<0.1)
Acne 0{\(\ 4 (<0.1) 5 (<0.1) 9 (<0.1)
Dermatitis ° 2 (<0.1) 5 (<0.1) 7 (<0.1)
Actinic keratosis »{_\(\q 0 4 (<0.1) 4 (<0.1)
Erythema (\(3 3 (<0.1) 4 (<0.1) 7 (<0.1)
Rash maculo-papular (C&> 0 3 (<0.1) 3 (<0.1)
Rosacea o 2 (<0.1) 3 (<0.1) 5 (<0.1)
Skin lesion (‘6 3 (<0.1) 3 (<0.1) 6 (<0.1)
Dermatitis atopic QO 1 (<0.1) 2 (<0.1) 3 (<0.1)
Neurodermatitis e}ﬁg 0 2 (<0.1) 2 (<0.1)
Pityriasis rosea ‘53 0 2 (<0.1) 2 (<0.1)
Alopecia ed 1 (<0.1) 1 (<0.1) 2 (<0.1)
Blister \)6 1 (<0.1) 1 (<0.1) 2 (<0.1)
Dermal cyst ‘Oe 2 (<0.1) 1 (<0.1) 3 (<0.1)
Dermatitis &Q\Qrgic 1 (<0.1) 1 (<0.1) 2 (<0.1)
Eczema cj} 0 1 (<0.1) 1 (<0.1)
(\\,
e
o
AQ

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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ModernaTX, Inc. Page 24 of 38
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.19.1
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .C§<5 (N=30351)
Preferred Term n (%) n (%) p&§ n (%)
ol
Skin and subcutaneous tissue disorders (Cont.) ,* ()
Hand dermatitis 0 é«&ﬂ).n 1 (<0.1)
Hidradenitis 0 QO (<0.1) 1 (<0.1)
Hyperhidrosis 2 (<0.1) . ° 1 (<0.1) 3 (<0.1)
Ingrowing nail 0 €>> 25§3 1 (<0.1) 1 (<0.1)
Lichen planus 0 Qﬁb‘ \% 1 (<0.1) 1 (<0.1)
Nail disorder ggo €§j9 1 (<0.1) 1 (<0.1)
Precancerous skin lesion €>ﬁ5 \gﬁ\ 1 (<0.1) 1 (<0.1)
Rash erythematous Ggf\ . \® 1 (<0.1) 1 (<0.1)
Rash macular o 1 (<0.1) 1 (<0.1)
Rash papular ng\ 2 (<0.1) 1 (<0.1) 3 (<0.1)
Rash pruritic ) (5?5 1 (<0.1) 1 (<0.1) 2 (<0.1)
Rash vesicular G;yﬁ 0 1 (<0.1) 1 (<0.1)
Seborrhoeic dermatitis €%~ 1 (<0.1) 1 (<0.1) 2 (<0.1)
Skin ulcer (C&> 0 1 (<0.1) 1 (<0.1)
Urticaria papular 2;(4 2 (<0.1) 1 (<0.1) 3 (<0.1)
Angioedema (Q 3 (<0.1) 0 3 (<0.1)
Cold sweat §§3 1 (<0.1) 0 1 (<0.1)
Dermatitis bullous E;YQ 1 (<0.1) 0 1 (<0.1)
Dry skin xO 1 (<0.1) 0 1 (<0.1)
Ecchymosis €> 3 (<0.1) 0 3 (<0.1)
Idiopathic urtlcai%é> 1 (<0.1) 0 1 (<0.1)
Ingrown halr 1 (<0.1) 0 1 (<0.1)
Lichenoid %@ osis 1 (<0.1) 0 1 (<0.1)
Livedo r ularis 1 (<0.1) 0 1 (<0.1)
PO
A0S

@0&

event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.

