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Summary of Discussion:
Moderna was sent 10 discussion items along with 2 corresponding reference 
spreadsheets on 10/28/2021 and was asked to comment on the impact each 
item has on the solicited and/or unsolicited safety results as well as update and 
resubmit the CBER Requested Tables (Batches #1 and #2) after addressing the 
items that impact the safety results (with particular attention to items 4a, 4d, 5, 6 
and 10.

Modera submitted responses to the discussion items prior to the telecon on 
10/29/2021 (see attached documents for detailed discussion points). Action items 
agreed on by Moderna are as follows:

Discussion Items 2 and 3:

(b) (6)
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o Asked Moderna why out of 25 AE records, 3 have been removed 
by the site personnel. 

Moderna will provide this information to CBER.
o In study P301, 6 subjects had AEs with an AEOUT= NOT

RECOVERED/NOT RESOLVED, but an end date is provided.
Details on the 6 events will be provided by Moderna.

Discussion Item 4a:
o Moderna agreed to do a line-by-line review of the 2428 events in 

P301 in which reactogenicity events reported in CE and lasting 
longer than the 7-day evaluation period (CERFTDTC + 6) were not
reported in the AE dataset, and provide a comprehensive 
assessment of these discrepancies.

Discussion Item 4b:
o Moderna indicated that updating the CE domain adding

CENRTPT=”Day 7” and CEENTPT=”ONGOING” for all last beyond 
Day 7 events would have no impact on analysis.

o Moderna proposed to implement CBER's suggestion in a future 
sBLA submission.

Discussion Item 4C:
o Moderna agreed that to correct the current dataset, the category

“REACTOGENICITY” should be removed, if it is not ongoing and 
not an SAE. An additional flag will be added in the subAE indicating 
that the category is changed.

Discussion Item 4d:
o Moderna was asked if all cases of lymphadenopathy AE accounted 

for in SAR regardless if categorized as reactogenicity in AE 
dataset.

This was confirmed by Moderna
o Moderna agreed to revise and resubmit datasets where events that 

are reported in the ‘Events’ datasets and ‘Findings About’ datasets 
but are not connected to provide a combined assessment for the 
event.

Discussion Item 5:
o Moderna agreed to provide scenarios for subcatergorization

Discussion Item 6:
o Moderna committed to take a deeper look at events in which there 

are discrepancies between CE and AE reporting and correct if 
possible. For those that cannot be corrected, Moderna will provide 
an impact assessment on the analyses.

Discussion Item 7:
o CBER further asked for details on how the communication between

the eDiary/participant and the Investigator is handled.
Moderna agreed to discuss internally and see if affected 
dates can be corrected
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SUBJID AESE AEREFID AETERM AECAT AESEV
US3002021 1 DOSE 1 - 2020-07-28T13:06 AXILLARY LYMPHADENOPATHY REACTOGE

NICITY
MILD

US3002107 2 DOSE 2 - 2020-09-02T16:45 URTICARIAL REDNESS AT 
INJECTION SITE

REACTOGE
NICITY

MILD

US3002215 1 DOSE 1 - 2020-08-31T11:41 IPSILATERAL AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3002227 1 DOSE 1 - 2020-09-01T12:23 IPSILATERAL AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3002349 1 DOSE 1 - 2020-10-08T10:42 IPSILATERAL AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3002371 2 DOSE 1 - 2020-10-23T15:34 IPSILATERAL UNDERARM 
GLAND TENDERNESS

REACTOGE
NICITY

MILD

US3012023 3 DOSE 2 - 2020-08-25T16:00 UNDERARM GLAND 
TENDERNESS, LEFT

REACTOGE
NICITY

SEVERE

US3012053 3 DOSE 1 - 2020-08-06T14:48 UNDERARM GLAND SWELLING, 
LEFT ARM (VACCINATION ARM)

REACTOGE
NICITY

MODERA
TE

US3012093 1 DOSE 1 - 2020-08-10T17:37 UNDERARM SWELLING REACTOGE
NICITY

MILD

US3012151 4 DOSE 2 - 2020-09-11T15:27 UNDERARM GLAND SWELLING, 
BILATERAL

REACTOGE
NICITY

MILD

US3022055 1 DOSE 2 - 2020-08-25T15:54 UNDERARM SWELLING REACTOGE
NICITY

MILD

US3042110 7 DOSE 2 - 2020-09-08T08:25 UNDERARM GLAND 
SWELLING/TENDERNESS

REACTOGE
NICITY

MILD

US3052061 1 DOSE 2 - 2020-08-26T14:06 LEFT KNEE TORN MENISCUS REACTOGE
NICITY

SEVERE

US3052115 2 DOSE 2 - 2020-09-09T15:54 ALL OVER BODY ITCH REACTOGE
NICITY

MODERA
TE

US3052131 5 GENERALIZED PAIN REACTOGE
NICITY

MILD

US3052131 3 FEVER REACTOGE
NICITY

MILD

US3052131 2 HEADACHE REACTOGE
NICITY

MILD

US3052176 1 DOSE 2 - 2020-09-08T11:39 ARM SORENESS REACTOGE
NICITY

MILD

US3052176 2 DOSE 2 - 2020-09-08T11:39 SINUS INFECTION REACTOGE
NICITY

MODERA
TE

US3052190 1 DOSE 1 - 2020-08-13T10:23 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3052206 1 JOINT ACHES REACTOGE
NICITY

MILD

FDA-CBER-2022-1614-3816110



US3052262 2 DOSE 1 - 2020-08-18T16:20 ADVERSE EFFECT OF DRUG REACTOGE
NICITY

SEVERE

US3052272 1 JOINT ACHES IN SEVERAL 
JOINTS

REACTOGE
NICITY

MILD

US3052373 3 DOSE 2 - 2020-10-07T15:12 FINGER NUMBNESS REACTOGE
NICITY

MILD

US3062283 1 DOSE 1 - 2020-08-19T12:15 UNDERARM GLAND SWELLING, 
BILATERAL

REACTOGE
NICITY

MILD

US3092224 1 DOSE 1 - 2020-08-26T11:29 SWELLING (UNDERARM 
GLAND)

REACTOGE
NICITY

MILD

US3092290 3 DOSE 1 - 2020-09-02T14:23 SOLICITED UNDERARM GLAND 
SWELLING

REACTOGE
NICITY

MILD

US3092290 4 DOSE 1 - 2020-09-02T14:23 SOLICITED UNDERARM GLAND 
TENDERNESS

REACTOGE
NICITY

MILD

US3102002 4 FATIGUE REACTOGE
NICITY

MILD

US3102199 1 DOSE 2 - 2020-09-10T12:24 SWELLING UNDER LEFT ARM - 
ARMPIT - LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3102239 3 DOSE 2 - 2020-09-16T11:54 UPPER ABDOMINAL PAIN REACTOGE
NICITY

MODERA
TE

US3102250 1 DOSE 2 - 2020-09-17T09:55 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3102293 9 DOSE 1 - 2020-08-28T16:34 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3102339 1 DOSE 2 - 2020-10-06T11:44 UNDERARM SWELLING OR 
TENDERNESS

REACTOGE
NICITY

MILD

US3112067 1 DOSE 2 - 2020-08-31T14:15 L AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3112094 1 DOSE 1 - 2020-08-04T16:03 L AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3112097 1 DOSE 1 - 2020-08-04T17:03 LEFT AXILLARY 
LYMPHADENOPATHY 
CONTRALATERAL TO INJECTION 
SITE

REACTOGE
NICITY

MILD

US3112111 2 DOSE 1 - 2020-08-05T12:58 L AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3112145 10 DOSE 1 - 2020-08-07T10:09 BILATERAL AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3112318 7 DOSE 1 - 2020-08-19T10:51 L AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3112328 1 DOSE 2 - 2020-09-17T14:27 RIGHT AXILLARY 
LYMPHADENOPATHY - 
IPSILATERAL

REACTOGE
NICITY

MILD
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US3112363 1 DOSE 2 - 2020-09-21T15:59 LEFT ARM ERYTHEMA-NON-
URTICARIAL-DIFFIUSE 
ERYTHEMATOUS PLAQUE WITH 
LINEAR EXTENSION MED AND 
DISTAL/POSSIBLE CELLULITIS

REACTOGE
NICITY

SEVERE

US3112449 1 DOSE 1 - 2020-09-03T16:49 L AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3112477 1 DOSE 1 - 2020-09-16T13:53 L AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3122039 1 DOSE 1 - 2020-07-27T17:02 UNDERARM GLAND SWELLING 
(L)

REACTOGE
NICITY

MODERA
TE

US3122060 3 EXTREME FATIGUE REACTOGE
NICITY

MODERA
TE

US3122060 5 DOSE 2 - 2020-08-25T18:05 UNDERARM (RT) GLAND 
SWELLING AND TENDERNESS

REACTOGE
NICITY

MILD

US3122076 2 HEADACHE REACTOGE
NICITY

MILD

US3122080 1 DOSE 2 - 2020-08-27T16:32 BOTTOM LIP INFECTION REACTOGE
NICITY

MODERA
TE

US3122084 1 DOSE 1 - 2020-07-28T16:57 EPISTAXIS REACTOGE
NICITY

MILD

US3122124 4 DOSE 2 - 2020-08-25T12:47 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3132132 9 DOSE 2 - 2020-11-13T15:06 UNDERARM GLAND 
TENDERNESS

REACTOGE
NICITY

MODERA
TE

US3132132 1 DOSE 1 - 2020-10-16T13:20 LUMP LEFT ARMPIT REACTOGE
NICITY

MILD

US3142243 3 DOSE 1 - 2020-08-19T17:08 LEFT ARMPIT SWELLING REACTOGE
NICITY

MODERA
TE

US3152005 5 DOSE 1 - 2020-07-27T16:15 IPSILATERAL 
LYMPHADENOPATHY (LEFT 
DELTOID)

REACTOGE
NICITY

MODERA
TE

US3152052 5 DOSE 1 - 2020-07-30T17:21 IPSILATERAL 
LYMPHADENOPATHY (LEFT 
AXILLARY)

REACTOGE
NICITY

MILD

US3152067 3 DOSE 1 - 2020-07-31T15:22 AXILLARY LYMPH NODE 
SWELLING/TENDERNESS, 
IPSILATERAL

REACTOGE
NICITY

MILD

US3152077 2 DOSE 2 - 2020-09-01T11:20 LEFT AXILLARY 
LYMPHADENOPATHY, 
IPSILATERAL

REACTOGE
NICITY

MILD
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US3152266 3 DOSE 1 - 2020-08-15T14:25 LEFT AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3152497 3 DOSE 1 - 2020-10-15T15:09 LEFT AXILLA 
LYMPHADENOPATHY - 
IPSILATERAL

REACTOGE
NICITY

MILD

US3152515 2 DOSE 1 - 2020-10-21T11:37 LEFT IPSILATERAL LATERAL 
AXILLARY LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3152527 2 DOSE 2 - 2020-11-23T11:47 INJECTION SITE REDNESS 
URTICARIAL

REACTOGE
NICITY

MODERA
TE

US3162009 5 DOSE 2 - 2020-08-25T13:46 LEFT 
(CONTRALATERAL)AXILLARY 
LYMPHADENOPATHY 
ONGOING AFTER DAY 7

REACTOGE
NICITY

MILD

US3162033 6 DOSE 2 - 2020-08-27T20:18 REDNESS AT INJECTION SITE 
AFTER DAY 7, 
MACULOPAPULAR AND 
URTICARIAL, RIGHT ARM

REACTOGE
NICITY

MILD

US3162033 1 DOSE 1 - 2020-07-30T20:52 REDNESS AT INJECTION SITE, 
MACULOPAPULAR, LEFT ARM, 
URTICARIAL

REACTOGE
NICITY

MILD

US3162069 3 DOSE 2 - 2020-09-04T14:27 REDNESS AT INJECTION SITE 
AFTER DAY 7, 
MACULOPAPULAR AND 
URTICARIAL

REACTOGE
NICITY

MILD

US3162081 1 DOSE 2 - 2020-09-04T17:50 LEFT AXILLARY (IPSILATERAL) 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3162118 1 DOSE 2 - 2020-09-14T18:30 REDNESS AT INJECTION SITE 
BEYOND DAY 7, MACULAR, 
URTICARIAL

REACTOGE
NICITY

MILD

US3162178 1 DOSE 1 - 2020-08-24T16:29 REDNESS AT INJECTION SITE 
AFTER DAY 7, MACULAR, NON-
URTICARIAL

REACTOGE
NICITY

MILD

US3162223 1 DOSE 1 - 2020-09-04T16:25 REDNESS AT INJECTION SITE 
BEYOND DAY 7, MACULAR, 
NON URTICARIAL

REACTOGE
NICITY

MILD

US3162266 1 DOSE 2 - 2020-11-05T15:37 LEFT AXILLARY 
LYMPHADENOPATHY, 
IPSILATERAL

REACTOGE
NICITY

MILD

US3162278 1 DOSE 1 - 2020-10-13T18:40 LEFT AXILLARY 
LYMPHADENOPATHY, 
IPSILATERAL

REACTOGE
NICITY

MILD
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US3162284 1 DOSE 1 - 2020-10-15T18:43 IPSILATERAL AXILLARY 
SWELLING AFTER DAY 7

REACTOGE
NICITY

MILD

US3172017 1 DOSE 2 - 2020-09-08T10:30 LEFT DELTOID ERYTHEMA AT 
INJECTION SITE (MACULAR 
NON-URTICARIAL)

REACTOGE
NICITY

MODERA
TE

US3172261 1 DOSE 1 - 2020-08-21T11:25 DISCOMFORT LEFT ARM 
(DELTOID AREA)

