CBER Information Request # 6 (US-1205a — 05Dec2020) - mRNA-1273 P301: Summary of Severe COVID-19 (data retrieved from Medidata Rave 5 Dec 2020)

Subject Demog Health Risk Clinical signs | Respiratory Significant Admission | Additional Included
ID Age/Gender/Race/Ethnicity | Factor for indicative of | failure or acute renal, | toan information in the
Severe severe Acute hepatic or intensive first
COVID19 systemic Respiratory neurologic care unit interim
iliness, Distress dysfunction, | or death analysis
Respiratory | Syndrome (IA1, DS:
Rate > 30 (ARDS), 11-Nov)
per minute, | (defined as
Heart Rate 2 | needing high-
125 beats flow oxygen,
per non-invasive
minute, or mechanical
Sp02 £93% | ventilation, or
on room air ECMO),
at sea level evidence of
or shock
Pa02/FIO2 < | (systolic blood
300 mm Hg, | pressure <90
mmHg,
diastolic
BP < 60 mmHg
or requiring
vasopressors),
53,F,BLACK OR AFRICAN Y (02 sat 93% N N N AE N
AMERICAN,NOT HISPANIC OR 21 Oct) recovered/resolved
US3022233 | LATINO 21 Oct
54,M,WHITE,NOT HISPANIC OR Diabetes Y (lowest 02 sat | N N Y SAE: COVID-19 N
LATINO 87%, 14-16 resulting in death 16
US3032204 Nov) Nov
69,M,WHITE,NOT HISPANIC OR Y (02sat90%, | N N N AE ongoing, not Y
US3142100 | LATINO 1-5 Oct) resolved
57,F, WHITE,NOT HISPANIC OR Y (02 sat 90%, N N N AE ongoing, not N
US3142252 | LATINO 11 Nov) resolved
23,M,WHITE,NOT HISPANIC OR N Y (DBP 59 mmHg N N AE ongoing, not N
US3142255 | LATINO 16 Nov) resolved
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CBER Information Request # 6 (US-1205a — 05Dec2020) - mRNA-1273 P301: Summary of Severe COVID-19 (data retrieved from Medidata Rave 5 Dec 2020)

Subject Demog Health Risk Clinical signs | Respiratory Significant Admission | Additional Included
ID Age/Gender/Race/Ethnicity | Factor for indicative of | failure or acute renal, | toan information in the
Severe severe Acute hepatic or intensive first
COVID19 systemic Respiratory neurologic care unit interim
iliness, Distress dysfunction, | or death analysis
Respiratory | Syndrome (IA1, DS:
Rate > 30 (ARDS), 11-Nov)
per minute, | (defined as
Heart Rate 2 | needing high-
125 beats flow oxygen,
per non-invasive
minute, or mechanical
Sp02 £93% | ventilation, or
on room air ECMO),
at sea level evidence of
or shock
Pa02/FIO2 < | (systolic blood
300 mm Hg, | pressure <90
mmHg,
diastolic
BP < 60 mmHg
or requiring
vasopressors),
75,F,WHITE,NOT HISPANIC OR Y (02 sat 93%, N Y (renal, N AE N
LATINO 15-16 Nov) neurologic recovered/resolved
dysfunction 11 27 Nov
US3162006 Nov)
61,M,WHITE,NOT HISPANIC OR Significant Y (02 sat 93% N N N AE ongoing Y
LATINO Cardiac Disease, 16, 23 Oct)
US3262099 Severe Obesity
46,M,WHITE,NOT HISPANIC OR Y (lowest 02 sat | Y (non-invasive Y (acute renal Y (admitted SAE: N
LATINO 64%, 16 Nov); ventilation 16 dysfunction (16 | to ICU 16 Clinical/radiologic
resp failure, Nov, ECMO 1 Dec) | Nov) Nov) evidence of PNA 16
ARDS 16 Nov Nov; 64% 26 Nov;
outcome of SAE — not
US3272026 resolved)
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CBER Information Request # 6 (US-1205a — 05Dec2020) - mRNA-1273 P301: Summary of Severe COVID-19 (data retrieved from Medidata Rave 5 Dec 2020)

Subject Demog Health Risk Clinical signs | Respiratory Significant Admission | Additional Included
ID Age/Gender/Race/Ethnicity | Factor for indicative of | failure or acute renal, | toan information in the
Severe severe Acute hepatic or intensive first
COVID19 systemic Respiratory neurologic care unit interim
iliness, Distress dysfunction, | or death analysis
Respiratory | Syndrome (IA1, DS:
Rate > 30 (ARDS), 11-Nov)
per minute, | (defined as
Heart Rate 2 | needing high-
125 beats flow oxygen,
per non-invasive
minute, or mechanical
Sp02 £93% | ventilation, or
on room air ECMO),
at sea level evidence of
or shock
Pa02/FIO2 < | (systolic blood
300 mm Hg, | pressure <90
mmHg,
diastolic
BP < 60 mmHg
or requiring
vasopressors),
29,M,WHITE,NOT HISPANIC OR Severe Obesity Y (lowest O2sat | N N N SAE: N
LATINO 91%, 16 Nov) Clinical/radiologic
evidence of PNA 16
Nov; hospitalized 12-
19 Nov); AE resolved
US3272144 29 Nov
44,F,WHITE,HISPANIC OR LATINO Y (lowest 02 sat | N N N SAE: Hospitalized 7-12 | Y
US3272195 85% 5-15 Nov) Nov
59,F, WHITE,NOT HISPANIC OR Severe Obesity Y (lowest O2sat | N N N AE N
LATINO 92% 10,16 Nov) recovered/resolved
US3272196 19 Nov
41,F,NOT REPORTED,HISPANIC OR | Diabetes Y (02 sat 89% Y (DBP 58 mmHg N N AE recovering N
US3272357 | LATINO 17 Nov) 10 Nov)
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CBER Information Request # 6 (US-1205a — 05Dec2020) - mRNA-1273 P301: Summary of Severe COVID-19 (data retrieved from Medidata Rave 5 Dec 2020)