MedDRA version 23.0.
Program Path:

\\wilbtia\wilbtia0l\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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ModernaTX, Inc.
mRNA-1273-P301

Page 25 of 38

EUA (Data Extraction Date:

25N0V2020)

Table 14.3.1.19.1 eﬁeﬁﬁ

Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Afteg’é%y

Injection . O(\
Safety Set '6&\
<\
J4°
Placebo mRNA-1273 O\ Total

System Organ Class (N=15166) (N=15185) .0(\6 (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
X'

Skin and subcutaneous tissue disorders (Cont.) \x e*

Night sweats 1 (<0.1) é$1y3 1 (<0.1)

Psoriasis 1 (<0.1) 1 (<0.1)

Scab 1 (<0.1) . (\6 0 1 (<0.1)

Skin mass 1 (<0. C?Sﬁ) 0 1 (<0.1)
o \

Musculoskeletal and connective tissue disorders 16 (08.1? 180 (1.2) 343 (1.1)
Arthralgia 1) '¢%CQ 29 (0.2) 61 (0.2)
Myalgia ((55 23540.2) 23 (0.2) 46  (0.2)
Back pain 2 cgs (0.2) 18 (0.1) 49  (0.2)
Neck pain <§X\ 6 (<0.1) 15 (<0.1) 21 (<0.1)
Muscle spasms ° 6 (<0.1) 12 (<0.1) 18 (<0.1)
Pain in extremity ‘\(\q 17 (0.1) 11 (<0.1) 28 (<0.1)
Musculoskeletal pain {%ﬁi 5 (<0.1) 10 (<0.1) 15 (<0.1)
Tendonitis «\6 7 (<0.1) 8 (<0.1) 15 (<0.1)
Arthritis o 1 (<0.1) 6 (<0.1) 7 (<0.1)
Musculoskeletal chest pain (\'6 5 (<0.1) 6 (<0.1) 11 (<0.1)
Osteoarthritis <§3 10 (<0.1) 6 (<0.1) 16 (<0.1)
Bursitis 6\>Q 4 (<0.1) 5 (<0.1) 9 (<0.1)
Intervertebral disc proar*%@ion 1 (<0.1) 4 (<0.1) 5 (<0.1)
Rotator cuff syndrome e 4 (<0.1) 4 (<0.1) 8 (<0.1)
Joint swelling \§5 0 3 (<0.1) 3 (<0.1)
Muscle tightne Kfa 0 3 (<0.1) 3 (<0.1)
Musculoskel p@ stiffness 0 3 (<0.1) 3 (<0.1)
Spinal s%éﬁééis 1 (<0.1) 3 (<0.1) 4 (<0.1)

e
o
A0

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
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ModernaTX, Inc. Page 26 of 38
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.19.1 6(60&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .cf\ (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
ol

Musculoskeletal and connective tissue disorders ,* e
(Cont.) 26\
Trigger finger 0 (Qé (<0.1) 3 (<0.1)
Exostosis 1 (<0.1) . (\15 2 (<0.1) 3 (<0.1)
Muscular weakness 0 €>> 25§3 2 (<0.1) 2 (<0.1)
Neck mass 0 Q0 \% 2 (<0.1) 2 (<0.1)
Osteopenia %(O QQQ 2 (<0.1) 2 (<0.1)
Osteoporosis €>ﬁ5 'Cﬁ\ 2 (<0.1) 2 (<0.1)
Spinal osteoarthritis eﬁa ,%?ﬁko.l) 2 (<0.1) 4 (<0.1)
Bone pain o 1 (<0.1) 1 (<0.1)
Fibromyalgia 0&\0 2 (<0.1) 1 (<0.1) 3 (<0.1)
Flank pain ) (5?5 1 (<0.1) 1 (<0.1) 2 (<0.1)
Floating patella e‘\(\ 0 1 (<0.1) 1 (<0.1)
Fracture nonunion <%~ 0 1 (<0.1) 1 (<0.1)
Groin pain «\6 0 1 (<0.1) 1 (<0.1)
Intervertebral disc degeneration 2;(4 1 (<0.1) 1 (<0.1) 2 (<0.1)
Joint range of motion decreased (Q 1 (<0.1) 1 (<0.1) 2 (<0.1)
Joint stiffness QO 0 1 (<0.1) 1 (<0.1)
Limb discomfort 6\>Q 0 1 (<0.1) 1 (<0.1)
Muscle twitching xO 0 1 (<0.1) 1 (<0.1)
Periarthritis eﬁﬁs 1 (<0.1) 1 (<0.1) 2 (<0.1)
Plantar fasciitis \O) 1 (<0.1) 1 (<0.1) 2 (<0.1)
Rheumatoid art erls 0 1 (<0.1) 1 (<0.1)
Spondylolys{\\s\o 0 1 (<0.1) 1 (<0.1)
Tendon di der 0 1 (<0.1) 1 (<0.1)