REACTOGE
NICITY

MODERA
TE

US3182013 1 DOSE 1 - 2020-07-27T14:32 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3182069 1 DOSE 1 - 2020-07-29T17:15 UNDERARM GLAND SWELLING 
AND TENDERNESS

REACTOGE
NICITY

MILD

US3182080 1 FATIGUE REACTOGE
NICITY

MILD

US3182117 1 DOSE 2 - 2020-09-04T15:31 UNDERARM GLAND 
SWELLING/TENDERNESS

REACTOGE
NICITY

MILD

US3182117 2 DOSE 1 - 2020-07-31T16:23 UNDERARM GLAND 
SWELLING/TENDERNESS

REACTOGE
NICITY

MILD

US3182260 3 DOSE 1 - 2020-08-10T15:05 RIGHT AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3192042 2 DOSE 1 - 2020-08-04T10:06 UNDERARM GLAND 
SWELLING/TENDERNESS 
IPSILATERAL-SAME SIDE OF 
VACCINATION

REACTOGE
NICITY

MILD

US3192042 3 DOSE 2 - 2020-09-01T10:07 UNDERARM GLAND 
SWELLING/TENDERNESS 
IPSILATERAL-SAME SIDE OF 
VACCINATION

REACTOGE
NICITY

MILD

US3192132 8 DOSE 1 - 2020-08-09T08:26 (LEFT AXILLARY 
LYMPHADENOPATHY) 
UNDERARM GLAND SWELLING

REACTOGE
NICITY

MILD

US3192278 5 DOSE 1 - 2020-08-15T14:25 LEFT AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3192322 5 DOSE 1 - 2020-08-25T11:41 UNDERARM GLAND (LEFT 
AXILLARY 
LYMPHADENOPATHY)

REACTOGE
NICITY

MILD

US3192395 2 DOSE 1 - 2020-08-21T13:26 INJECTION SHOT ITCHINESS REACTOGE
NICITY

MILD

US3192414 1 DOSE 1 - 2020-08-22T12:36 JOINT (BILATERAL: 
ELBOWS/LOWER ARMS) ACHES 
(TENDERNESS) POST INJECTION

REACTOGE
NICITY

MILD
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US3192439 6 DOSE 1 - 2020-08-23T14:43 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3192456 9 DOSE 1 - 2020-08-24T14:03 ARM STIFFNESS REACTOGE
NICITY

MILD

US3192515 6 DOSE 1 - 2020-08-27T11:00 IPSILATERAL 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3192620 1 DOSE 1 - 2020-09-01T10:29 LYMPHADENOPATHY UNDER 
ARM RIGHT GLAND SWELLING

REACTOGE
NICITY

MILD

US3192669 1 DOSE 1 - 2020-09-03T16:43 IPSILATERAL UNDERARM 
SWELLING

REACTOGE
NICITY

MILD

US3192849 1 DOSE 1 - 2020-10-18T10:07 LUMP AT INJECTION SITE REACTOGE
NICITY

MILD

US3192909 1 DOSE 1 - 2020-10-22T16:37 UNDERARM GLAND 
TENDERNESS (IPSILATERAL)

REACTOGE
NICITY

MILD

US3202057 1 HEADACHE REACTOGE
NICITY

MILD

US3202174 5 DOSE 1 - 2020-08-13T16:04 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3212054 1 DOSE 1 - 2020-08-05T15:48 LEFT AXILLARY IPSILATERAL 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3212186 2 DOSE 1 - 2020-08-14T15:25 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3222036 8 DOSE 1 - 2020-08-07T15:51 UNDERARM GLAN 
SWELLING/TENDERNESS

REACTOGE
NICITY

MILD

US3222054 3 DOSE 2 - 2020-09-07T13:36 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3222081 2 DOSE 1 - 2020-08-11T12:13 UNDERARM SWELLING (LEFT 
ARM)

REACTOGE
NICITY

MILD

US3222137 1 FATIGUE REACTOGE
NICITY

MILD

US3222207 1 DOSE 1 - 2020-08-18T14:04 LYMPHADENOPATHY AXILLA REACTOGE
NICITY

MILD

US3222316 1 DOSE 1 - 2020-08-24T17:17 DELAYED TYPE-
HYPERSENSITIVITY

REACTOGE
NICITY

SEVERE

US3222320 4 DOSE 2 - 2020-09-24T10:23 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3222320 2 DOSE 1 - 2020-08-25T11:49 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3222402 3 DOSE 1 - 2020-08-29T12:18 UNDERARM SWELLING REACTOGE
NICITY

MILD

US3222404 1 DOSE 1 - 2020-08-29T12:27 LYMPHADENOPATHY LEFT 
SUPRA CLAVICULAR 
IPSILATERAL

REACTOGE
NICITY

MILD
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US3222519 2 DOSE 1 - 2020-09-05T11:27 UNDERARM GLAND SWELLING. 
LYMPHADENOPATHY 
IPSILATERAL

REACTOGE
NICITY

MILD

US3222539 1 DOSE 1 - 2020-09-06T12:46 AXILLARY LYMPHADENAPATHY 
(IPSILATERAL)

REACTOGE
NICITY

MILD

US3222572 1 DOSE 1 - 2020-09-10T11:44 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3222583 3 DOSE 1 - 2020-09-11T14:12 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3222612 1 DOSE 1 - 2020-09-17T11:25 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3222618 2 FATIGUE REACTOGE
NICITY

MILD

US3222618 1 HEADACHE REACTOGE
NICITY

MILD

US3242079 1 FATIGUE REACTOGE
NICITY

MILD

US3242263 1 JOINT ACHES REACTOGE
NICITY

MILD

US3242357 2 DOSE 1 - 2020-09-21T15:33 UNDERARM GLAND 
TENDERNESS-CONTRALATERAL-
OPPOSITE SIDE OF INJECTION

REACTOGE
NICITY

MODERA
TE

US3252050 1 DOSE 1 - 2020-08-06T10:16 UNDERARM GLAND SWELLING/ 
TENDERNESS

REACTOGE
NICITY

MILD

US3252111 5 DOSE 1 - 2020-08-10T17:23 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3252111 2 DOSE 2 - 2020-09-09T16:28 RIGHT AXILLARY 
LYMPHADENOPATHY PAIN AND 
SWELLING

REACTOGE
NICITY

MILD

US3252137 1 DOSE 1 - 2020-08-12T11:28 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3252157 1 FATIGUE REACTOGE
NICITY

MILD

US3252175 2 DOSE 1 - 2020-08-14T10:43 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3252364 8 DOSE 2 - 2020-09-30T12:14 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3252435 5 DOSE 1 - 2020-09-04T16:56 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3252499 3 DOSE 2 - 2020-10-16T15:53 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD
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US3252522 3 DOSE 2 - 2020-10-20T08:15 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3252564 8 DOSE 1 - 2020-09-25T12:39 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3252565 6 DOSE 2 - 2020-10-22T14:01 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3252566 2 DOSE 1 - 2020-09-25T14:50 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3252629 1 DOSE 1 - 2020-10-06T14:02 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3262020 4 DOSE 2 - 2020-08-25T12:27 UNDERARM GLAND 
TENDERNESS

REACTOGE
NICITY

MODERA
TE

US3262020 1 DOSE 2 - 2020-08-25T12:27 UNDERARM GLAD SWELLING REACTOGE
NICITY

MODERA
TE

US3262100 4 DOSE 2 - 2020-09-03T15:01 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3262239 6 DOSE 2 - 2020-09-25T08:59 BILATERAL AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MODERA
TE

US3272058 2 DOSE 1 - 2020-08-06T10:36 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3272066 2 DOSE 1 - 2020-08-06T16:18 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3272074 1 DOSE 1 - 2020-08-07T11:14 RHINOVIRUS REACTOGE
NICITY

MILD

US3272185 1 DOSE 1 - 2020-08-19T11:35 UNDERARM GLAND 
TENDER/SWELLING

REACTOGE
NICITY

MILD

US3272279 4 DOSE 1 - 2020-08-22T13:48 UNDERARM GLAND 
TENDERNESS OR SWELLING

REACTOGE
NICITY

MILD

US3272299 1 DOSE 2 - 2020-09-25T16:28 SUSPECTED COVID-19 LIKE 
ILLNESS

REACTOGE
NICITY

MILD

US3272311 1 DOSE 2 - 2020-09-21T13:51 SUSPECTED COVID-19 REACTOGE
NICITY

MILD

US3282111 1 DOSE 1 - 2020-10-01T14:38 UNDERARM GLAND 
TENDERNESS, LEFT ARM

REACTOGE
NICITY

MILD

US3292058 2 DOSE 1 - 2020-08-08T10:19 LEFT UNDERARM GLAND 
SWELLING - REACTOGENICITY

REACTOGE
NICITY

MILD

US3292137 4 DOSE 2 - 2020-09-08T10:33 LEFT UNDERARM SWELLING - 
REACTOGENICITY

REACTOGE
NICITY

MODERA
TE

US3292139 2 DOSE 2 - 2020-09-12T12:47 LEFT UNDERARM GLAND 
SWELLING

REACTOGE
NICITY

MILD
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US3292189 1 DOSE 1 - 2020-08-15T12:54 LEFT AXILLARY 
LYMPHADENOPATHY NODE 
SWELLING

REACTOGE
NICITY

MILD

US3292301 3 DOSE 2 - 2020-09-22T10:03 LEFT UNDERARM GLAND 
SWELLING

REACTOGE
NICITY

MILD

US3292441 1 DOSE 1 - 2020-10-20T14:51 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3312017 1 DOSE 1 - 2020-08-10T16:32 IPSILATERAL UNDERARM 
GLAND SWELLING 
(LYMPHADENOPATHY) ON LEFT

REACTOGE
NICITY

MILD

US3312030 1 DOSE 2 - 2020-09-07T11:03 REDNESS (MACULAR NON-
URTICARIAL) AT INJECTION SITE 
(LEFT ARM)

REACTOGE
NICITY

SEVERE

US3312038 1 DOSE 2 - 2020-09-08T15:42 MACULAR NON-URTICARIAL 
REDNESS AT INJECTION SITE 
(LEFT ARM)

REACTOGE
NICITY

MILD

US3312092 1 DOSE 2 - 2020-09-11T11:55 MACULAR NON-UTICARIAL 
REDNESS AT INJECTION SITE

REACTOGE
NICITY

SEVERE

US3312109 3 DOSE 2 - 2020-09-14T11:32 REDNESS AT INJECTION SITE 
(MACULAR/NON-UTICARIAL)

REACTOGE
NICITY

SEVERE

US3312154 1 DOSE 2 - 2020-09-16T11:16 INJECTION SITE REDNESS 
(MACULAR/NON-UTICARIAL)

REACTOGE
NICITY

MILD

US3312157 1 DOSE 1 - 2020-08-19T13:20 LEFT IPSILATERAL GLAND 
SWELLING UNDERARM 
(LYMPHADENOPATHY)

REACTOGE
NICITY

MILD

US3312180 1 DOSE 1 - 2020-08-20T10:31 IPSILATERAL SWELLING 
UNDERARM GLAND

REACTOGE
NICITY

MILD

US3312186 1 DOSE 2 - 2020-09-17T11:10 LEFT MACULAR NON-
URTICARIAL REDNESS AT 
INJECTION SITE

REACTOGE
NICITY

MODERA
TE

US3312190 3 DOSE 1 - 2020-08-20T13:46 LEFT 1 CENTIMETER 
IPSILATERAL AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3312300 1 DOSE 2 - 2020-09-23T11:19 LYMPHADENOPATHY (LEFT 
IPSILATERAL UNDERARM 
GLAND SWELLING)

REACTOGE
NICITY

MILD

US3312367 3 DOSE 2 - 2020-09-25T10:11 INJECTION SITE RASH REACTOGE
NICITY

MILD

US3312384 1 DOSE 1 - 2020-08-28T16:57 IPSILATERAL UNDERARM 
TENDERNESS 
(LYMPHADENOPATHY)

REACTOGE
NICITY

MILD
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US3312411 2 DOSE 2 - 2020-09-28T13:48 INJECTION SITE UTICARIAL 
RASH

REACTOGE
NICITY

MILD

US3312429 1 DOSE 1 - 2020-09-01T12:02 (MACULAR NON-URTICARIAL 
REDNESS AT INJECTION SITE 
LEFT ARM

REACTOGE
NICITY

MILD

US3312463 1 DOSE 1 - 2020-09-02T14:53 IPSILATERAL GLAND SWELLING 
UNDERARM 
(LYMPHADENOPATHY)

REACTOGE
NICITY

MILD

US3312492 1 DOSE 1 - 2020-09-03T14:49 IPSILATERAL UNDERARM 
GLAND TENDERNESS 
(LYMPHANDENOPATHY)

REACTOGE
NICITY

MILD

US3312551 2 DOSE 2 - 2020-10-08T09:58 IPSILATERAL UNDERARM 
GLAND SWELLING

REACTOGE
NICITY

MILD

US3312565 1 DOSE 1 - 2020-09-09T11:46 MACULAR NON-URTICARIAL 
REDNESS AT INJECTION SITE

REACTOGE
NICITY

MILD

US3312593 4 DOSE 2 - 2020-10-08T10:30 IPSILATERAL UNDERARM 
GLAND SWELLING

REACTOGE
NICITY

MILD

US3312593 3 DOSE 1 - 2020-09-10T11:29 IPSILATERAL UNDERARM 
GLAND SWELLING

REACTOGE
NICITY

MILD

US3312598 1 DOSE 1 - 2020-09-10T12:57 MACULAR NON-URTICARIAL 
REDNESS AT INJECTION SITE

REACTOGE
NICITY

MODERA
TE

US3312624 2 DOSE 1 - 2020-09-11T12:01 LEFT UNDERARM GLAND 
TENDERNESS IPSILATERAL TO 
THE INJECTION 
ARM(LYMPHANDENOPATHY)

