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7DEOH ��� 6XPPDU\�RI�8QVROLFLWHG�7($(V�XS�WR��� 'D\V�$IWHU�$Q\�,QMHFWLRQ�LQ�
6WXG\ P51$������3�����6DIHW\�6HW� 

 

3ODFHER 
�1 ������ 
Q���� 

P51$����� 
�1 ������� 
Q���� 

7RWDO 
�1 ������� 
Q���� 

Unsolicited TEAEs regardless of relationship to study 
vaccination 

   

All 2949 (19.4) 3325 (21.9) 6274 (20.7) 
Serious 86 (0.6) 82 (0.5) 168 (0.6) 
Fatal 3 (<0.1) 2 (<0.1) 5 (<0.1) 
Medically attended 1276 (8.4) 1215 (8.0) 2491 (8.2) 
Leading to discontinuation from study vaccine 71 (0.5) 41 (0.3) 112 (0.4) 
Leading to discontinuation from participation in the study 0 0 0 
Severe 190 (1.3) 216 (1.4) 406 (1.3) 

Unsolicited TEAEs related to study vaccination    
All 609 (4.0) 1127 (7.4) 1736 (5.7) 
Serious 4 (<0.1) 5 (<0.1) 9 (<0.1) 
Fatal 0 0 0 
Medically attended 73 (0.5) 122 (0.8) 195 (0.6) 
Leading to discontinuation from study vaccine 13 (<0.1) 15 (<0.1) 28 (<0.1) 
Leading to discontinuation from participation in the study 0 0 0 
Severe 29 (0.2) 70 (0.5) 99 (0.3) 

1RWH��$�7($(�LV�GHILQHG�DV�DQ\�HYHQW�QRW�SUHVHQW�EHIRUH�H[SRVXUH�WR�VWXG\�YDFFLQDWLRQ�RU�DQ\�HYHQW�DOUHDG\�SUHVHQW�
WKDW�ZRUVHQV�LQ�LQWHQVLW\�RU�IUHTXHQF\�DIWHU�H[SRVXUH��3HUFHQWDJHV�ZHUH�EDVHG�RQ�WKH�QXPEHU�RI�VDIHW\�
SDUWLFLSDQWV� 

6RXUFH��P51$������3����7DEOH������������ 

7KH�QXPEHUV�DQG�WLWOHV�RI�WKH�P51$������3����WDEOH�UHIHUHQFHG�LQ�WKLV�VHFWLRQ�DUH�DV�IROORZV� 

Table Number Title 
14.3.1.7.1 Summary of Unsolicited TEAE up to 28 Days After Any Injection - Safety Set 
14.3.1.7.3 Summary of Unsolicited TEAE in Overall Stage - Safety Set 

2.5.5.1.2.2 Most Common Unsolicited Adverse Events 

7KH�LQFLGHQFH�RI�XQVROLFLWHG�7($(V�LQ�WKH����GD\V�DIWHU�LQMHFWLRQ�ZDV�JHQHUDOO\�VLPLODU�EHWZHHQ�
SDUWLFLSDQWV�ZKR�UHFHLYHG�P51$������������>�����@�SDUWLFLSDQWV��DQG�WKRVH�ZKR�UHFHLYHG�
SODFHER�������>�����@�SDUWLFLSDQWV��7DEOH �����2YHUDOO��WKH�PRVW�FRPPRQO\�UHSRUWHG�XQVROLFLWHG�
7($(�LQ�DOO�SDUWLFLSDQWV�LQ�WKH����GD\V�DIWHU�LQMHFWLRQ�E\�37�ZDV�KHDGDFKH�
���� >����@ SDUWLFLSDQWV���,Q�WKH�P51$������JURXS��XQVROLFLWHG�7($(V�UHSRUWHG�LQ������RI�
SDUWLFLSDQWV�LQ�WKH��� GD\V�DIWHU�LQMHFWLRQ�E\�37�LQFOXGHG�KHDGDFKH�DQG�IDWLJXH� 
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6LPLODU�UHVXOWV�ZHUH�QRWHG�GXULQJ�WKH�RYHUDOO�VWXG\�SHULRG�DV�RI����1RY�������GDWD�VQDSVKRW�GDWH��
�P51$������3����7DEOH������������� 