e

o

A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.19.1
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .C§<5 (N=30351)
Preferred Term n (%) n (%) (\6\ n (%)
X'
Musculoskeletal and connective tissue disorders \\Gf#
(Cont.) 26\
Undifferentiated connective tissue disease 0 (Qi (<0.1) 1 (<0.1)
Axillary mass 2 (<0. l) (\6 0 2 (<0.1)
Bone lesion 1 (<0. 25§3 0 1 (<0.1)
Cervical spinal stenosis QS%} \5 0 1 (<0.1)
Costochondritis <? 0 3 (<0.1)
Femoroacetabular impingement 2595 0 1 (<0.1)
Intervertebral disc disorder Ggf\ f} O ) 0 1 (<0.1)
Musculoskeletal disorder Cﬁ (<0.1) 0 1 (<0.1)
Myositis 0&\0 1 (<0.1) 0 1 (<0.1)
Pain in jaw ‘ Q’O 1 (<0.1) 0 1 (<0.1)
Polymyalgia rheumatica e‘\(\ 1 (<0.1) 0 1 (<0.1)
Synovial cyst (\(~ 2 (<0.1) 0 2 (<0.1)
Synovitis (C&> 1 (<0.1) 0 1 (<0.1)
Vertebral foraminal stenosis 2;(4 1 (<0.1) 0 1 (<0.1)
Renal and urinary disorders QﬁyﬁL 33 (0.2) 24  (0.2) 57 (0.2)
Nephrolithiasis 6\>Q 18 (0.1) 9 (<0.1) 27 (<0.1)
Dysuria xf) 2 (<0.1) 2 (<0.1) 4 (<0.1)
Urinary hesitation eﬁ> 0 2 (<0.1) 2 (<0.1)
Acute kidney injur \)5 1 (<0.1) 1 (<0.1) 2 (<0.1)
Chronic kidney.d¥s€ase 0 1 (<0.1) 1 (<0.1)
Cystitis in itial 0 1 (<0.1) 1 (<0.1)
Haematurkgb 4 (<0.1) 1 (<0.1) 5 (<0.1)
PO
A0S

Percentages are based on the number of safety subjects.

MedDRA version 23.0.
Program Path:

\\wilbtia\wilbtia0l\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.19.1 6(60&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .cf\ (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
ol

Renal and urinary disorders (Cont.) \*Gi
Hydronephrosis 0 é«&ﬂ).n 1 (<0.1)
Hypertonic bladder 0 QO (<0.1) 1 (<0.1)
Lower urinary tract symptoms 0 . (\15 1 (<0.1) 1 (<0.1)
Pollakiuria 1 (<0.1\0 ,&x,\o 1 (<0.1) 2 (<0.1)
Renal cyst 1 (¢901) O 1 (<0.1) 2 (<0.1)
Renal pain §(0 6QQ 1 (<0.1) 1 (<0.1)
Ureterolithiasis €>ﬁ5 'Cﬁ\ 1 (<0.1) 1 (<0.1)
Urinary incontinence Ggf\ . 2&&0.1) 1 (<0.1) 2 (<0.1)
Urinary retention oM (<0.1) 1 (<0.1) 3 (<0.1)
Bladder prolapse Qﬁx\ 1 (<0.1) 0 1 (<0.1)
Chromaturia ‘ ()6 1 (<0.1) 0 1 (<0.1)
Micturition urgency €§y3 2 (<0.1) 0 2 (<0.1)
Renal mass & 1 (<0.1) 0 1 (<0.1)
Urge incontinence \‘<C&> 1 (<0.1) 0 1 (<0.1)

Reproductive system and breast disor%ﬁi@ﬁ\ 23 (0.2) 30 (0.2) 53 (0.2)
Pelvic pain QO 0 3 (<0.1) 3 (<0.1)
Benign prostatic hyperplasiae\)Q 5 (<0.1) 2 (<0.1) 7 (<0.1)
Dysmenorrhoea ‘53 0 2 (<0.1) 2 (<0.1)
Prostatitis 6@6 4 (<0.1) 2 (<0.1) 6 (<0.1)
Uterine haemorrha%g\) 0 2 (<0.1) 2 (<0.1)
Adenomyosis ko) 0 1 (<0.1) 1 (<0.1)
Adnexal torsd 0 1 (<0.1) 1 (<0.1)
Balanopoqﬁb'tis 0 1 (<0.1) 1 (<0.1)

e

o

A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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ModernaTX, Inc. Page 29 of 38
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.19.1 6(60&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .cf\ (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
ol