Subject Demog Health Risk Clinical signs | Respiratory Significant Admission | Additional Included
ID Age/Gender/Race/Ethnicity | Factor for indicative of | failure or acute renal, | toan information in the
Severe severe Acute hepatic or intensive first
COVID19 systemic Respiratory neurologic care unit interim
iliness, Distress dysfunction, | or death analysis
Respiratory | Syndrome (IA1, DS:
Rate > 30 (ARDS), 11-Nov)
per minute, | (defined as
Heart Rate 2 | needing high-
125 beats flow oxygen,
per non-invasive
minute, or mechanical
Sp02 £93% | ventilation, or
on room air ECMO),
at sea level evidence of
or shock
Pa02/FIO2 < | (systolic blood
300 mm Hg, | pressure <90
mmHg,
diastolic
BP < 60 mmHg
or requiring
vasopressors),
24,M,WHITE,NOT HISPANIC OR Y (02 sat 85% N N N SAE: Hospitalized 27- | Y
LATINO 27,28 Oct) 29 Oct, resolved 2
Nov;
Clinical/radiologic
evidence of
pneumonia 27 Oct; AE
recovered/resolved 2
US3312605 Nov
68,M,WHITE,NOT HISPANIC OR Hypertension N Y (SBP 88 mmHg N N AE Y
LATINO 30 Sep) recovered/resolved 2
US3332001 Oct
29,F,WHITE,NOT HISPANIC OR Y (02sat91%4 | N N N AE Y
LATINO Nov) recovered/resolved
US3382152 11 Nov
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CBER Information Request # 6 (US-1205a — 05Dec2020) - mRNA-1273 P301: Summary of Severe COVID-19 (data retrieved from Medidata Rave 5 Dec 2020)

Subject Demog Health Risk Clinical signs | Respiratory Significant Admission | Additional Included
ID Age/Gender/Race/Ethnicity | Factor for indicative of | failure or acute renal, | toan information in the
Severe severe Acute hepatic or intensive first
COVID19 systemic Respiratory neurologic care unit interim
iliness, Distress dysfunction, | or death analysis
Respiratory | Syndrome (IA1, DS:
Rate > 30 (ARDS), 11-Nov)
per minute, | (defined as
Heart Rate 2 | needing high-
125 beats flow oxygen,
per non-invasive
minute, or mechanical
Sp02 £93% | ventilation, or
on room air ECMO),
at sea level evidence of
or shock
Pa02/FIO2 < | (systolic blood
300 mm Hg, | pressure <90
mmHg,
diastolic
BP < 60 mmHg
or requiring
vasopressors),
34,F,WHITE,NOT HISPANIC OR Severe Obesity Y (lowest 02 sat | Missing Missing N SAE: Hospitalized 7to | Y
LATINO 83%8 Oct, 13 Oct; AE
<=93% 5-13 recovered/resolved
US3402029 Oct) 12 Oct
57,M,WHITE,NOT HISPANIC OR Diabetes, Y (lowest 02 sat | Y, need for high- N N SAE: Hospitalized 16 N
LATINO Coronary artery 83%, 16 Nov) flow 02 (16 Nov) to 26 Nov;
disease recovering/resolving
US3402194
67,F, WHITE,NOT HISPANIC OR Y (02 sat 91%, N N N AE N
US3412259 | LATINO 11-12 Nov) recovering/resolving
59,F, WHITE,NOT HISPANIC OR Severe Obesity Y (02 sat 85%, N N N AE N
US3412300 | LATINO 10 Nov) recovering/resolving
70,M,WHITE,NOT HISPANIC OR Hypertension, Y (025at92%,7 | N N N AE N
US3412304 | LATINO Diabetes Nov) recovering/resolving
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CBER Information Request # 6 (US-1205a — 05Dec2020) - mRNA-1273 P301: Summary of Severe COVID-19 (data retrieved from Medidata Rave 5 Dec 2020)