7DEOH ��� 6XPPDU\�RI�0RVW�&RPPRQ�8QVROLFLWHG�7($(�5HSRUWHG�E\�DW�/HDVW����RI�
3DUWLFLSDQWV�LQ�$Q\�7UHDWPHQW�*URXS�XS�WR����'D\V�$IWHU�$Q\�,QMHFWLRQ�LQ�
6WXG\ P51$������3�����6DIHW\�6HW� 

6\VWHP�2UJDQ�&ODVV� 
3UHIHUUHG�7HUP 

3ODFHER 
�1 ������ 
Q���� 

P51$����� 
�1 ������ 
Q���� 

7RWDO 
�1 ������ 
Q���� 

Number of participants reporting unsolicited AEs 2949 (19.4) 3325 (21.9) 6274 (20.7) 
Number of unsolicited AEs 5348 6157 11505 
Nervous system disorders 552 (3.6) 624 (4.1) 1176 (3.9) 

Headache 409 (2.7) 435 (2.9) 844 (2.8) 
Respiratory, thoracic and mediastinal disorders 522 (3.4) 480 (3.2) 1002 (3.3) 

Cough 143 (0.9) 148 (1.0) 291 (1.0) 
Oropharyngeal pain 184 (1.2) 137 (0.9) 321 (1.1) 

Gastrointestinal disorders 387 (2.6) 426 (2.8) 813 (2.7) 
Diarrhoea 147 (1.0) 178 (1.2) 325 (1.1) 

Musculoskeletal and connective tissue disorders 521 (3.4) 586 (3.9) 1107 (3.6) 
Arthralgia 152 (1.0) 174 (1.1) 326 (1.1) 
Myalgia 138 (0.9) 172 (1.1) 310 (1.0) 

General disorders and administration site conditions 560 (3.7) 894 (5.9) 1454 (4.8) 
Fatigue 307 (2.0) 344 (2.3) 651 (2.1) 
Injection site pain 49 (0.3) 147 (1.0) 196 (0.6) 

$EEUHYLDWLRQV��0HG'5$� �0HGLFDO�'LFWLRQDU\�IRU�5HJXODWRU\�$FWLYLWLHV� 
1RWHV��$�7($(�LV�GHILQHG�DV�DQ\�HYHQW�QRW�SUHVHQW�EHIRUH�H[SRVXUH�WR�VWXG\�YDFFLQDWLRQ�RU�DQ\�HYHQW�DOUHDG\�SUHVHQW�

WKDW�ZRUVHQV�LQ�LQWHQVLW\�RU�IUHTXHQF\�DIWHU�H[SRVXUH��3HUFHQWDJHV�ZHUH�EDVHG�RQ�WKH�QXPEHU�RI�VDIHW\�
SDUWLFLSDQWV��$OO�$(V�ZHUH�FRGHG�XVLQJ�0HG'5$�9HUVLRQ������ 
8QFRGHG�$(V��IURP�����SDUWLFLSDQWV��DUH�UHSRUWHG�DW�WKLV�LQWHULP�GDWDEDVH�ORFN��KRZHYHU��DOO�$(V�ZLOO�EH�FRGHG�
E\�WKH�WLPH�RI�ILQDO�GDWDEDVH�ORFN�DQG�FOLQLFDO�VWXG\�UHSRUW�VXEPLVVLRQ� 

6RXUFH��P51$������3����7DEOH������������ 

7KH�QXPEHUV�DQG�WLWOHV�RI�WKH�P51$������3����WDEOHV�UHIHUHQFHG�LQ�WKLV�VHFWLRQ�DUH�DV�IROORZV� 

Table Number Title 
14.3.1.8.1 Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term up 

to 28 Days After Any Injection - Safety Set 
14.3.1.8.3 Subject Incidence of Unsolicited TEAE by System Organ Class and Preferred Term in 

Overall Stage - Safety Set 

2.5.5.1.2.3 Treatment-Related Unsolicited Adverse Events  

7UHDWPHQW�UHODWHG�7($(V�ZHUH�UHSRUWHG�E\�������������SDUWLFLSDQWV�ZKR�UHFHLYHG�P51$������
DQG����������� SDUWLFLSDQWV�ZKR�UHFHLYHG�SODFHER��P51$������3����7DEOH���������������,Q�WKH�
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7DEOH ��� 6XPPDU\�RI�8QVROLFLWHG�6HYHUH�7($(V�5HSRUWHG�E\�DW�/HDVW�� 3DUWLFLSDQWV�
LQ�$Q\�7UHDWPHQW�*URXS�XS�WR��� 'D\V�$IWHU�$Q\�,QMHFWLRQ�LQ�
6WXG\ P51$������3�����6DIHW\�6HW� 