Reproductive system and breast disorders (Cont.) ,* ()
Breast cyst 0 é«&ﬂ).n 1 (<0.1)
Breast disorder 0 (<0.1) 1 (<0.1)
Breast mass 1 (<0.1) . A0 1 (<0.1) 2 (<0.1)
Breast pain 0 €>> 25§3 1 (<0.1) 1 (<0.1)
Cervical dysplasia 1 ésgbl) Q6; 1 (<0.1) 2 (<0.1)
Dysfunctional uterine bleeding \¢ . Qﬁp 1 (<0.1) 2 (<0.1)
Erectile dysfunction 2 4@(&? 1 (<0.1) 2 (<0.1)
Gynaecomastia Ggf\ . & 1 (<0.1) 1 (<0.1)
Menopausal symptoms Cﬁ\ 1 (<0.1) 1 (<0.1)
Menorrhagia <§X\ 0 1 (<0.1) 1 (<0.1)
Menstrual disorder ) (5?5 0 1 (<0.1) 1 (<0.1)
Nipple exudate bloody G;ya 0 1 (<0.1) 1 (<0.1)
Ovarian cyst & 2 (<0.1) 1 (<0.1) 3 (<0.1)
Uterine polyp (C&> 0 1 (<0.1) 1 (<0.1)
Vaginal discharge ,O(\\\ 0 1 (<0.1) 1 (<0.1)
Vulvovaginal pain (‘(' 0 1 (<0.1) 1 (<0.1)
Amenorrhoea QO 1 (<0.1) 0 1 (<0.1)
Bartholin's cyst 6\>Q 1 (<0.1) 0 1 (<0.1)
Cystocele xO 1 (<0.1) 0 1 (<0.1)
Endometriosis eﬁﬁs 1 (<0.1) 0 1 (<0.1)
Ovarian cyst ruthgé& 2 (<0.1) 0 2 (<0.1)
Pelvic discomfer 1 (<0.1) 0 1 (<0.1)
Uterine cysf(\ 1 (<0.1) 0 1 (<0.1)
Vulvovae'gﬁ discomfort 1 (<0.1) 0 1 (<0.1)

e

o

A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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ModernaTX, Inc. Page 30 of 38

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.19.1 (QO&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .cf\ (N=30351)
Preferred Term n (%) n (%) (\6\ n (%)

Congenital, familial and genetic disorders 2 (<0.1) 3 Qxf§# 5 (<0.1)
Arnold-Chiari malformation 0 é 2 (<0.1)
Dermoid cyst 0 QO (<0.1) 1 (<0.1)
Hydrocele 2 (<0. l) Cﬁ\?> 0 2 (<0.1)

\

General disorders and administration site 110 &g§ V@jﬁL 115 (0.8) 225  (0.7)
conditions O
Fatigue €§\3 42 (0.3) 92 (0.3)
Pain é§> 18 (0.1) 32 (0.1)
Chills (<0.1) 12 (<0.1) 25 (<0.1)
Pyrexia 0’&\0 (<0.1) 11 (<0.1) 21 (<0.1)
Injection site erythema ° 1 (<0.1) 9 (<0.1) 10 (<0.1)
Injection site pain »{_\(\q 3 (<0.1) 8 (<0.1) 11 (<0.1)
Injection site induration & 0 6 (<0.1) 6 (<0.1)
Chest discomfort (C&> 7 (<0.1) 5 (<0.1) 12 (<0.1)
Chest pain (\\\ 3 (<0.1) 5 (<0.1) 8 (<0.1)
Injection site swelling ("O 0 5 (<0.1) 5 (<0.1)
Injection site rash QO 0 4 (<0.1) 4 (<0.1)
Non-cardiac chest pain e}ﬁg 4 (<0.1) 3 (<0.1) 7 (<0.1)
Swelling face xS) 1 (<0.1) 3 (<0.1) 4 (<0.1)
Oedema peripheral €> 3 (<0.1) 2 (<0.1) 5 (<0.1)
Adverse drug reac%éob 0 1 (<0.1) 1 (<0.1)
Axillary pain ,&‘0 1 (<0.1) 1 (<0.1) 2 (<0.1)
Crying (\ 0 1 (<0.1) 1 (<0.1)
Cyst sz\ 1 (<0.1) 1 (<0.1) 2 (<0.1)