REACTOGE
NICITY

MILD

US3312627 1 DOSE 1 - 2020-09-11T12:16 IPSILATERAL (LEFT ARM) 
UNDERARM SWELLING 
(LYPMHADENOPATHY)

REACTOGE
NICITY

MODERA
TE

US3322056 1 DOSE 2 - 2020-09-18T10:05 LEFT AXILLARY 
LYMPHADENOPATHY (PAIN), 
IPSILATERAL

REACTOGE
NICITY

MILD

US3322289 4 DOSE 2 - 2020-10-08T10:27 PHOTOPHOBIA (WITH 
HEADACHE)

REACTOGE
NICITY

MODERA
TE

US3322374 2 DOSE 2 - 2020-10-16T09:52 LEFT UPPER ARM INJECTION 
SITE REACTION 
(ERYTHEMATOUS, NON-
PRURITIC RASH)

REACTOGE
NICITY

SEVERE

US3322374 1 DOSE 1 - 2020-09-18T12:17 DELAYED 
REACTION(ERYTHEMATOUS, 
NON-PRURITIC RASH) OF 
INJECTION SITE - LEFT ARM

REACTOGE
NICITY

MILD
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US3322413 1 DOSE 1 - 2020-10-05T14:40 IPSILATERAL LEFT AXILLARY 
LYMPHADENOPATHY 
(SWELLING)

REACTOGE
NICITY

MILD

US3332023 3 INJECTION SITE PAIN REACTOGE
NICITY

MILD

US3342014 4 DOSE 1 - 2020-08-10T17:08 LYMPHADENOPATHY L AXILLA REACTOGE
NICITY

MILD

US3342054 2 DOSE 2 - 2020-09-16T15:11 REACTIVE LYMPHADENOPATHY 
- BILATERAL AXILLARY

REACTOGE
NICITY

MILD

US3342055 3 DOSE 2 - 2020-09-15T16:10 UNDERARM SWELLING REACTOGE
NICITY

MILD

US3342057 4 DOSE 2 - 2020-09-10T15:11 MILD REACTIVE 
LYMPHADENOPATHY LEFT 
AXILLA IPSILATERAL

REACTOGE
NICITY

MILD

US3342074 2 DOSE 2 - 2020-09-15T11:05 HEADACHE (POST-
VACCINATION #2)

REACTOGE
NICITY

MILD

US3342077 1 DOSE 1 - 2020-08-20T09:53 LYMPHADENOPATHY 
BILATERAL AXILLARY

REACTOGE
NICITY

MILD

US3342150 4 DOSE 1 - 2020-08-28T14:52 UNDERARM GLAND 
SWELLING/TENDERNESS

REACTOGE
NICITY

MILD

US3342180 2 POLYARTHRALGIA REACTOGE
NICITY

MILD

US3342180 1 WORSENING GENERALIZED 
MYALGIA

REACTOGE
NICITY

MODERA
TE

US3342354 4 DOSE 2 - 2020-11-12T11:50 SEPTICEMIA REACTOGE
NICITY

US3352087 5 DOSE 1 - 2020-08-13T16:27 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3352170 1 DOSE 1 - 2020-08-20T16:37 UNDERARM GLAND 
TENDERNESS

REACTOGE
NICITY

MILD

US3352391 3 DOSE 1 - 2020-09-19T14:39 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3352391 2 FATIGUE REACTOGE
NICITY

MILD

US3362003 5 DOSE 1 - 2020-08-01T11:29 UNDERARM GLAND SWELLING 
AND TENDERNESS

REACTOGE
NICITY

MODERA
TE

US3362028 1 DOSE 2 - 2020-09-01T16:07 REACTOGENICITY SYMPTOMS REACTOGE
NICITY

MODERA
TE
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US3362057 1 DOSE 1 - 2020-08-06T08:48 (INJECTION SITE) EOSINOPHILIC 
CELLULITIS, LEFT UPPER ARM 
REDDNESS/SWELLING

REACTOGE
NICITY

MILD

US3362077 5 DOSE 1 - 2020-08-07T14:35 REACTOGENICITY SYMPTOMS REACTOGE
NICITY

MODERA
TE

US3362148 4 DOSE 1 - 2020-08-15T09:48 UNDERARM GLAND 
SWELLING/TENDERNESS

REACTOGE
NICITY

MILD

US3362194 1 DOSE 1 - 2020-08-19T11:08 UNDERARM GLAND 
SWELLING/TENDERNESS

REACTOGE
NICITY

MILD

US3362287 1 DOSE 1 - 2020-09-24T15:11 UNDERARM GLAND 
SWELLING/TENDERNESS

REACTOGE
NICITY

MILD

US3362310 1 DOSE 2 - 2020-11-11T13:02 UPPER RESPIRATORY ILLNESS REACTOGE
NICITY

MODERA
TE

US3372133 5 DOSE 2 - 2020-09-16T09:32 SORE THROAT REACTOGE
NICITY

MILD

US3372133 3 DOSE 2 - 2020-09-16T09:32 COUGH REACTOGE
NICITY

MILD

US3372133 2 DOSE 2 - 2020-09-16T09:32 RHINORRHEA REACTOGE
NICITY

MILD

US3372133 1 DOSE 2 - 2020-09-16T09:32 POSSIBLE RESPIRATORY TRACT 
INFECTION SYMPTOMS

REACTOGE
NICITY

MILD

US3372174 1 PAIN AT INJECTION SITE REACTOGE
NICITY

MILD

US3372227 1 DOSE 2 - 2020-09-23T14:05 ERYTHEMA AT THE INJECTION 
SITE-MACULAR-NON-
URTICARIAL

REACTOGE
NICITY

MILD

US3372258 2 HEADACHE REACTOGE
NICITY

MILD

US3372258 1 PAIN AT INJECTION SITE REACTOGE
NICITY

MILD

US3372263 1 HEADACHE REACTOGE
NICITY

MILD

US3372325 1 PAIN IN INJECTION SITE LEFT 
ARM

REACTOGE
NICITY

MILD

US3372332 1 DOSE 1 - 2020-09-03T14:47 CONGESTION REACTOGE
NICITY

MILD

US3372356 2 SWELLING AT INJECTION SITE REACTOGE
NICITY

MILD
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US3372445 1 DOSE 1 - 2020-09-22T10:48 LYMPHADENOPATHY- 
AXILLARY, IPSILATERAL SAME 
SIDE OF VACCINATION SITE

REACTOGE
NICITY

MILD

US3382034 2 DOSE 1 - 2020-08-14T14:09 UNDER ARM SWOLLEN 
GLANDS

REACTOGE
NICITY

MILD

US3382035 6 DOSE 1 - 2020-08-14T13:40 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3382140 2 DOSE 1 - 2020-08-28T16:02 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3382166 16 DOSE 2 - 2020-09-29T13:54 UNDERARM GLAND 
SWELLING/TENDERNESS

REACTOGE
NICITY

MILD

US3382173 11 DOSE 2 - 2020-09-30T13:47 ITCHY ERYTHEMATOUS RASH 
AT THE INJECTION SITE

REACTOGE
NICITY

MILD

US3382190 9 DOSE 1 - 2020-09-03T13:17 UNDERARM SWELLING REACTOGE
NICITY

MILD

US3382220 1 INJECTION SITE PAIN REACTOGE
NICITY

SEVERE

US3382295 3 DOSE 2 - 2020-10-19T14:13 UNDER ARM SWELLING REACTOGE
NICITY

MILD

US3392136 2 DOSE 1 - 2020-09-01T12:32 UNDERARM SWELLING REACTOGE
NICITY

MODERA
TE

US3392223 1 DOSE 1 - 2020-09-11T10:15 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3392319 1 DOSE 1 - 2020-09-18T10:08 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3392331 1 DOSE 1 - 2020-09-18T15:13 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3402012 3 DOSE 2 - 2020-08-24T10:50 UNDERARM GLAND SWELLING 
LEFT SIDE (SAME SIDE AS 
INJECTION)

REACTOGE
NICITY

MILD

US3402162 3 MUSCLE ACHES REACTOGE
NICITY

MILD

US3402271 7 DOSE 2 - 2020-09-03T14:48 UNDERARM GLAND SWELLING 
LEFT SIDE SAME AS VACCINE

REACTOGE
NICITY

MILD

US3402284 4 MUSCLE ACHES REACTOGE
NICITY

MILD

US3402284 3 JOINT ACHES REACTOGE
NICITY

MILD

US3402284 2 FATIGUE REACTOGE
NICITY

MILD
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US3402318 1 DOSE 1 - 2020-08-09T14:39 UNDERARM GLAND SWELLING 
OR TENDERENESS

REACTOGE
NICITY

MILD

US3402335 2 FATIGUE REACTOGE
NICITY

MILD

US3402361 1 DOSE 1 - 2020-08-15T13:40 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3402364 5 HEADACHE REACTOGE
NICITY

MILD

US3402364 3 DOSE 1 - 2020-08-15T14:40 UNDERARM GLAND SWELLING 
OR TENDERNES

REACTOGE
NICITY

MILD

US3402364 2 MUSCLE ACHES REACTOGE
NICITY

MILD

US3402429 2 DOSE 1 - 2020-08-22T13:01 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3402447 2 DOSE 1 - 2020-10-21T17:17 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3412131 1 HEADACHE REACTOGE
NICITY

MILD

US3412137 4 DOSE 2 - 2020-09-02T09:25 POST INJECTION SITE PRURITIS REACTOGE
NICITY

MILD

US3412378 5 DOSE 2 - 2020-11-10T18:00 LEFT (IPSILATERAL) AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3412378 1 DOSE 2 - 2020-11-10T18:00 LEFT ARM PAIN REACTOGE
NICITY

MILD

US3412381 8 INJECTION SITE PAIN REACTOGE
NICITY

MILD

US3422128 2 DOSE 1 - 2020-08-27T12:33 IPSILATERAL 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3422142 2 DOSE 2 - 2020-09-25T12:14 URTICARIAL REDNESS AT L 
DELTOID INJECTION SITE

REACTOGE
NICITY

MILD

US3422153 3 DOSE 2 - 2020-09-29T11:05 IPSILATERAL 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3422153 1 DOSE 1 - 2020-08-31T11:05 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3422290 4 DOSE 2 - 2020-10-14T12:44 IPSILATERAL 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3422290 1 DOSE 1 - 2020-09-16T12:50 IPSILATERAL 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3422294 1 DOSE 1 - 2020-09-18T11:52 IPSILATERAL 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3432066 1 DOSE 2 - 2020-09-05T11:56 (LYMPHADENOPATHY-
IPSILATERAL) (R)

REACTOGE
NICITY

MILD
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US3432124 1 DOSE 1 - 2020-08-13T10:08 ENLARGED LYMPH NODE ( LEFT 
ARM PIT)

REACTOGE
NICITY

MILD

US3432142 3 FATIGUE REACTOGE
NICITY

MILD

US3432220 3 DOSE 2 - 2020-09-17T11:13 UNDERARM GLAND SWELLING 
AND TENDERNESS

REACTOGE
NICITY

MILD

US3432377 1 DOSE 1 - 2020-09-01T09:47 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3442021 1 DOSE 1 - 2020-08-18T10:26 LEFT UNDERARM GLAND 
SWELLING/TENDERNESS 
(IPSILATERAL TO VACCINATION 
SITE)

REACTOGE
NICITY

MILD

US3442048 1 DOSE 2 - 2020-09-22T10:19 PAINFUL SWOLLEN AXILLA 
LYMPH MODE LEFT ARM

REACTOGE
NICITY

MILD

US3442087 7 DOSE 1 - 2020-08-25T17:35 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3452013 1 DOSE 1 - 2020-07-30T10:41 SWELLING AND TENDERNESS 
IN UNDERARM GLAND

REACTOGE
NICITY

MILD

US3452017 2 INJECTION SITE PAIN REACTOGE
NICITY

MILD

US3452031 1 DOSE 1 - 2020-07-30T14:11 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3452100 1 HEADACHE REACTOGE
NICITY

MODERA
TE

US3452154 2 DOSE 1 - 2020-08-03T17:05 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3452298 1 JOINT ACHES REACTOGE
NICITY

MILD

US3452391 2 HEADACHE REACTOGE
NICITY

MILD

US3452391 1 FATIGUE REACTOGE
NICITY

MILD

US3462193 1 DOSE 1 - 2020-08-14T14:25 LYMPHADENOPATHY 
UNDERARM GLAND SWELLING, 
IPSILATERAL/ CONTRALATERAL 
TO INJECTION ARM

REACTOGE
NICITY

MODERA
TE

US3462266 1 DOSE 2 - 2020-09-18T09:03 URTI REACTOGE
NICITY

MODERA
TE

US3462419 2 DOSE 2 - 2020-10-07T16:17 UNDER ARM GLAND 
SWELLING, IPSILATERAL

REACTOGE
NICITY

MILD
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US3472036 1 DOSE 1 - 2020-09-11T16:27 BILATERAL UNDERARM 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3482053 2 DOSE 1 - 2020-08-14T13:25 IPSILATERAL 
LYMPHADENOPATHY LEFT 
AXILLA

REACTOGE
NICITY

MILD

US3482056 2 DOSE 1 - 2020-08-14T13:45 IPSILATERAL 
LYMPHADENOPATHY LEFT 
AXILLA

REACTOGE
NICITY

MILD

US3482060 6 DOSE 2 - 2020-09-11T12:41 IPSILATERAL 
LYMPHADENOPATHY LEFT 
AXILLA

REACTOGE
NICITY

MILD

US3482070 5 DOSE 2 - 2020-09-14T11:58 IPSILATERAL 
LYMPHADENOPATHY LEFT 
AXILLA

REACTOGE
NICITY

MILD

US3482090 2 DOSE 2 - 2020-09-16T15:16 NON-URTICARIAL, MACULAR, 
REDNESS ON LEFT DELTOID AT 
THE INJECTION SITE

REACTOGE
NICITY

SEVERE

US3482154 1 FATIGUE REACTOGE
NICITY

MILD

US3482162 2 DOSE 2 - 2020-09-25T09:44 LEFT AXILLARY 
LYMPHADENOPATHY 
IPSILATERAL TO VACCINATION 
SITE

REACTOGE
NICITY

MILD

US3482184 2 DOSE 1 - 2020-09-02T09:48 IPSILATERAL 
LYMPHADENOPATHY LEFT 
AXILLA.