6\VWHP�2UJDQ�&ODVV� 
3UHIHUUHG�7HUP 

3ODFHER 
�1 ������ 
Q���� 

P51$����� 
�1 ������ 
Q���� 

7RWDO 
�1 ������ 
Q���� 

Number of participants reporting unsolicited severe 
AEs 

190 (1.3) 216 (1.4) 406 (1.3) 

Number of unsolicited severe AEs 225 275 500 
Nervous system disorders 21 (0.1) 27 (0.2) 48 (0.2) 

Headache 13 (<0.1) 19 (0.1) 32 (0.1) 

Cardiac disorders 13 (<0.1) 11 (<0.1) 24 (<0.1) 
Bradycardia 5 (<0.1) 3 (<0.1) 8 (<0.1) 

Vascular disorders 39 (0.3) 28 (0.2) 67 (0.2) 
Hypertension 29 (0.2) 22 (0.1) 51 (0.2) 

Musculoskeletal and connective tissue disorders 18 (0.1) 24 (0.2) 42 (0.1) 
Myalgia 0 11 (<0.1) 11 (<0.1) 
Arthralgia 2 (<0.1) 10 (<0.1) 12 (<0.1) 
Back pain 5 (<0.1) 1 (<0.1) 6 (<0.1) 

General disorders and administration site conditions 13 (<0.1) 43 (0.3) 56 (0.2) 
Fatigue 7 (<0.1) 12 (<0.1) 19 (<0.1) 
Injection site erythema 0 11 (<0.1) 11 (<0.1) 
Injection site pain 1 (<0.1) 6 (<0.1) 7 (<0.1) 

Investigations 13 (<0.1) 22 (0.1) 35 (0.1) 
Blood pressure increased 7 (<0.1) 10 (<0.1) 17 (<0.1) 
Blood pressure systolic increased 6 (<0.1) 8 (<0.1) 14 (<0.1) 

$EEUHYLDWLRQV��0HG'5$� �0HGLFDO�'LFWLRQDU\�IRU�5HJXODWRU\�$FWLYLWLHV� 
1RWHV��$�7($(�LV�GHILQHG�DV�DQ\�HYHQW�QRW�SUHVHQW�EHIRUH�H[SRVXUH�WR�VWXG\�YDFFLQDWLRQ�RU�DQ\�HYHQW�DOUHDG\�SUHVHQW�

WKDW�ZRUVHQV�LQ�LQWHQVLW\�RU�IUHTXHQF\�DIWHU�H[SRVXUH��3HUFHQWDJHV�ZHUH�EDVHG�RQ�WKH�QXPEHU�RI�VDIHW\�
SDUWLFLSDQWV��$OO�$(V�ZHUH�FRGHG�XVLQJ�0HG'5$�9HUVLRQ������ 
8QFRGHG�$(V��IURP����SDUWLFLSDQWV��DUH�UHSRUWHG�DW�WKLV�LQWHULP�GDWDEDVH�ORFN��KRZHYHU��DOO�$(V�ZLOO�EH�FRGHG�
E\�WKH�WLPH�RI�ILQDO�GDWDEDVH�ORFN�DQG�FOLQLFDO�VWXG\�UHSRUW�VXEPLVVLRQ� 

6RXUFH��P51$������3����7DEOH������������� 

7KH�QXPEHUV�DQG�WLWOHV�RI�WKH�P51$������3����WDEOHV�UHIHUHQFHG�LQ�WKLV�VHFWLRQ�DUH�DV�IROORZV� 

Table Number Title 
14.3.1.17.1 Subject Incidence of Unsolicited Severe TEAE by System Organ Class and Preferred 

Term up to 28 Days After Any Injection - Safety Set 
14.3.1.18.1 Subject Incidence of Unsolicited Treatment-Related Severe TEAE by System Organ 

Class and Preferred Term up to 28 Days After Any Injection - Safety Set 
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2.5.5.1.2.5 Unsolicited Medically Attended Adverse Events 

$Q�0$$(�ZDV�DQ�$(�WKDW�OHG�WR�DQ�XQVFKHGXOHG�YLVLW��LQFOXGLQJ�D�WHOHPHGLFLQH�YLVLW��WR�D�
KHDOWKFDUH�SUDFWLWLRQHU��LQFOXGLQJ�XQVFKHGXOHG�YLVLWV�WR�WKH�VWXG\�VLWH��� 