PO
A0S

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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ModernaTX, Inc. Page 31 of 38
mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.19.1 6(60&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .cf\ (N=30351)
Preferred Term n (%) n (%) (\6\ n (%)
ol
General disorders and administration site ,* e
conditions (Cont.) 26\
Feeling hot 1 (<0.1) (Qi (<0.1) 2 (<0.1)
Granuloma 0 091 (<0.1) 1 (<0.1)
Hernia 0 oo ’&"\O 1 (<0.1) 1 (<0.1)
Induration 0 Q’a' \% 1 (<0.1) 1 (<0.1)
Inflammation §(0 QQ 1 (<0.1) 1 (<0.1)
Injection site lymphadenopathy €>f3 ( 1 1 (<0.1) 2 (<0.1)
Injection site pruritus o ,%&Xo.l) 1 (<0.1) 2 (<0.1)
Injection site warmth (o) 1 (<0.1) 1 (<0.1)
Injury associated with device \953 0 1 (<0.1) 1 (<0.1)
Malaise . q 1 (<0.1) 1 (<0.1) 2 (<0.1)
Mass e,‘—\(\ 0 1 (<0.1) 1 (<0.1)
Nodule & 0 1 (<0.1) 1 (<0.1)
Peripheral swelling «\6 4 (<0.1) 1 (<0.1) 5 (<0.1)
Vessel puncture site haematoma 2;(4 0 1 (<0.1) 1 (<0.1)
Asthenia (‘(, 2 (<0.1) 0 2 (<0.1)
Facial pain QO 1 (<0.1) 0 1 (<0.1)
Gait disturbance 6\>Q 2 (<0.1) 0 2 (<0.1)
Hangover xO 1 (<0.1) 0 1 (<0.1)
Impaired healing ed 1 (<0.1) 0 1 (<0.1)
Incarcerated herni 1 (<0.1) 0 1 (<0.1)
Influenza likese\ﬂness 1 (<0.1) 0 1 (<0.1)
Injection S{\C(,Obruising 2 (<0.1) 0 2 (<0.1)
Medical ice site inflammation 1 (<0.1) 0 1 (<0.1)
e
o

2oC
'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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ModernaTX, Inc. Page 32 of 38

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.19.1 (60&

Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&é&y

Injection O(\

Safety Set '2§>

<\
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .cf\ (N=30351)
Preferred Term n (%) n (%) (\6\ n (%)
ol
General disorders and administration site ,* e
conditions (Cont.) Qﬁ\
Pelvic mass 1 (<0.1) <Q5 1 (<0.1)
Precancerous condition 2 (<0. l) Cﬁ\?> 0 2 (<0.1)
\

Investigations &g} V@jﬁL 24 (0.2) 47 (0.2)
Hepatic enzyme increased §SC) 255@ 3 (<0.1) 3 (<0.1)
Transaminases increased 3 (<0.1) 3 (<0.1)
Blood pressure increased é?ﬂ§% 1) 2 (<0.1) 5 (<0.1)
Blood pressure systolic increased Cﬁ\ (<0.1) 2 (<0.1) 3 (<0.1)
Hormone level abnormal \) 2 (<0.1) 2 (<0.1)
Aspartate aminotransferase increased O 1 (<0.1) 1 (<0.1)
Blood cholesterol increased ‘XCSé 1 (<0.1) 1 (<0.1) 2 (<0.1)
Blood glucose decreased {%ﬁi 0 1 (<0.1) 1 (<0.1)
Blood potassium decreased (C&> 1 (<0.1) 1 (<0.1) 2 (<0.1)
Blood pressure diastolic increased (Q{ 0 1 (<0.1) 1 (<0.1)
Blood triglycerides increased {Q 0 1 (<0.1) 1 (<0.1)
Cardiac murmur O 1 (<0.1) 1 (<0.1) 2 (<0.1)
Electrocardiogram T wave inv, féig 0 1 (<0.1) 1 (<0.1)
Fibrin D dimer increase ‘53 0 1 (<0.1) 1 (<0.1)
Glycosylated haemoglopb@h* increased 1 (<0.1) 1 (<0.1) 2 (<0.1)
Heart rate irregulas) 1 (<0.1) 1 (<0.1) 2 (<0.1)
Hepatic enzyme,a¥hdrmal 0 1 (<0.1) 1 (<0.1)
Influenza A Us test positive 0 1 (<0.1) 1 (<0.1)
Neutrophkgb ount increased 0 1 (<0.1) 1 (<0.1)