REACTOGE
NICITY

MILD

US3492050 6 DOSE 1 - 2020-09-02T12:44 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3492088 2 DOSE 2 - 2020-10-06T10:52 NASAL CONGESTION REACTOGE
NICITY

MILD

US3492240 5 DOSE 2 - 2020-10-28T09:24 RIGHT AXILLARY-
CONTRALATERAL 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3492240 2 DOSE 2 - 2020-10-28T09:24 RIGHT AXILLARY-
CONTRALATERAL 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3492244 7 JOINT ACHES REACTOGE
NICITY

MILD

US3492290 8 FATIGUE REACTOGE
NICITY

MILD

US3492290 7 CHILLS REACTOGE
NICITY

MILD
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US3502194 2 DOSE 1 - 2020-10-06T16:19 LYMPHADENOPATHY 
IPSILATERAL AXILLARY

REACTOGE
NICITY

MILD

US3512049 2 DOSE 1 - 2020-08-12T17:24 LYMPHADENOPATHY 
CONTRALATERAL TO SIDE OF 
INJECTION SITE

REACTOGE
NICITY

MODERA
TE

US3512082 8 DOSE 2 - 2020-09-11T13:49 CHRONIC URINARY RETENTION REACTOGE
NICITY

MODERA
TE

US3512120 4 DOSE 1 - 2020-08-21T11:15 UNDERARM SWELLING 
IPSILATERAL

REACTOGE
NICITY

MILD

US3512174 3 DOSE 1 - 2020-08-27T15:20 WORSENED OSTEOARTHRITIS REACTOGE
NICITY

MODERA
TE

US3512177 5 DOSE 2 - 2020-09-25T11:57 RIGHT LEG MUSCLE ACHES REACTOGE
NICITY

SEVERE

US3512252 1 DOSE 1 - 2020-09-11T10:33 LEFT DELTOID INJECTION SITE 
PAPULAR ERYTHEMA NON-
URTICARIAL

REACTOGE
NICITY

MILD

US3522043 1 DOSE 2 - 2020-09-10T12:48 TENDERNESS IPSILATERAL TO 
THE VACCINATION ARM

REACTOGE
NICITY

MILD

US3522265 3 DOSE 1 - 2020-08-21T08:46 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3522618 5 DOSE 2 - 2020-10-07T08:35 FALL REACTOGE
NICITY

MODERA
TE

US3532093 2 DOSE 2 - 2020-09-22T10:57 URTICARIAL INJECTION SITE 
ERYTHEMA.

REACTOGE
NICITY

SEVERE

US3532121 2 DOSE 2 - 2020-09-21T10:25 BILATERAL LEG FATIGUE REACTOGE
NICITY

MODERA
TE

US3542056 1 DOSE 1 - 2020-08-25T14:38 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3552151 2 DOSE 2 - 2020-09-21T12:14 LEFT KNEE JOINT PAIN 
OSTEOARTHRITIS 
EXACERBATION

REACTOGE
NICITY

MODERA
TE

US3552151 1 DOSE 1 - 2020-08-24T14:36 LEFT KNEE JOINT PAIN 
OSTEOARTHRITIS 
EXACERBATION

REACTOGE
NICITY

MODERA
TE

US3552189 5 DOSE 1 - 2020-08-26T15:15 IPSILATERAL AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3562108 2 DOSE 1 - 2020-09-09T11:01 UNDERARM GLAND SWELLING 
LEFT ARM

REACTOGE
NICITY

MILD

US3562177 19 DOSE 1 - 2020-09-16T16:02 UNDERARM GLAND SWELLING 
LEFT ARM

REACTOGE
NICITY

MILD

US3572150 2 HEADACHE REACTOGE
NICITY

MILD

US3572150 1 FATIGUE REACTOGE
NICITY

MILD
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US3572182 1 DOSE 1 - 2020-09-03T14:45 ITCHING @ INJECTION SITE REACTOGE
NICITY

MODERA
TE

US3572317 1 DOSE 2 - 2020-10-26T14:19 BRUISED LUMP ON NECK REACTOGE
NICITY

MILD

US3582127 4 DOSE 2 - 2020-10-06T16:43 REDNESS AT INJECTION SITE 
(MACULAR, NON-URTICARIAL 
RIGHT DELTOID)

REACTOGE
NICITY

MILD

US3592219 7 MUSCLE ACHES ALL OVER 
BODY

REACTOGE
NICITY

MILD

US3592219 5 DOSE 1 - 2020-08-17T16:35 UNDERARM SWELLING REACTOGE
NICITY

MILD

US3602043 1 DOSE 1 - 2020-09-15T16:02 AXILLARY LYMPHADENOPATHY 
LEFT ARM (IPSILATERAL TO 
VACCINATION SITE)

REACTOGE
NICITY

MODERA
TE

US3612004 1 DOSE 1 - 2020-08-31T12:42 NON-URTICARIAL RETICULATE 
MACULAR ERYTHEMA AT 
INJECTION SITE, RIGHT ARM

REACTOGE
NICITY

SEVERE

US3612084 4 DOSE 1 - 2020-10-23T10:32 RIGHT AXILLARY 
LYMPHADENOPATHY-
IPSILATERAL TO VACCINATION 
ARM

REACTOGE
NICITY

MILD

US3612084 3 DOSE 2 - 2020-11-20T12:33 RIGHT AXILLARY/UNDERARM 
GLAND TENDERNESS

REACTOGE
NICITY

MILD

US3612085 3 DOSE 2 - 2020-11-20T12:47 LEFT AXILLARY 
LYMPHADENOPATHY-
IPSILATERAL TO VACCINATION 
ARM

REACTOGE
NICITY

MILD

US3622287 3 DOSE 2 - 2020-11-20T07:52 (RIGHT)UNDERARM GLAND 
SWELLING TENDERNESS

REACTOGE
NICITY

MILD

US3632101 3 DOSE 1 - 2020-09-22T14:31 SHOULDER JOINT PAIN REACTOGE
NICITY

MILD

US3642181 4 GENERALIZED MUSCLE ACHES 
PERSISTING BEYOND DAY 7 
AFTER INJECTION 1

REACTOGE
NICITY

MILD

US3642181 2 GENERALIZED JOINT ACHES 
PERSISTING BEYOND DAY 7 
AFTER INJECTION 1

REACTOGE
NICITY

MILD

US3642181 1 FATIGUE PERSISTING BEYOND 
DAY 7 AFTER INJECTION 1

REACTOGE
NICITY

MILD
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US3652010 2 DOSE 1 - 2020-09-10T10:00 LEFT UNDERARM 
LYMPHADENOPATHY (EDIARY, 
IPSILATERAL)

REACTOGE
NICITY

MILD

US3652050 2 DOSE 1 - 2020-10-07T10:34 RUNNY NOSE REACTOGE
NICITY

MILD

US3652056 2 DOSE 2 - 2020-11-17T15:23 SORE THROAT REACTOGE
NICITY

MILD

US3662010 4 DOSE 2 - 2020-10-07T09:43 TENDERNESS OF LEFT AXILLARY 
LYMPH NODE, IPSILATERAL

REACTOGE
NICITY

MODERA
TE

US3662010 3 DOSE 1 - 2020-09-10T10:23 LEFT ARM AXILLARY LYMPH 
NODE TENDERNESS, 
IPSILATERAL

REACTOGE
NICITY

MODERA
TE

US3662026 7 DOSE 1 - 2020-09-18T14:07 UNDERARM GLAND 
TENDERNESS, BILATERALY 
RIGHT & LEFT

REACTOGE
NICITY

MILD

US3662092 2 DOSE 1 - 2020-09-14T15:00 LEFT AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3662092 1 DOSE 1 - 2020-09-14T15:00 LEFT AXILLARY LYMPH NODE 
TENDERNESS, IPSILATERAL,

REACTOGE
NICITY

MILD

US3662147 1 DOSE 1 - 2020-09-29T15:34 LYMPH NODE TENDERNESS, 
AXILLARY, IPSILATERAL, ON 
SIDE OF INJECTION

REACTOGE
NICITY

MILD

US3672006 3 DOSE 2 - 2020-09-08T11:17 JOINT ACHES ON LOWER BACK - 
LUMBAR PAIN

REACTOGE
NICITY

MODERA
TE

US3672071 3 DOSE 2 - 2020-09-10T10:38 UNDERARM SWELLING OR 
TENDERNESS

REACTOGE
NICITY

MODERA
TE

US3672082 3 JOINT ACHES REACTOGE
NICITY

MILD

US3672082 2 HEADACHE REACTOGE
NICITY

MILD

US3672100 6 HEADACHE REACTOGE
NICITY

MILD

US3672135 1 DOSE 1 - 2020-08-17T11:56 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3672178 1 DOSE 1 - 2020-08-18T17:56 UNDERAM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3672208 1 DOSE 2 - 2020-09-16T18:02 LEFT ARM UNDERARM GLAND 
SWELLING AND TENDERNESS

REACTOGE
NICITY

MILD

US3672268 2 DOSE 2 - 2020-09-23T08:40 UNDERARM GLAND 
TENDERNESS

REACTOGE
NICITY

MILD
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US3682019 6 DOSE 2 - 2020-09-23T13:40 COVID-LIKE ILLNESS REACTOGE
NICITY

MODERA
TE

US3682026 1 DOSE 2 - 2020-09-24T15:16 L CALF MUSCLE PAIN REACTOGE
NICITY

MILD

US3682048 1 DOSE 2 - 2020-09-30T14:22 RIGHT UNDERARM 
LYMPHADENOPATHY, 
CONTRALATERAL TO INJECTION 
SITE

REACTOGE
NICITY

MILD

US3682109 5 DOSE 2 - 2020-10-13T10:33 RASH TO RIGHT UPPER ARM, 
IPSILATERAL TO INJECTION 
SITE, NON-URTICARIAL

REACTOGE
NICITY

MILD

US3682109 2 DOSE 2 - 2020-10-13T10:33 RASH TO RIGHT UPPER ARM, 
IPSILATERAL TO INJECTION 
SITE, NON-URTICARIAL

REACTOGE
NICITY

MILD

US3682117 3 DOSE 2 - 2020-10-13T15:21 INTERMITTENT SORENESS TO 
RIGHT UPPER BUTTOCKS

REACTOGE
NICITY

MODERA
TE

US3692008 1 DOSE 1 - 2020-08-27T16:06 TENDERNESS, LEFT ARM REACTOGE
NICITY

MILD

US3712050 2 DOSE 1 - 2020-09-21T09:10 LEFT AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3712050 1 FATIGUE REACTOGE
NICITY

MILD

US3712154 1 DOSE 1 - 2020-09-23T12:09 LEFT AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3712172 5 DOSE 1 - 2020-10-08T11:32 UNDERARM GLAND SWELLING 
OR TENDERNESS

REACTOGE
NICITY

MILD

US3712175 1 DOSE 2 - 2020-11-18T09:35 UNDERARM GLAND SWELLING 
/ TENDERNESS

REACTOGE
NICITY

MILD

US3712188 1 DOSE 1 - 2020-10-19T14:17 LEFT AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3712234 3 DOSE 2 - 2020-11-19T12:41 LEFT AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3712258 1 DOSE 1 - 2020-10-23T16:58 LEFT AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3722157 1 FATIGUE REACTOGE
NICITY

MILD

US3722197 1 FATIGUE REACTOGE
NICITY

MILD

US3722249 2 MUSCLE ACHES REACTOGE
NICITY

MODERA
TE

US3722249 1 FATIGUE REACTOGE
NICITY

MODERA
TE
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US3722282 2 HEADACHE REACTOGE
NICITY

MILD

US3722282 1 DOSE 1 - 2020-08-15T12:06 UNDERARM SWELLING REACTOGE
NICITY

MILD

US3722317 1 DOSE 1 - 2020-08-19T15:01 LEFT UNDERARM GLAND 
TENDERNESS

REACTOGE
NICITY

MODERA
TE

US3722418 1 GENERALIZED JOINT ACHES REACTOGE
NICITY

MILD

US3732003 1 DOSE 1 - 2020-08-04T11:02 RIGHT AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3732036 1 DOSE 1 - 2020-08-10T15:10 AXILLARY LYMPHADENOPATHY - 
BILATERAL

REACTOGE
NICITY

MILD

US3732051 1 DOSE 1 - 2020-08-12T12:02 GENERAL JOINT/MUSCLE 
ACHES SECONDARY TO 
PHYSICAL EXCERTION

REACTOGE
NICITY

MILD

US3732243 2 DOSE 2 - 2020-09-29T10:40 LEFT AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3732243 1 DOSE 1 - 2020-09-01T11:46 LEFT AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3732310 1 DOSE 1 - 2020-09-10T10:44 LEFT AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3732342 6 DOSE 1 - 2020-09-15T17:05 UNDERARM 
SWELLING/TENDERNESS