7KH�LQFLGHQFH�RI�0$$(V�ZLWKLQ����GD\V�RI�LQMHFWLRQ�ZDV�JHQHUDOO\�VLPLODU�EHWZHHQ�SDUWLFLSDQWV�
ZKR�UHFHLYHG�P51$������������>����@�SDUWLFLSDQWV��DQG�WKRVH�ZKR�UHFHLYHG�SODFHER�
����� >����@�SDUWLFLSDQWV��P51$������3����7DEOH��������������� 

7KH�LQFLGHQFH�RI�0$$(V�ZDV�VLPLODU�LQ�WKH�P51$������DQG�SODFHER�JURXSV�������DQG��������
UHVSHFWLYHO\��GXULQJ�WKH�RYHUDOO�VWXG\�SHULRG�DV�RI����1RY�������GDWD�VQDSVKRW�GDWH��
�P51$������3����7DEOH �������������� 

7KH�QXPEHUV�DQG�WLWOHV�RI�WKH�P51$������3����WDEOHV�UHIHUHQFHG�LQ�WKLV�VHFWLRQ�DUH�DV�IROORZV� 

Table Number Title 
14.3.1.19.1 Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and 

Preferred Term up to 28 Days After Any Injection - Safety Set 
14.3.1.19.3 Subject Incidence of Unsolicited Medically-Attended TEAE by System Organ Class and 

Preferred Term in Overall Stage - Safety Set 

2.5.5.1.2.6 Deaths, Other Serious Adverse Events, and Other Significant Unsolicited 
Adverse Events 

2.5.5.1.2.6.1 Deaths 

$�WRWDO�RI���GHDWKV�ZHUH�UHSRUWHG�LQ�6WXG\�P51$������3����WKURXJK����1RY�������GDWD�
VQDSVKRW�GDWH���ZLWK���RFFXUULQJ�LQ�WKH�P51$������JURXS�DQG���RFFXUULQJ�LQ�WKH�SODFHER�JURXS�
�P51$������3����7DEOH �������������$�VXPPDU\�RI�SDUWLFLSDQWV�ZLWK�6$(V�UHVXOWLQJ�LQ�GHDWK�LV�
SUHVHQWHG�LQ�7DEOH ����1RQH�ZHUH�FRQVLGHUHG�UHODWHG�WR�,3�RU�ZHUH�GXH�WR�&29,'����� 
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7DEOH ��� 3DUWLFLSDQWV�ZLWK�6$(V�5HVXOWLQJ�LQ�'HDWK�LQ�6WXG\�P51$������3��� 

Treatment Assignment Preferred Term(s) 
mRNA-1273 Cardio-respiratory arrest 
mRNA-1273 
mRNA-1273 Head injury 
mRNA-1273 Myocardial infarction 
Placebo Systemic inflammatory response syndrome; Dermatitis bullous 
Placebo Myocardial infarction 
Placebo Abdominal injury (intra-abdominal perforation) 
Placebo Cardio-respiratory arrest 
6RXUFH��P51$������3����/LVWLQJ���������� 

7KH�QXPEHU�DQG�WLWOH�RI�WKH�P51$������3����WDEOH�UHIHUHQFHG�LQ�WKLV�VHFWLRQ�DUH�DV�IROORZV� 

Table Number Title 
14.3.1.7.3 Summary of Unsolicited TEAE in Overall Stage - Safety Set 

2.5.5.1.2.6.2 Other Serious Adverse Events 

7KH�LQFLGHQFH�RI�RWKHU�6$(V�LQ�WKH����GD\V�DIWHU�,3�LQMHFWLRQ�ZDV�VLPLODU�EHWZHHQ�WUHDWPHQW�
JURXSV��7DEOH����� 

7KH�LQFLGHQFH�RI�WUHDWPHQW�UHODWHG�6$(V�LQ�WKH����GD\V�DIWHU�,3�LQMHFWLRQ�ZDV�VLPLODU�EHWZHHQ�
WUHDWPHQW�JURXSV��P51$������3����7DEOH�������������� 

7KH�LQFLGHQFH�RI�6$(V�ZDV�VLPLODU�LQ�WKH�P51$������DQG�SODFHER�JURXSV�GXULQJ�WKH�RYHUDOO�
VWXG\�SHULRG�DV�RI����1RY�������GDWD�VQDSVKRW�GDWH���P51$������3����7DEOH�������������DQG�
7DEOH�������������� 

PPD
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