o
2o
Qaﬁftreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.19.1 (QO&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total
System Organ Class (N=15166) (N=15185) .cf\ (N=30351)
Preferred Term n (%) n (%) (\6\ n (%)
ol
Investigations (Cont.) ,* ()
Oxygen saturation decreased 1 (<0.1) é/&ﬂ).l) 2 (<0.1)
Thyroid function test abnormal 0 QO (<0.1) 1 (<0.1)
Alanine aminotransferase increased 1 (<0.1) Q 0 1 (<0.1)
Blood glucose increased 2 (<0. %») 25§3 0 2 (<0.1)
Blood iron decreased 2 QS%} \5 0 2 (<0.1)
Blood prolactin increased \¢ Qﬁp 0 1 (<0.1)
Blood testosterone decreased €>f3 (?905? 0 2 (<0.1)
Brain natriuretic peptide increased e . 2&&0.1) 0 1 (<0.1)
Heart rate increased cﬁ\ (<0.1) 0 1 (<0.1)
International normalised ratio increased \fL 1 (<0.1) 0 1 (<0.1)
Lipase increased ) (; 1 (<0.1) 0 1 (<0.1)
Vitamin B12 decreased e‘\(\ 1 (<0.1) 0 1 (<0.1)
Vitamin D decreased ’6(\(\ 1 (<0.1) 0 1 (<0.1)
Injury, poisoning and procedural compllce@ﬁons 170 (1.1) 164 (1.1) 334 (1.1)
Skin laceration {Q 25 (0.2) 19 (0.1) 44 (0.1)
Ligament sprain <§) 7 (<0.1) 17 (0.1) 24 (<0.1)
Muscle strain e}ﬁg 11 (<0.1) 13 (<0.1) 24 (<0.1)
Foot fracture ‘53 8 (<0.1) 10 (<0.1) 18 (<0.1)
Limb injury €§5 6 (<0.1) 10 (<0.1) 16 (<0.1)
Procedural pain \§5 11 (<0.1) 8 (<0.1) 19 (<0.1)
Arthropod bite,&\O(a 7 (<0.1) 7 (<0.1) 14 (<0.1)
Fall 6 (<0.1) 7 (<0.1) 13 (<0.1)
Tooth fr@ﬁfare 9 (<0.1) 7 (<0.1) 16 (<0.1)
PO
A0S

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44

323



ModernaTX, Inc. Page 34 of 38

mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)
Table 14.3.1.19.1 (QO&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .cf\ (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
ol

Injury, poisoning and procedural complications ,* e
(Cont.) 26\
Concussion 4 (<0.1) (Qé (<0.1) 9 (<0.1)
Hand fracture 1 (<0. l) (\15 4 (<0.1) 5 (<0.1)
Meniscus injury 3 (<0. ,&x,\o 4 (<0.1) 7 (<0.1)
Rib fracture an \% 4 (<0.1) 5 (<0.1)
Wrist fracture <? 4 (<0.1) 5 (<0.1)
Animal bite 66 3 (<0.1) 9 (<0.1)
Arthropod sting e é?} ) 3 (<0.1) 6 (<0.1)
Contusion Cﬁ\ (<O.l) 3 (<0.1) 12 (<0.1)
Bone contusion Qﬁx\ 1 (<0.1) 2 (<0.1) 3 (<0.1)
Cartilage injury ) qa 1 (<0.1) 2 (<0.1) 3 (<0.1)
Cervical vertebral fracture €§y3 0 2 (<0.1) 2 (<0.1)
Epicondylitis <V~ 1 (<0.1) 2 (<0.1) 3 (<0.1)
Facial bones fracture (C&> 0 2 (<0.1) 2 (<0.1)
Head injury 6(\\\ 1 (<0.1) 2 (<0.1) 3 (<0.1)
Ligament injury (‘(' 0 2 (<0.1) 2 (<0.1)
Ligament rupture QO 1 (<0.1) 2 (<0.1) 3 (<0.1)
Muscle rupture e}yg 1 (<0.1) 2 (<0.1) 3 (<0.1)
Post-traumatic pain KS) 1 (<0.1) 2 (<0.1) 3 (<0.1)
Road traffic acciden Qﬁ> 4 (<0.1) 2 (<0.1) 6 (<0.1)
Tendon rupture 2 (<0.1) 2 (<0.1) 4 (<0.1)
Upper limb fra@@&} 0 2 (<0.1) 2 (<0.1)
Alcohol poa@ 0 1 (<0.1) 1 (<0.1)
Animal s ch 0 1 (<0.1) 1 (<0.1)