REACTOGE
NICITY

MILD

US3742074 1 DOSE 1 - 2020-08-25T10:12 UNKNOWN SIDE UNDERARM 
GLAND TENDERNESS

REACTOGE
NICITY

MILD

US3742103 3 DOSE 1 - 2020-08-26T14:46 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3742132 3 DOSE 1 - 2020-08-28T09:58 UNKNOWN ARM UNDERARM 
GLAND SWELLING

REACTOGE
NICITY

MILD

US3742280 3 DOSE 2 - 2020-10-06T11:48 WORSENING OF 
OSTEOARTHRITIS, ALL JOINTS

REACTOGE
NICITY

MODERA
TE

US3742325 3 DOSE 2 - 2020-10-19T14:03 UNDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3742367 2 DOSE 1 - 2020-09-14T16:02 UNDERARM GLAND SWELLING 
/ TENDERNESS

REACTOGE
NICITY

MODERA
TE

US3742384 6 DOSE 2 - 2020-10-13T08:19 PNEUMONIA REACTOGE
NICITY

MODERA
TE

US3742438 3 DOSE 2 - 2020-10-17T13:37 LEFT UNDERARM GLAND 
SWOLLEN IPSILATERAL

REACTOGE
NICITY

MILD
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US3742451 5 DOSE 2 - 2020-10-22T15:22 LEFT AXILLARY IPSILATERAL 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3742453 1 DOSE 1 - 2020-09-22T09:31 LEFT UNDER ARM GLAND 
SWELLING IPSILATERAL

REACTOGE
NICITY

MILD

US3742482 2 DOSE 1 - 2020-10-01T14:57 LEFT SWOLLEN UNDERARM 
GLAND IPSILATERAL

REACTOGE
NICITY

MILD

US3752056 1 CHILLS REACTOGE
NICITY

MILD

US3752087 1 DOSE 1 - 2020-08-14T09:40 AXILLARY LYMPHADENOPATHY 
(LATERALITY UNKNOWN)

REACTOGE
NICITY

MODERA
TE

US3752163 6 DOSE 2 - 2020-09-16T08:18 SWOLLEN, PAINFUL LYMPH 
NODES BILATERAL AXILLARY

REACTOGE
NICITY

MODERA
TE

US3752190 5 DOSE 1 - 2020-08-20T17:20 LYMPHADENOPATHY 
[UNKNOWN LATERALITY]

REACTOGE
NICITY

MILD

US3752207 2 DOSE 1 - 2020-08-21T13:40 SUPRACLAVICULAR GLAND 
SWELLING

REACTOGE
NICITY

MODERA
TE

US3752251 2 FATIGUE REACTOGE
NICITY

MODERA
TE

US3752268 1 DOSE 1 - 2020-08-26T14:35 LYMPHADENOPATHY 
BILATERAL

REACTOGE
NICITY

MILD

US3752288 5 FATIGUE REACTOGE
NICITY

MODERA
TE

US3752288 3 JOINTS ACHE (UPPER AND 
LOWER EXTREMITIES)

REACTOGE
NICITY

SEVERE

US3752288 2 FATIGUE REACTOGE
NICITY

MILD

US3752288 1 MUSCLE ACHES (UPPER AND 
LOWER EXREMITIES)

REACTOGE
NICITY

SEVERE

US3752348 1 DOSE 1 - 2020-09-01T16:20 LYMPHADENOPATHY 
IPSILATERAL

REACTOGE
NICITY

MILD

US3752349 2 DOSE 2 - 2020-09-28T08:26 LEFT AXILLARY 
LYMPHADENOPATHY - 
IPSILATERAL

REACTOGE
NICITY

MILD

US3752372 7 DOSE 2 - 2020-09-30T10:21 FLUSHING REACTOGE
NICITY

MILD

US3752389 5 DOSE 1 - 2020-09-03T15:23 UNDER ARM SWELLING AND 
PAIN (IPSILATERAL)

REACTOGE
NICITY

MILD

US3762005 1 DOSE 2 - 2020-09-17T12:20 NASAL CONGESTION REACTOGE
NICITY

MILD

US3762177 1 INJECTION SITE REDNESS, LEFT 
ARM NON-URTICARIAL

REACTOGE
NICITY

MODERA
TE

US3762239 2 DOSE 2 - 2020-10-08T13:31 RUNNY NOSE REACTOGE
NICITY

MILD
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US3762245 1 DOSE 2 - 2020-10-08T12:39 UNDERARM GLAND 
TENDERNESS

REACTOGE
NICITY

MILD

US3772082 4 DOSE 2 - 2020-09-14T11:33 UNDERARM GLAND SWELLING 
(LEFT ARM)

REACTOGE
NICITY

MILD

US3772094 6 DOSE 2 - 2020-09-17T09:08 AXILLARY GLAND SWELLING 
(IPSILATERAL)

REACTOGE
NICITY

MILD

US3772098 1 DOSE 2 - 2020-09-17T09:03 AXILLARY LYMPHADENOPATHY 
IPSILATERAL

REACTOGE
NICITY

MILD

US3772196 1 DOSE 2 - 2020-09-28T14:16 LEFT AXILLARY IPSILATERAL 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3782183 2 DOSE 1 - 2020-10-16T09:31 LEFT UNDERARM GLAND 
TENDERNESS IPSILATERAL -
SAME SIDE OF VACCINATION 
SITE

REACTOGE
NICITY

MILD

US3792058 1 DOSE 1 - 2020-09-16T15:57 UNDERARM GLAND 
SWELLING/TENDERNESS

REACTOGE
NICITY

MILD

US3792091 1 DOSE 1 - 2020-10-07T15:10 UDERARM GLAND SWELLING REACTOGE
NICITY

MILD

US3812001 3 DOSE 1 - 2020-08-03T09:36 COVID-LIKE ILLNESS REACTOGE
NICITY

MODERA
TE

US3812149 1 DOSE 2 - 2020-09-09T13:57 LEFT AXILLARY 
LYMPHADENOPATHY 
(IPSILATERAL)

REACTOGE
NICITY

MODERA
TE

US3812200 1 DOSE 1 - 2020-08-18T09:45 LEFT AXILLARY 
LYMPHADENOPATHY-
IPSILATERAL SWELLING

REACTOGE
NICITY

MILD

US3812320 3 INJECTION SITE SWELLING REACTOGE
NICITY

MILD

US3822010 3 DOSE 1 - 2020-08-05T10:16 LEFT AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3822010 2 MYALGIA REACTOGE
NICITY

MILD

US3822044 1 DOSE 1 - 2020-08-07T15:16 UNDERARM SWELLING-SAME 
SIDE OF VACCINATION SITE

REACTOGE
NICITY

MILD

US3822184 1 HEADACHE REACTOGE
NICITY

MILD

US3822213 2 HEADACHE REACTOGE
NICITY

MODERA
TE

US3822258 1 DOSE 1 - 2020-08-25T12:36 LEFT AXILLARY 
LYMPHADENOPATHY - SAME 
SIDE OF VACCICATION SITE

REACTOGE
NICITY

MILD
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US3822389 2 FATIGUE REACTOGE
NICITY

MILD

US3822389 1 HEADACHE REACTOGE
NICITY

MILD

US3822416 1 INJECTION SITE PAIN REACTOGE
NICITY

MODERA
TE

US3832041 1 DOSE 2 - 2020-08-31T10:44 MUSCLE ACHES (LOWER 
EXTREMITIES)

REACTOGE
NICITY

MODERA
TE

US3832089 1 DOSE 2 - 2020-09-01T16:38 LEFT AXILLARY 
LYMPHADENOPATHY 
(IPSILATERAL-SAME SIDE OF 
VACCINATION)

REACTOGE
NICITY

MILD

US3832190 1 DOSE 2 - 2020-09-11T08:30 AR-UNDERARM GLAND 
SWELLING

REACTOGE
NICITY

MILD

US3842052 2 DOSE 1 - 2020-09-30T15:43 MUSCLE ACHES WORSENING 
DUE TO FIBROMYALGIA

REACTOGE
NICITY

MODERA
TE

US3852193 8 DOSE 2 - 2020-10-23T11:18 AXILLARY LYMPHADENOPATHY 
VACCINE ARM

REACTOGE
NICITY

MILD

US3862168 3 DOSE 1 - 2020-09-11T11:22 POSTVACCINATION 
REACTOGENICITY SYMPTOMS

REACTOGE
NICITY

MILD

US3862175 2 DOSE 1 - 2020-09-11T15:25 IPSILATERAL AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3862259 2 DOSE 1 - 2020-09-29T14:39 OSTEOARTHRIATIS 
EXACERBATION MANIFESTED 
BY ARTHRALGIAS IN 
SHOULDERS BILATERALLY

REACTOGE
NICITY

MODERA
TE

US3862276 4 DOSE 1 - 2020-10-01T15:47 PROLONGED 
POSTVACCINATION 
REACTOGENICITY CHILLS

REACTOGE
NICITY

MILD

US3872085 9 DOSE 1 - 2020-08-07T09:44 UNDERARM GLAND 
TENDERNESS 
(LYMPHADENOPATHY)

REACTOGE
NICITY

MODERA
TE

US3872118 15 DOSE 1 - 2020-08-10T13:01 LEFT UNDERARM 
LYMPHADENOPATHY 
(IPSILATERAL)

REACTOGE
NICITY

MILD

US3872157 1 DOSE 2 - 2020-09-09T12:18 BCC REACTOGE
NICITY

MODERA
TE

US3872250 9 DOSE 1 - 2020-08-21T12:25 IPSILATERAL UNDERARM 
GLAND TENDERNESS 
(LYMPHADENOPATHY)

REACTOGE
NICITY

MODERA
TE
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US3872265 6 DOSE 2 - 2020-09-28T10:57 SHOULDER PAIN - RIGHT REACTOGE
NICITY

MODERA
TE

US3872440 5 DOSE 1 - 2020-09-03T10:16 AXILLARY LYMPHADENOPATHY REACTOGE
NICITY

MODERA
TE

US3872470 1 DOSE 2 - 2020-10-07T09:00 CONTRALATERAL RIGHT 
AXILLARY LYMPHADENOPATHY 
PAIN

REACTOGE
NICITY

MILD

US3892079 2 DOSE 2 - 2020-10-14T13:13 IPSILATERAL AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3892079 1 DOSE 1 - 2020-09-14T11:42 IPSILATERAL AXILLARY 
LYMPHADENOPATHY

REACTOGE
NICITY

MILD

US3912020 6 DOSE 2 - 2020-09-25T09:46 AXILLARY LYMPHADENOPATHY 
IPSILATERAL

REACTOGE
NICITY

MILD

US3912033 4 DOSE 2 - 2020-09-23T14:01 IMMUNIZATION 
REACTOGENICITY

REACTOGE
NICITY

MILD

US3912034 3 DOSE 2 - 2020-09-28T16:13 REACTOGENICITY STATUS POST 
VACCINE

REACTOGE
NICITY

MODERA
TE

US3912184 1 DOSE 2 - 2020-10-16T09:54 REACTOGENICITY STATUS POST 
VACCINE

REACTOGE
NICITY

MODERA
TE

US3912196 1 DOSE 2 - 2020-10-19T09:42 DIVERTICULOSIS FLARE REACTOGE
NICITY

MILD

US3922071 2 DOSE 2 - 2020-10-05T09:40 COVID LIKE SYMPTOMS REACTOGE
NICITY

MODERA
TE

US3932233 6 DOSE 1 - 2020-10-12T12:32 UNDERARM GLAND SWELLING/ 
TENDERNESS

REACTOGE
NICITY

MILD

US3932288 1 DOSE 1 - 2020-10-17T12:37 TENDERNESS UNDER LEFT ARM 
PIT/ SAR

REACTOGE
NICITY

MILD

US3952022 3 DOSE 2 - 2020-10-01T09:37 INTERMITTENT SHORTNESS OF 
BREATHING

REACTOGE
NICITY

MILD

US3952022 2 DOSE 1 - 2020-09-01T14:14 IP REACTOGENICITY- MULTIPLE 
SYMPTOMS

REACTOGE
NICITY

MILD

US3952140 6 DOSE 2 - 2020-10-26T13:47 L DELTOID INDURATION REACTOGE
NICITY

MILD

US3972136 1 DOSE 2 - 2020-10-13T13:08 RASH ON BACK OF NECK REACTOGE
NICITY

MILD

US3982114 2 DOSE 2 - 2020-10-08T16:09 REACTOGENICITY SYMPTOMS REACTOGE
NICITY

MILD

US3982241 3 DOSE 1 - 2020-09-28T12:20 UNDERARM GLAND SWELLING 
OR TENDERNESS; 
LYMPHADENOPATHY LEFT 
AXILLA

REACTOGE
NICITY

MILD

US3992017 2 DOSE 1 - 2020-09-22T13:10 LYMPHADENOPATHY UNDER 
ARM

REACTOGE
NICITY

MILD
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US3992119 1 DOSE 1 - 2020-10-21T13:02 LYMPHADENOPATHY, UNDER 
ARM

REACTOGE
NICITY

MILD
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AETO EPOCH AESTDTC AEENDTC AEST AEE CETERM vax_dose1_date
1 BLINDED 