Subject Demog Health Risk Clinical signs | Respiratory Significant Admission | Additional Included
ID Age/Gender/Race/Ethnicity | Factor for indicative of | failure or acute renal, | toan information in the
Severe severe Acute hepatic or intensive first
COVID19 systemic Respiratory neurologic care unit interim
iliness, Distress dysfunction, | or death analysis
Respiratory | Syndrome (IA1, DS:
Rate > 30 (ARDS), 11-Nov)
per minute, | (defined as
Heart Rate 2 | needing high-
125 beats flow oxygen,
per non-invasive
minute, or mechanical
Sp02 £93% | ventilation, or
on room air ECMO),
at sea level evidence of
or shock
Pa02/FIO2 < | (systolic blood
300 mm Hg, | pressure <90
mmHg,
diastolic
BP < 60 mmHg
or requiring
vasopressors),
80,F,WHITE,NOT HISPANIC OR Y (lowest 02 sat | N N N AE not N
US3452203 | LATINO 91%, 17 Nov) recovered/resolved
65,M,WHITE,NOT HISPANIC OR Significant Y (02 sat 91%, N N N AE Y
LATINO Cardiac Disease, 31 Oct) recovered/resolved
US3452332 Diabetes 23 Nov
57,F,WHITE,NOT HISPANIC OR Y (02 sat 93%, N N N AE not N
US3592127 | LATINO Diabetes 14 Nov) recovered/resolved
Y (02 sat 86%, N N N SAE: Hospitalized 16 N
16 Nov) Nov;
Chronic Lung Clinical/radiologic
67,M,WHITE,NOT HISPANIC OR Disease, evidence of
US3722066 | LATINO Hypertension pneumonia (16 Nov)
58,F, WHITE,NOT HISPANIC OR Severe Y (lowest O2 sat | Y (SBP 89 10 Nov) N N SAE: Hospitalized 10 - N
US3752025 | LATINO Obesity,Diabetes 91%, 13 Nov) 13 Nov for
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CBER Information Request # 6 (US-1205a — 05Dec2020) - mRNA-1273 P301: Summary of Severe COVID-19 (data retrieved from Medidata Rave 5 Dec 2020)

Subject Demog Health Risk Clinical signs | Respiratory Significant Admission | Additional Included
ID Age/Gender/Race/Ethnicity | Factor for indicative of | failure or acute renal, | toan information in the
Severe severe Acute hepatic or intensive first
COVID19 systemic Respiratory neurologic care unit interim
iliness, Distress dysfunction, | or death analysis
Respiratory | Syndrome (IA1, DS:
Rate > 30 (ARDS), 11-Nov)
per minute, | (defined as
Heart Rate 2 | needing high-
125 beats flow oxygen,
per non-invasive
minute, or mechanical
Sp02 £93% | ventilation, or
on room air ECMO),
at sea level evidence of
or shock
Pa02/FIO2 < | (systolic blood
300 mm Hg, | pressure <90
mmHg,
diastolic
BP < 60 mmHg
or requiring
vasopressors),
hypotension; AE
recovering/resolving
Y (02 sat 88%, N N N AE Y
70,M,WHITE,NOT HISPANIC OR Chronic Lung 18 Oct) recovered/resolved 2
US3752162 LATINO Disease Nov
45,F,0THER,HISPANIC OR LATINO | Hypertension, Y (025at92%,2 | N N N AE Y
cardiac Nov) recovered/resolved
US3752229 arrhythmias 12 Nov
70,F,WHITE,NOT HISPANIC OR Asthma, Y (02 sat 90%, N N N AE N
US3802034 | LATINO Hypertension 13 Nov) recovering/resolving
52,F,MULTIPLE,NOT HISPANIC OR | Allergy-related Y (02 sat 89%, N N N AE N
LATINO Asthma 14 Nov) Recovered/Resolved 2
US3802185 Dec
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CBER Information Request # 6 (US-1205a — 05Dec2020) - mRNA-1273 P301: Summary of Severe COVID-19 (data retrieved from Medidata Rave 5 Dec 2020)

Subject Demog Health Risk Clinical signs | Respiratory Significant Admission | Additional Included
ID Age/Gender/Race/Ethnicity | Factor for indicative of | failure or acute renal, | toan information in the
Severe severe Acute hepatic or intensive first
COVID19 systemic Respiratory neurologic care unit interim
iliness, Distress dysfunction, | or death analysis
Respiratory | Syndrome (IA1, DS:
Rate > 30 (ARDS), 11-Nov)
per minute, | (defined as
Heart Rate 2 | needing high-
125 beats flow oxygen,
per non-invasive
minute, or mechanical
Sp02 £93% | ventilation, or
on room air ECMO),
at sea level evidence of
or shock
Pa02/FIO2 < | (systolic blood
300 mm Hg, | pressure <90
mmHg,
diastolic
BP < 60 mmHg
or requiring
vasopressors),
49,F,WHITE,HISPANIC OR LATINO | Chronic Lung Y (02sat92%,8 | N Missing N AE Not N
Disease,,Diabetes, | Nov) Recovered/Not
Us3842040 Hypertension Resolved
53,F,BLACK OR AFRICAN Severe Obesity Y (02sat92%,6 | N N N AE Y
AMERICAN,NOT HISPANIC OR Nov) Recovering/Resolving
US3902015 | LATINO
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