&
A0S

ébketreatment emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.19.1 6(60&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .cf\ (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
ol

Injury, poisoning and procedural complications e
(Cont.) <Q4
Ankle fracture 4 (<0.1) (Qi (<0.1) 5 (<0.1)
Back injury 2 (<0.1) . (\6 1 (<0.1) 3 (<0.1)
Bone fragmentation 0 €>> 25§3 1 (<0.1) 1 (<0.1)
Burns first degree 0 a2 A\ 1 (<0.1) 1 (<0.1)
Burns second degree (Qé% lé&%p 1 (<0.1) 2 (<0.1)
Clavicle fracture €>ﬁ5 Xo) 1 (<0.1) 1 (<0.1)
Corneal abrasion eﬁa ,%@R&O.l) 1 (<0.1) 4 (<0.1)
Craniocerebral injury o 1 (<0.1) 1 (<0.1)
Femoral neck fracture <§X\ 0 1 (<0.1) 1 (<0.1)
Fibula fracture ) (3 1 (<0.1) 1 (<0.1) 2 (<0.1)
Hip fracture e;yB 1 (<0.1) 1 (<0.1) 2 (<0.1)
Injury (\(~ 0 1 (<0.1) 1 (<0.1)
Joint dislocation (C&> 0 1 (<0.1) 1 (<0.1)
Joint injury 6(\\\ 2 (<0.1) 1 (<0.1) 3 (<0.1)
Lower limb fracture (Q 1 (<0.1) 1 (<0.1) 2 (<0.1)
Lumbar vertebral fracture QO 1 (<0.1) 1 (<0.1) 2 (<0.1)
Meniscus cyst 6\>Q 0 1 (<0.1) 1 (<0.1)
Nasal injury xO 0 1 (<0.1) 1 (<0.1)
Overdose eﬁﬁs 0 1 (<0.1) 1 (<0.1)
Patella fracture \O) 1 (<0.1) 1 (<0.1) 2 (<0.1)
Periorbital haem$toma 0 1 (<0.1) 1 (<0.1)
Periorbital ﬁé@morrhage 0 1 (<0.1) 1 (<0.1)
Post proqéﬁg}al haemorrhage 1 (<0.1) 1 (<0.1) 2 (<0.1)

e

o

A0

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
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mRNA-1273-P301 EUA (Data Extraction Date: 25N0OV2020)

Table 14.3.1.19.1 6(60&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Aftgg&&ﬁy
Injection ,O(\
Safety Set 'eﬁ)
<\
J4°
Placebo mRNA-1273 (ﬁ Total

System Organ Class (N=15166) (N=15185) .cf\ (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
ol

Injury, poisoning and procedural complications ,* e
(Cont.) 26\
Post procedural swelling 0 (Qi (<0.1) 1 (<0.1)
Post-traumatic neck syndrome 0 . (\15 1 (<0.1) 1 (<0.1)
Scar 1 (<0.1\ ,&x,\o 1 (<0.1) 2 (<0.1)
Spinal compression fracture 0 Qﬁb‘ Q6; 1 (<0.1) 1 (<0.1)
Stab wound §(0 oF 1 (<0.1) 1 (<0.1)
Stress fracture 295 (e 1 (<0.1) 6 (<0.1)
Subdural haematoma o ,%3’0 1 (<0.1) 1 (<0.1)
Tendon injury o 1 (<0.1) 1 (<0.1)
Thermal burn G 1 <0. 1 (<0.1) 2 (<0.1)
Tooth injury ) Q’O 1 (<0.1) 1 (<0.1) 2 (<0.1)
Traumatic liver injury e‘\(\ 0 1 (<0.1) 1 (<0.1)
Uterine rupture 295& 0 1 (<0.1) 1 (<0.1)
Exposure to SARS-CoV-2 qﬁ 1 (<0.1) 0 1 (<0.1)
Eye injury 6(\\\ 1 (<0.1) 0 1 (<0.1)
Foreign body (Q 2 (<0.1) 0 2 (<0.1)
Foreign body in ear QO 1 (<0.1) 0 1 (<0.1)
Iliotibial band syndrome 6\>Q 1 (<0.1) 0 1 (<0.1)
Immunisation anxiety relat@d reaction 1 (<0.1) 0 1 (<0.1)
Injection related re n 1 (<0.1) 0 1 (<0.1)
Post procedural h%imé oma 1 (<0.1) 0 1 (<0.1)
Procedural hae age 2 (<0.1) 0 2 (<0.1)
Pulmonary ¢ sion 1 (<0.1) 0 1 (<0.1)
Respiratefy' fume inhalation disorder 1 (<0.1) 0 1 (<0.1)