TREATMENT
8/2/2020 8/5/2020 6 9 2020-07-28T13:06

1 BLINDED 
TREATMENT

9/4/2020 9/9/2020 31 36 2020-08-05T14:25

1 BLINDED 
TREATMENT

9/6/2020 9/8/2020 7 9 2020-08-31T11:41

1 BLINDED 
TREATMENT

9/3/2020 9/9/2020 3 9 2020-09-01T12:23

1 BLINDED 
TREATMENT

10/12/2020 10/19/2020 5 12 2020-10-08T10:42

1 BLINDED 
TREATMENT

10/28/2020 10/31/2020 6 9 2020-10-23T15:34

3 BLINDED 
TREATMENT

2020-08-25T21:00 8/25/2020 29 29 2020-07-28T16:22

2 BLINDED 
TREATMENT

8/11/2020 8/21/2020 6 16 2020-08-06T14:48

1 BLINDED 
TREATMENT

8/12/2020 8/17/2020 3 8 2020-08-10T17:37

1 BLINDED 
TREATMENT

2020-09-11T19:30 10/24/2020 29 72 2020-08-14T17:30

1 BLINDED 
TREATMENT

8/27/2020 9/2/2020 31 37 2020-07-28T17:02

1 BLINDED 
TREATMENT

9/9/2020 9/16/2020 34 41 2020-08-07T11:42

3 FOLLOW-UP 
BLINDED 

1/13/2021 3/3/2021 167 216 2020-07-31T16:35

2 OPEN LABEL 
TREATMENT

3/1/2021 3/10/2021 208 217 2020-08-06T15:40

1 SCREENING 2020-08-07T00:00 2020-08-10T00:00 1 4 2020-08-07T14:32

1 SCREENING 2020-08-07T00:00 2020-08-10T00:00 1 4 2020-08-07T14:32

1 SCREENING 2020-08-07T00:00 2020-08-10T00:00 1 4 2020-08-07T14:32

1 FOLLOW-UP 
BLINDED 
PHASE

2021-01-18T00:00 2021-01-25T00:00 160 167 2020-08-12T12:50

2 OPEN LABEL 
TREATMENT

2/25/2021 2/28/2021 198 201 2020-08-12T12:50

1 BLINDED 
TREATMENT

8/20/2020 8/21/2020 8 9 2020-08-13T10:23

1 SCREENING 2020-08-13T05:00 2020-08-21T23:59 1 9 2020-08-13T16:41
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3 BLINDED 
TREATMENT

2020-09-18T00:00 2020-09-20T00:00 32 34 2020-08-18T16:20

1 SCREENING 2020-08-19T00:00 2020-08-26T23:59 1 8 2020-08-19T17:25

1 BLINDED 
TREATMENT

2020-10-08T16:38 35 . 2020-09-04T09:55

1 BLINDED 
TREATMENT

8/25/2020 8/26/2020 7 8 2020-08-19T12:15

1 BLINDED 
TREATMENT

8/31/2020 9/4/2020 6 10 2020-08-26T11:29

1 BLINDED 
TREATMENT

9/9/2020 9/10/2020 8 9 2020-09-02T14:23

1 BLINDED 
TREATMENT

9/9/2020 9/10/2020 8 9 2020-09-02T14:23

1 SCREENING 2020-07-27T07:00 8/5/2020 1 10 2020-07-27T16:35

1 OPEN LABEL 
TREATMENT

2021-01-06T15:48 3/1/2021 146 200 2020-08-14T13:28

2 BLINDED 
TREATMENT

9/18/2020 9/29/2020 30 41 2020-08-20T14:08

1 BLINDED 
TREATMENT

9/21/2020 9/26/2020 32 37 2020-08-21T12:02

1 BLINDED 
TREATMENT

9/3/2020 9/4/2020 7 8 2020-08-28T16:34

1 BLINDED 
TREATMENT

10/7/2020 10/15/2020 27 35 2020-09-11T13:13

1 BLINDED 
TREATMENT

9/6/2020 9/10/2020 35 39 2020-08-03T16:01

1 BLINDED 
TREATMENT

8/10/2020 8/14/2020 7 11 2020-08-04T16:03

1 BLINDED 
TREATMENT

8/6/2020 8/12/2020 3 9 2020-08-04T17:03

1 BLINDED 
TREATMENT

8/10/2020 8/12/2020 6 8 2020-08-05T12:58

1 BLINDED 
TREATMENT

8/9/2020 8/19/2020 3 13 2020-08-07T10:09

1 BLINDED 
TREATMENT

8/23/2020 8/28/2020 5 10 2020-08-19T10:51

1 BLINDED 
TREATMENT

9/17/2020 9/28/2020 29 40 2020-08-20T14:29

FDA-CBER-2022-1614-3816137



3 BLINDED 
TREATMENT

9/23/2020 9/28/2020 31 36 2020-08-24T15:53

1 BLINDED 
TREATMENT

9/6/2020 9/13/2020 4 11 2020-09-03T16:49

1 BLINDED 
TREATMENT

9/18/2020 9/23/2020 3 8 2020-09-16T13:53

2 BLINDED 
TREATMENT

2020-07-28T17:00 2 . 2020-07-27T17:02

2 SCREENING 2020-07-28T00:00 2020-08-05T23:59 1 9 2020-07-28T10:26

1 BLINDED 
TREATMENT

8/27/2020 9/6/2020 31 41 2020-07-28T10:26

1 SCREENING 2020-07-28T00:00 2020-08-06T23:59 1 10 2020-07-28T13:12

2 FOLLOW-UP 
BLINDED 
PHASE

3/16/2021 3/29/2021 232 245 2020-07-28T15:08

1 BLINDED 
TREATMENT

8/11/2020 8/12/2020 15 16 2020-07-28T16:57

1 BLINDED 
TREATMENT

2020-08-26T00:00 2020-09-09T23:59 29 43 2020-07-29T16:42

2 BLINDED 
TREATMENT

2020-11-13T21:34 12/1/2020 29 47 2020-10-16T13:20

1 BLINDED 
TREATMENT

10/18/2020 11/10/2020 3 26 2020-10-16T13:20

2 BLINDED 
TREATMENT

8/22/2020 9/7/2020 4 20 2020-08-19T17:08

2 BLINDED 
TREATMENT

8/1/2020 8/4/2020 6 9 2020-07-27T16:15

1 BLINDED 
TREATMENT

8/4/2020 8/7/2020 6 9 2020-07-30T17:21

1 BLINDED 
TREATMENT

8/5/2020 8/9/2020 6 10 2020-07-31T15:22

1 BLINDED 
TREATMENT

9/2/2020 9/10/2020 30 38 2020-08-04T11:25

FDA-CBER-2022-1614-3816138



1 BLINDED 
TREATMENT

8/22/2020 8/25/2020 8 11 2020-08-15T14:25

1 BLINDED 
TREATMENT

10/21/2020 10/24/2020 7 10 2020-10-15T15:09

1 BLINDED 
TREATMENT

10/27/2020 10/31/2020 7 11 2020-10-21T11:37

2 BLINDED 
TREATMENT

2020-11-23T18:00 11/30/2020 33 40 2020-10-22T10:27

1 BLINDED 
TREATMENT

8/28/2020 9/3/2020 32 38 2020-07-28T14:51

1 BLINDED 
TREATMENT

2020-08-27T23:00 9/11/2020 29 44 2020-07-30T20:52

1 BLINDED 
TREATMENT

7/30/2020 8/27/2020 1 29 2020-07-30T20:52

1 BLINDED 
TREATMENT

2020-09-05T07:00 2020-09-14T07:00 31 40 2020-08-06T12:46

1 BLINDED 
TREATMENT

2020-09-04T22:01 9/14/2020 29 39 2020-08-07T13:44

1 BLINDED 
TREATMENT

2020-09-14T22:30 9/29/2020 33 48 2020-08-13T19:15

1 BLINDED 
TREATMENT

2020-08-24T17:06 2020-08-31T21:08 1 8 2020-08-24T16:29

1 BLINDED 
TREATMENT

9/5/2020 9/12/2020 2 9 2020-09-04T16:25

1 BLINDED 
TREATMENT

2020-11-06T09:30 11/16/2020 30 40 2020-10-08T16:41

1 BLINDED 
TREATMENT

10/16/2020 10/31/2020 4 19 2020-10-13T18:40

FDA-CBER-2022-1614-3816139



1 BLINDED 
TREATMENT

10/20/2020 10/24/2020 6 10 2020-10-15T18:43

2 BLINDED 
TREATMENT

2020-09-09T07:00 2020-09-15T09:00 31 37 2020-08-10T13:55

2 BLINDED 
TREATMENT

8/25/2020 9/8/2020 5 19 2020-08-21T11:25

1 BLINDED 
TREATMENT

7/28/2020 8/3/2020 2 8 2020-07-27T14:32

1 BLINDED 
TREATMENT

8/4/2020 8/10/2020 7 13 2020-07-29T17:15

1 SCREENING 2020-07-30T00:00 2020-08-07T00:00 1 9 2020-07-30T11:48

1 BLINDED 
TREATMENT

9/9/2020 9/15/2020 41 47 2020-07-31T16:23

1 BLINDED 
TREATMENT

8/5/2020 8/14/2020 6 15 2020-07-31T16:23

1 BLINDED 
TREATMENT

2020-09-09T00:00 2020-09-19T00:00 31 41 2020-08-10T15:05

1 BLINDED 
TREATMENT

8/4/2020 8/17/2020 1 14 2020-08-04T10:06

1 BLINDED 
TREATMENT

9/2/2020 9/8/2020 30 36 2020-08-04T10:06

1 BLINDED 
TREATMENT

8/14/2020 8/19/2020 6 11 2020-08-09T08:26

1 BLINDED 
TREATMENT

8/17/2020 8/22/2020 3 8 2020-08-15T14:25

1 BLINDED 
TREATMENT

8/26/2020 9/6/2020 2 13 2020-08-25T11:41

1 BLINDED 
TREATMENT

9/4/2020 9/7/2020 15 18 2020-08-21T13:26

1 BLINDED 
TREATMENT

8/25/2020 9/3/2020 4 13 2020-08-22T12:36

FDA-CBER-2022-1614-3816140



1 BLINDED 
TREATMENT

8/28/2020 8/30/2020 6 8 2020-08-23T14:43

1 BLINDED 
TREATMENT

8/24/2020 9/12/2020 1 20 2020-08-24T14:03

1 BLINDED 
TREATMENT

8/28/2020 9/4/2020 2 9 2020-08-27T11:00

1 BLINDED 
TREATMENT

9/6/2020 9/8/2020 6 8 2020-09-01T10:29

1 BLINDED 
TREATMENT

9/8/2020 9/12/2020 6 10 2020-09-03T16:43

1 BLINDED 
TREATMENT

10/19/2020 11/7/2020 2 21 2020-10-18T10:07

1 BLINDED 
TREATMENT

10/28/2020 10/30/2020 7 9 2020-10-22T16:37

1 SCREENING 2020-08-07T16:00 2020-08-14T08:00 1 8 2020-08-07T16:04

1 BLINDED 
TREATMENT

8/19/2020 8/22/2020 7 10 2020-08-13T16:04

1 BLINDED 
TREATMENT

8/11/2020 8/14/2020 7 10 2020-08-05T15:48

1 BLINDED 
TREATMENT

2020-08-15T18:21 2020-08-26T20:04 2 13 2020-08-14T15:25

1 BLINDED 
TREATMENT

2020-08-08T12:00 2020-09-11T11:59 2 36 2020-08-07T15:51

1 BLINDED 
TREATMENT

2020-09-08T17:21 2020-09-14T12:00 32 38 2020-08-08T16:07

1 BLINDED 
TREATMENT

8/13/2020 8/20/2020 3 10 2020-08-11T12:13

1 SCREENING 2020-08-13T06:00 2020-08-27T00:00 1 15 2020-08-13T17:11

1 BLINDED 
TREATMENT

8/24/2020 8/30/2020 7 13 2020-08-18T14:04

3 BLINDED 
TREATMENT

8/31/2020 9/4/2020 8 12 2020-08-24T17:17

1 BLINDED 
TREATMENT

9/25/2020 10/5/2020 32 42 2020-08-25T11:49

1 BLINDED 
TREATMENT

8/26/2020 9/1/2020 2 8 2020-08-25T11:49

1 BLINDED 
TREATMENT

9/4/2020 9/13/2020 7 16 2020-08-29T12:18

1 BLINDED 
TREATMENT

8/30/2020 2020-11-19T12:00 2 83 2020-08-29T12:27

FDA-CBER-2022-1614-3816141



1 BLINDED 
TREATMENT

9/8/2020 9/13/2020 4 9 2020-09-05T11:27

1 BLINDED 
TREATMENT

9/12/2020 9/15/2020 7 10 2020-09-06T12:46

1 BLINDED 
TREATMENT

2020-09-11T12:47 2020-09-19T20:38 2 10 2020-09-10T11:44

1 BLINDED 
TREATMENT

9/18/2020 9/25/2020 8 15 2020-09-11T14:12

1 BLINDED 
TREATMENT

9/22/2020 9/24/2020 6 8 2020-09-17T11:25

1 SCREENING 2020-09-19T10:22 2020-09-27T08:26 1 9 2020-09-19T11:10

1 SCREENING 2020-09-19T10:22 2020-09-28T06:31 1 10 2020-09-19T11:10

1 SCREENING 2020-08-13T07:10 2020-08-24T18:37 1 12 2020-08-13T14:52

1 SCREENING 2020-09-01T10:00 9/11/2020 1 11 2020-09-01T10:37

2 BLINDED 
TREATMENT

2020-09-22T01:00 9/30/2020 2 10 2020-09-21T15:33

1 BLINDED 
TREATMENT

2020-08-11T21:44 8/16/2020 6 11 2020-08-06T10:16

1 BLINDED 
TREATMENT

8/13/2020 8/25/2020 4 16 2020-08-10T17:23

1 BLINDED 
TREATMENT

2020-09-10T00:00 10/6/2020 32 58 2020-08-10T17:23

1 BLINDED 
TREATMENT

2020-08-13T13:54 8/22/2020 2 11 2020-08-12T11:28

1 SCREENING 2020-08-13T00:00 8/20/2020 1 8 2020-08-13T11:01

1 BLINDED 
TREATMENT

2020-08-20T20:29 8/21/2020 7 8 2020-08-14T10:43

1 BLINDED 
TREATMENT

2020-10-01T19:08 2020-10-07T00:00 35 41 2020-08-28T12:48

1 BLINDED 
TREATMENT

9/10/2020 9/15/2020 7 12 2020-09-04T16:56

1 BLINDED 
TREATMENT

10/20/2020 10/25/2020 33 38 2020-09-18T17:00

FDA-CBER-2022-1614-3816142



1 BLINDED 
TREATMENT

2020-10-21T17:39 2020-10-30T00:00 30 39 2020-09-22T08:33

1 BLINDED 
TREATMENT

2020-09-25T13:15 10/15/2020 1 21 2020-09-25T12:39

1 BLINDED 
TREATMENT

10/24/2020 11/9/2020 30 46 2020-09-25T14:28

1 BLINDED 
TREATMENT

2020-09-29T21:01 2020-10-08T00:00 5 14 2020-09-25T14:50

1 BLINDED 
TREATMENT

10/12/2020 10/17/2020 7 12 2020-10-06T14:02

2 BLINDED 
TREATMENT

8/26/2020 9/6/2020 30 41 2020-07-28T13:45

2 BLINDED 
TREATMENT

8/26/2020 9/6/2020 30 41 2020-07-28T13:45

1 BLINDED 
TREATMENT

9/4/2020 9/5/2020 31 32 2020-08-05T13:57

2 BLINDED 
TREATMENT

9/28/2020 9/30/2020 35 37 2020-08-25T09:17

1 BLINDED 
TREATMENT

8/13/2020 8/15/2020 8 10 2020-08-06T10:36

1 BLINDED 
TREATMENT

8/13/2020 8/14/2020 8 9 2020-08-06T16:18

1 BLINDED 
TREATMENT

8/17/2020 11 . 2020-08-07T11:14

1 BLINDED 
TREATMENT

8/27/2020 8/27/2020 9 9 2020-08-19T11:35

1 BLINDED 
TREATMENT

8/29/2020 9/6/2020 8 16 2020-08-22T13:48

1 FOLLOW-UP 
BLINDED 
PHASE

11/17/2020 11/20/2020 88 91 2020-08-22T18:04

1 BLINDED 
TREATMENT

9/25/2020 9/28/2020 34 37 2020-08-23T11:24

1 BLINDED 
TREATMENT

10/6/2020 10/16/2020 6 16 2020-10-01T14:38

1 BLINDED 
TREATMENT

8/12/2020 8/19/2020 5 12 2020-08-08T10:19

2 BLINDED 
TREATMENT

9/8/2020 9/18/2020 29 39 2020-08-11T16:12

1 BLINDED 
TREATMENT

9/19/2020 9/19/2020 38 38 2020-08-13T09:56

FDA-CBER-2022-1614-3816143



1 BLINDED 
TREATMENT

8/17/2020 9/28/2020 3 45 2020-08-15T12:54

1 BLINDED 
TREATMENT

9/27/2020 9/29/2020 34 36 2020-08-25T13:25

1 BLINDED 
TREATMENT

10/26/2020 10/29/2020 7 10 2020-10-20T14:51

1 BLINDED 
TREATMENT

8/16/2020 8/18/2020 7 9 2020-08-10T16:32

3 BLINDED 
TREATMENT

9/9/2020 10/18/2020 30 69 2020-08-11T14:45

1 BLINDED 
TREATMENT

9/10/2020 9/15/2020 31 36 2020-08-11T17:01

3 BLINDED 
TREATMENT

9/11/2020 9/21/2020 29 39 2020-08-14T16:55

3 BLINDED 
TREATMENT

9/15/2020 9/22/2020 30 37 2020-08-17T15:13

1 BLINDED 
TREATMENT

9/17/2020 9/24/2020 30 37 2020-08-19T12:34

1 BLINDED 
TREATMENT

8/21/2020 8/27/2020 3 9 2020-08-19T13:20

1 BLINDED 
TREATMENT

8/25/2020 8/27/2020 6 8 2020-08-20T10:31

2 BLINDED 
TREATMENT

9/17/2020 9/26/2020 29 38 2020-08-20T12:16

1 BLINDED 
TREATMENT

2020-09-17T11:57 29 . 2020-08-20T13:46

1 BLINDED 
TREATMENT

2020-09-24T08:00 9/30/2020 30 36 2020-08-26T13:18

1 BLINDED 
TREATMENT

9/28/2020 10/4/2020 32 38 2020-08-28T13:44

1 BLINDED 
TREATMENT

9/2/2020 9/4/2020 6 8 2020-08-28T16:57

FDA-CBER-2022-1614-3816144



1 BLINDED 
TREATMENT

9/30/2020 10/17/2020 31 48 2020-08-31T15:35

1 BLINDED 
TREATMENT

9/2/2020 9/14/2020 2 14 2020-09-01T12:02

1 BLINDED 
TREATMENT

9/7/2020 9/14/2020 6 13 2020-09-02T14:53

1 BLINDED 
TREATMENT

9/8/2020 9/10/2020 6 8 2020-09-03T14:49

1 BLINDED 
TREATMENT

10/10/2020 11/19/2020 33 73 2020-09-08T16:20

1 BLINDED 
TREATMENT

9/11/2020 9/22/2020 3 14 2020-09-09T11:46

1 BLINDED 
TREATMENT

10/8/2020 10/26/2020 29 47 2020-09-10T11:29

1 BLINDED 
TREATMENT

9/16/2020 9/23/2020 7 14 2020-09-10T11:29

2 BLINDED 
TREATMENT

2020-09-10T17:30 10/24/2020 1 45 2020-09-10T12:57

1 BLINDED 
TREATMENT

9/15/2020 9/22/2020 5 12 2020-09-11T12:01

2 BLINDED 
TREATMENT

9/13/2020 9/21/2020 3 11 2020-09-11T12:16

1 BLINDED 
TREATMENT

9/18/2020 10/2/2020 29 43 2020-08-21T16:02

2 BLINDED 
TREATMENT

10/9/2020 10/18/2020 31 40 2020-09-09T15:58

3 BLINDED 
TREATMENT

10/17/2020 10/23/2020 30 36 2020-09-18T12:17

1 BLINDED 
TREATMENT

9/18/2020 10/2/2020 1 15 2020-09-18T12:17

FDA-CBER-2022-1614-3816145



1 BLINDED 
TREATMENT

10/11/2020 10/12/2020 7 8 2020-10-05T14:40

1 SCREENING 2020-08-06T08:00 8/14/2020 1 9 2020-08-06T18:42

1 BLINDED 
TREATMENT

8/13/2020 8/19/2020 4 10 2020-08-10T17:08

1 BLINDED 
TREATMENT

9/19/2020 9/25/2020 38 44 2020-08-13T16:45

1 BLINDED 
TREATMENT

9/17/2020 9/28/2020 36 47 2020-08-13T17:04

1 BLINDED 
TREATMENT

2020-09-10T19:00 2020-09-22T13:00 29 41 2020-08-13T17:10

1 BLINDED 
TREATMENT

2020-09-15T17:00 2020-09-24T08:00 33 42 2020-08-14T17:13

1 BLINDED 
TREATMENT

2020-08-20T18:00 2020-09-03T00:00 1 15 2020-08-20T09:53

1 BLINDED 
TREATMENT

9/3/2020 9/10/2020 7 14 2020-08-28T14:52

1 SCREENING 2020-09-03T07:00 2020-09-12T07:00 1 10 2020-09-03T12:32