e

o

AQ

\E,??treatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
433 event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.
Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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Table 14.3.1.19.1 6(60&
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Afteg’é%y
Injection . O(\
Safety Set '6&\
<\
J4°
Placebo mRNA-1273 O\ Total
System Organ Class (N=15166) (N=15185) .0(\6 (N=30351)
Preferred Term n (%) n (%) (\6\ n (%)
ol
Injury, poisoning and procedural complications \x e
(Cont.) 60
Scratch 1 (<0.1) (\6 1 (<0.1)
Skin abrasion 5 (<0.1) . (\6 0 5 (<0.1)
Superficial injury of eye 1 (<0.15\) 6\,\0 0 1 (<0.1)
Tibia fracture 1 (@3%61) \% 0 1 (<0.1)
Ulna fracture < %QQ 0 1 (<0.1)
Ulnar nerve injury 6‘6 (@(.\l 0 1 (<0.1)
Wound o (.\éa‘&o 1) 0 1 (<0.1)
Surgical and medical procedures 0{\00 11 (<0.1) 10 (<0.1) 21 (<0.1)
Endodontic procedure ° 2 (<0.1) 2 (<0.1) 4 (<0.1)
Ankle arthroplasty »{_\(\q 0 1 (<0.1) 1 (<0.1)
Cataract operation (\(se 1 (<0.1) 1 (<0.1) 2 (<0.1)
Cholecystectomy «\3 0 1 (<0.1) 1 (<0.1)
Curetting of chalazion (\\\ 0 1 (<0.1) 1 (<0.1)
Dental operation (\'6 0 1 (<0.1) 1 (<0.1)
Skin neoplasm excision QO 0 1 (<0.1) 1 (<0.1)
Thyroidectomy 6\>Q 0 1 (<0.1) 1 (<0.1)
Tooth extraction ‘O 1 (<0.1) 1 (<0.1) 2 (<0.1)
Carpal tunnel decomprge&on 1 (<0.1) 0 1 (<0.1)
Foot operation OV 1 (<0.1) 0 1 (<0.1)
Fracture treatr;@&e 1 (<0.1) 0 1 (<0.1)
Hip arthrop{\ v 1 (<0.1) 0 1 (<0.1)
Tooth re 3 (<0.1) 0 3 (<0.1)
e
o

'\gytreatment—emergent adverse event (TEAE) is defined as any event not present before exposure to study vaccination or any
event already present that worsens in intensity or frequency after exposure.
Percentages are based on the number of safety subjects.
MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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Table 14.3.1.19.1 e
Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and Preferred Term up to 28 Days Afteg)’é%y
Injection ,O(\
Safety Set '\@‘\
!
N
Placebo mRNA-1273 0\ Total

System Organ Class (N=15166) (N=15185) .O(\ (N=30351)

Preferred Term n (%) n (%) (\6\ n (%)
Social circumstances 2 (<0.1) 1 KQX@* 3 (<0.1)

Menopause 1 (<0.1) «&&\9.1) 2 (<0.1)

Sexual abuse 1 (<0.1) QO 1 (<0.1)

NG

Product issues 3 (<O.J¢\) x\O 4 (<0.1) 7 (<0.1)

Device breakage 1 (6}31 \‘\C’O 2 (<0.1) 3 (<0.1)

Device dislocation (0 QQQ 1 (<0.1) 1 (<0.1)

Embedded device 6‘6 a0 1 (<0.1) 1 (<0.1)

Device physical property issue e('(\ ’%fb‘k%.l) 0 1 (<0.1)

Lead dislodgement O(\ (<0.1) 0 1 (<0.1)

X0
Xa
AQ
Yo
o\
A
20
<
QO
o
el
N
\06
oL
o
co
(\\,
e

N

NS

event already present that worsens in intensity or frequency after exposure.

Percentages are based on the number of safety subjects.

MedDRA version 23.0.

Program Path: \\wilbtia\wilbtiaOl\Moderna MODMRNA1273P301 U\EUA Nov 2020\TLF\t1403011901.sas 01DEC2020 04:44
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