2 SCREENING 2020-09-03T07:00 2020-09-13T07:00 1 11 2020-09-03T12:32

4 FOLLOW-UP 
OPEN LABEL 
PHASE

4/18/2021 188 . 2020-10-13T11:38

1 BLINDED 
TREATMENT

8/20/2020 8/21/2020 8 9 2020-08-13T16:27

1 BLINDED 
TREATMENT

8/26/2020 8/27/2020 7 8 2020-08-20T16:37

1 BLINDED 
TREATMENT

9/26/2020 10/16/2020 8 28 2020-09-19T14:39

1 . . 2020-09-19T14:39

2 BLINDED 
TREATMENT

8/6/2020 8/10/2020 6 10 2020-08-01T11:29

2 BLINDED 
TREATMENT

2020-09-01T17:01 2020-09-10T10:59 29 38 2020-08-04T10:33

FDA-CBER-2022-1614-3816146



1 BLINDED 
TREATMENT

8/11/2020 8/17/2020 6 12 2020-08-06T08:48

2 BLINDED 
TREATMENT

2020-08-08T00:00 2020-08-16T00:00 2 10 2020-08-07T14:35

1 BLINDED 
TREATMENT

8/21/2020 8/23/2020 7 9 2020-08-15T09:48

1 BLINDED 
TREATMENT

8/24/2020 8/27/2020 6 9 2020-08-19T11:08

1 BLINDED 
TREATMENT

9/28/2020 10/3/2020 5 10 2020-09-24T15:11

2 BLINDED 
TREATMENT

11/16/2020 11/24/2020 36 44 2020-10-12T10:00

1 FOLLOW-UP 
BLINDED 
PHASE

1/9/2021 1/9/2021 149 149 2020-08-14T16:36

1 FOLLOW-UP 
BLINDED 
PHASE

1/8/2021 1/19/2021 148 159 2020-08-14T16:36

1 FOLLOW-UP 
BLINDED 
PHASE

1/8/2021 1/19/2021 148 159 2020-08-14T16:36

1 FOLLOW-UP 
BLINDED 
PHASE

1/8/2021 1/19/2021 148 159 2020-08-14T16:36

1 SCREENING 2020-08-19T09:11 2020-08-20T09:11 1 2 2020-08-19T11:40

1 BLINDED 
TREATMENT

9/25/2020 9/28/2020 33 36 2020-08-24T14:40

1 SCREENING 2020-08-26T11:38 2020-09-01T11:38 1 7 2020-08-26T14:55

1 SCREENING 2020-08-26T11:35 2020-08-27T11:35 1 2 2020-08-26T14:55

1 SCREENING 2020-08-26T07:26 2020-09-06T09:50 1 12 2020-08-26T15:54

1 SCREENING 2020-09-02T12:56 2020-09-05T12:56 1 4 2020-09-02T15:51

1 BLINDED 
TREATMENT

9/8/2020 9/14/2020 6 12 2020-09-03T14:47

1 SCREENING 2020-09-10T13:47 2020-09-10T13:48 1 1 2020-09-10T15:51

FDA-CBER-2022-1614-3816147



1 BLINDED 
TREATMENT

9/25/2020 10/2/2020 4 11 2020-09-22T10:48

1 BLINDED 
TREATMENT

8/20/2020 8/24/2020 7 11 2020-08-14T14:09

1 BLINDED 
TREATMENT

8/16/2020 8/23/2020 3 10 2020-08-14T13:40

1 BLINDED 
TREATMENT

9/2/2020 9/4/2020 6 8 2020-08-28T16:02

1 BLINDED 
TREATMENT

2020-09-29T14:30 2020-10-06T12:52 29 36 2020-09-01T16:08

1 OPEN LABEL 
TREATMENT

1/25/2021 1/27/2021 146 148 2020-09-02T13:15

1 BLINDED 
TREATMENT

9/9/2020 9/12/2020 7 10 2020-09-03T13:17

3 SCREENING 2020-09-08T00:00 2020-09-10T00:00 1 3 2020-09-08T14:06

1 BLINDED 
TREATMENT

10/25/2020 10/30/2020 38 43 2020-09-18T16:05

2 BLINDED 
TREATMENT

9/9/2020 10/6/2020 9 36 2020-09-01T12:32

1 BLINDED 
TREATMENT

9/18/2020 9/19/2020 8 9 2020-09-11T10:15

1 BLINDED 
TREATMENT

9/22/2020 9/28/2020 5 11 2020-09-18T10:08

1 BLINDED 
TREATMENT

9/24/2020 9/27/2020 7 10 2020-09-18T15:13

1 BLINDED 
TREATMENT

8/28/2020 9/1/2020 33 37 2020-07-27T12:03

1 SCREENING 2020-08-01T07:00 2020-08-10T15:00 1 10 2020-08-01T17:05

1 BLINDED 
TREATMENT

9/4/2020 9/25/2020 30 51 2020-08-06T16:08

1 SCREENING 2020-08-08T06:00 2020-08-21T16:30 1 14 2020-08-08T08:53

1 SCREENING 2020-08-08T06:00 2020-08-19T14:00 1 12 2020-08-08T08:53

1 SCREENING 2020-08-08T06:00 2020-08-21T15:00 1 14 2020-08-08T08:53

FDA-CBER-2022-1614-3816148



1 BLINDED 
TREATMENT

8/12/2020 8/16/2020 4 8 2020-08-09T14:39

1 SCREENING 2020-08-12T00:00 2020-08-21T00:00 1 10 2020-08-12T14:55

1 BLINDED 
TREATMENT

8/17/2020 8/22/2020 3 8 2020-08-15T13:40

1 SCREENING 2020-08-15T06:00 2020-08-22T15:00 1 8 2020-08-15T14:40

1 BLINDED 
TREATMENT

2020-08-16T06:00 2020-08-22T15:00 2 8 2020-08-15T14:40

1 SCREENING 2020-08-15T00:00 2020-08-22T00:00 1 8 2020-08-15T14:40

1 BLINDED 
TREATMENT

8/28/2020 8/30/2020 7 9 2020-08-22T13:01

1 BLINDED 
TREATMENT

2020-10-22T06:00 2020-10-29T15:00 2 9 2020-10-21T17:17

1 SCREENING 2020-08-05T00:00 2020-08-14T00:00 1 10 2020-08-05T10:30

1 OPEN LABEL 
TREATMENT

2/5/2021 3/5/2021 185 213 2020-08-05T12:10

1 BLINDED 
TREATMENT

11/12/2020 12/9/2020 30 57 2020-10-14T17:00

1 BLINDED 
TREATMENT

11/12/2020 2/19/2021 30 129 2020-10-14T17:00

1 SCREENING 2020-10-20T00:00 2020-10-27T00:00 1 8 2020-10-20T15:30

1 BLINDED 
TREATMENT

8/30/2020 9/6/2020 4 11 2020-08-27T12:33

1 BLINDED 
TREATMENT

2020-09-26T14:00 10/7/2020 30 41 2020-08-28T12:36

1 BLINDED 
TREATMENT

2020-09-29T15:00 2020-10-26T00:05 30 57 2020-08-31T11:05

1 BLINDED 
TREATMENT

9/2/2020 9/28/2020 3 29 2020-08-31T11:05

1 BLINDED 
TREATMENT

10/18/2020 10/25/2020 33 40 2020-09-16T12:50

1 BLINDED 
TREATMENT

9/18/2020 9/26/2020 3 11 2020-09-16T12:50

1 BLINDED 
TREATMENT

9/21/2020 9/28/2020 4 11 2020-09-18T11:52

1 BLINDED 
TREATMENT

9/8/2020 9/21/2020 32 45 2020-08-08T11:44

FDA-CBER-2022-1614-3816149



1 BLINDED 
TREATMENT

8/17/2020 9/12/2020 5 31 2020-08-13T10:08

1 SCREENING 2020-08-14T05:36 9/11/2020 1 29 2020-08-14T11:00

1 BLINDED 
TREATMENT

9/18/2020 10/2/2020 30 44 2020-08-20T17:37

1 BLINDED 
TREATMENT

9/7/2020 9/8/2020 7 8 2020-09-01T09:47

1 BLINDED 
TREATMENT

8/26/2020 8/28/2020 9 11 2020-08-18T10:26

1 OPEN LABEL 
TREATMENT

1/5/2021 1/11/2021 139 145 2020-08-20T16:31

1 BLINDED 
TREATMENT

9/2/2020 9/2/2020 9 9 2020-08-25T17:35

1 BLINDED 
TREATMENT

8/5/2020 8/8/2020 7 10 2020-07-30T10:41

1 SCREENING 2020-07-30T00:00 2020-08-01T00:00 1 3 2020-07-30T10:53

1 BLINDED 
TREATMENT

8/4/2020 8/7/2020 6 9 2020-07-30T14:11

2 SCREENING 2020-08-01T00:00 2020-08-09T00:00 1 9 2020-08-01T13:01

1 BLINDED 
TREATMENT

8/5/2020 8/8/2020 3 6 2020-08-03T17:05

1 SCREENING 2020-08-06T00:01 2020-08-15T00:02 1 10 2020-08-06T17:20

1 SCREENING 2020-09-23T00:01 2020-09-30T00:02 1 8 2020-09-23T10:45

1 SCREENING 2020-09-23T00:01 2020-09-30T00:02 1 8 2020-09-23T10:45

2 BLINDED 
TREATMENT

8/19/2020 8/22/2020 6 9 2020-08-14T14:25

2 FOLLOW-UP 
BLINDED 
PHASE

11/27/2020 12/5/2020 100 108 2020-08-20T09:57

1 BLINDED 
TREATMENT

10/9/2020 10/14/2020 36 41 2020-09-04T13:26

FDA-CBER-2022-1614-3816150



1 BLINDED 
TREATMENT

9/14/2020 9/24/2020 4 14 2020-09-11T16:27

1 BLINDED 
TREATMENT

8/20/2020 8/22/2020 7 9 2020-08-14T13:25

1 BLINDED 
TREATMENT

8/20/2020 8/26/2020 7 13 2020-08-14T13:45

1 BLINDED 
TREATMENT

2020-09-12T19:33 2020-09-19T19:27 30 37 2020-08-14T16:00

1 BLINDED 
TREATMENT

9/17/2020 9/23/2020 32 38 2020-08-17T17:04

3 BLINDED 
TREATMENT

2020-09-16T15:51 2020-09-18T11:15 29 31 2020-08-19T16:39

1 SCREENING 2020-08-27T09:00 2020-09-03T20:00 1 8 2020-08-27T10:39

1 BLINDED 
TREATMENT

2020-09-25T17:00 10/6/2020 29 40 2020-08-28T10:15

1 BLINDED 
TREATMENT

9/4/2020 9/9/2020 3 8 2020-09-02T09:48

1 BLINDED 
TREATMENT

9/8/2020 9/9/2020 7 8 2020-09-02T12:44

1 OPEN LABEL 
TREATMENT

2/2/2021 148 . 2020-09-08T13:00

1 OPEN LABEL 
TREATMENT

1/25/2021 2/1/2021 125 132 2020-09-23T10:34

1 BLINDED 
TREATMENT

11/1/2020 11/9/2020 40 48 2020-09-23T10:34

1 SCREENING 2020-09-23T12:00 10/7/2020 1 15 2020-09-23T12:48

1 SCREENING 2020-10-05T12:00 2020-10-15T12:00 1 11 2020-10-05T16:26

1 SCREENING 2020-10-05T12:00 2020-10-12T12:00 1 8 2020-10-05T16:26

FDA-CBER-2022-1614-3816151



1 BLINDED 
TREATMENT

10/12/2020 10/13/2020 7 8 2020-10-06T16:19

2 BLINDED 
TREATMENT

8/14/2020 8/19/2020 3 8 2020-08-12T17:24

2 OPEN LABEL 
TREATMENT

3/8/2021 207 . 2020-08-14T15:08

1 BLINDED 
TREATMENT

2020-08-22T02:00 2020-08-29T04:00 2 9 2020-08-21T11:15

2 BLINDED 
TREATMENT

8/29/2020 9/4/2020 3 9 2020-08-27T15:20

3 BLINDED 
TREATMENT

2020-09-25T22:00 2020-10-09T08:30 28 42 2020-08-29T08:50

1 BLINDED 
TREATMENT

2020-09-11T11:10 2020-09-20T09:00 1 10 2020-09-11T10:33

1 BLINDED 
TREATMENT

9/12/2020 9/18/2020 37 43 2020-08-07T11:00

1 BLINDED 
TREATMENT

8/27/2020 8/28/2020 7 8 2020-08-21T08:46

2 OPEN LABEL 
TREATMENT

1/29/2021 1/29/2021 144 144 2020-09-08T15:05

3 BLINDED 
TREATMENT

9/22/2020 10/17/2020 34 59 2020-08-20T15:25

2 BLINDED 
TREATMENT

2020-09-22T06:00 2020-09-30T06:00 30 38 2020-08-24T11:32

1 BLINDED 
TREATMENT

8/30/2020 9/1/2020 6 8 2020-08-25T14:38

2 BLINDED 
TREATMENT

9/26/2020 10/1/2020 34 39 2020-08-24T14:36

2 BLINDED 
TREATMENT

8/28/2020 9/15/2020 5 23 2020-08-24T14:36

1 BLINDED 
TREATMENT

8/28/2020 9/5/2020 3 11 2020-08-26T15:15

1 BLINDED 
TREATMENT

9/14/2020 9/19/2020 6 11 2020-09-09T11:01

1 BLINDED 
TREATMENT

9/21/2020 9/24/2020 6 9 2020-09-16T16:02

1 SCREENING 2020-08-31T12:00 2020-09-07T12:00 1 8 2020-08-31T12:59

1 SCREENING 2020-08-31T12:00 2020-09-07T12:00 1 8 2020-08-31T12:59

FDA-CBER-2022-1614-3816152



2 BLINDED 
TREATMENT

9/11/2020 9/12/2020 9 10 2020-09-03T14:45

1 BLINDED 
TREATMENT

10/28/2020 11/6/2020 37 46 2020-09-22T14:36

1 BLINDED 
TREATMENT

10/8/2020 10/15/2020 30 37 2020-09-09T17:28

1 SCREENING 2020-08-17T08:00 2020-09-10T08:00 1 25 2020-08-17T16:35

1 BLINDED 
TREATMENT

8/23/2020 8/24/2020 7 8 2020-08-17T16:35

2 BLINDED 
TREATMENT

9/19/2020 9/24/2020 5 10 2020-09-15T16:02

3 BLINDED 
TREATMENT

9/7/2020 9/11/2020 8 12 2020-08-31T12:42

1 BLINDED 
TREATMENT

10/24/2020 10/31/2020 2 9 2020-10-23T10:32

1 BLINDED 
TREATMENT

2020-11-20T20:31 2020-12-03T21:49 29 42 2020-10-23T10:32

1 BLINDED 
TREATMENT

2020-11-20T20:34 2020-11-28T21:40 29 37 2020-10-23T10:36

1 BLINDED 
TREATMENT

11/22/2020 11/27/2020 31 36 2020-10-23T12:55

1 BLINDED 
TREATMENT

9/28/2020 10/1/2020 7 10 2020-09-22T14:31

1 SCREENING 2020-09-12T11:00 2020-09-19T18:00 1 8 2020-09-12T11:13

1 SCREENING 2020-09-12T11:00 2020-09-22T16:00 1 11 2020-09-12T11:13

1 SCREENING 2020-09-12T11:00 2020-09-20T19:00 1 9 2020-09-12T11:13

FDA-CBER-2022-1614-3816153



1 BLINDED 
TREATMENT

9/15/2020 9/20/2020 6 11 2020-09-10T10:00

1 BLINDED 
TREATMENT

11/2/2020 11/5/2020 27 30 2020-10-07T10:34

1 BLINDED 
TREATMENT

12/3/2020 12/9/2020 45 51 2020-10-20T15:50

2 BLINDED 
TREATMENT

10/10/2020 10/17/2020 31 38 2020-09-10T10:23

2 BLINDED 
TREATMENT

9/15/2020 9/25/2020 6 16 2020-09-10T10:23

1 BLINDED 
TREATMENT

9/23/2020 10/25/2020 6 38 2020-09-18T14:07

1 BLINDED 
TREATMENT

9/16/2020 9/23/2020 3 10 2020-09-14T15:00

1 BLINDED 
TREATMENT

9/16/2020 9/23/2020 3 10 2020-09-14T15:00

1 BLINDED 
TREATMENT

2020-09-29T18:00 10/10/2020 1 12 2020-09-29T15:34

2 BLINDED 
TREATMENT

9/8/2020 9/16/2020 34 42 2020-08-06T11:52

2 BLINDED 
TREATMENT

9/16/2020 9/20/2020 36 40 2020-08-12T11:14

1 SCREENING 2020-08-12T00:00 2020-08-20T00:00 1 9 2020-08-12T17:36

1 SCREENING 2020-08-12T00:00 2020-08-20T00:00 1 9 2020-08-12T17:36

1 SCREENING 2020-08-13T14:14 8/22/2020 1 10 2020-08-13T16:22

1 BLINDED 
TREATMENT

8/18/2020 9/14/2020 2 29 2020-08-17T11:56

1 BLINDED 
TREATMENT

2020-08-19T13:36 2020-08-28T23:59 2 11 2020-08-18T17:56

1 BLINDED 
TREATMENT

9/17/2020 9/24/2020 30 37 2020-08-19T17:54

1 BLINDED 
TREATMENT

9/25/2020 10/5/2020 33 43 2020-08-24T09:19

FDA-CBER-2022-1614-3816154



2 BLINDED 
TREATMENT

9/25/2020 10/9/2020 31 45 2020-08-26T14:38

1 BLINDED 
TREATMENT

2020-09-25T12:15 30 . 2020-08-27T16:04

1 BLINDED 
TREATMENT

10/4/2020 10/7/2020 33 36 2020-09-02T14:40

1 OPEN LABEL 
TREATMENT

2/26/2021 3/4/2021 165 171 2020-09-15T10:42

1 OPEN LABEL 
TREATMENT

1/29/2021 2/2/2021 137 141 2020-09-15T10:42

2 OPEN LABEL 
TREATMENT

2/9/2021 148 . 2020-09-15T16:39

1 BLINDED 
TREATMENT

8/29/2020 9/7/2020 3 12 2020-08-27T16:06

1 BLINDED 
TREATMENT

9/27/2020 10/1/2020 7 11 2020-09-21T09:10

1 SCREENING 2020-09-21T08:00 2020-10-02T08:00 1 12 2020-09-21T09:10

1 BLINDED 
TREATMENT

9/28/2020 10/7/2020 6 15 2020-09-23T12:09

1 BLINDED 
TREATMENT

10/10/2020 10/15/2020 3 8 2020-10-08T11:32

1 BLINDED 
TREATMENT

11/22/2020 11/25/2020 33 36 2020-10-21T09:40

1 BLINDED 
TREATMENT

10/24/2020 10/27/2020 6 9 2020-10-19T14:17

1 BLINDED 
TREATMENT

11/24/2020 11/26/2020 34 36 2020-10-22T10:19

1 BLINDED 
TREATMENT

10/29/2020 11/2/2020 7 11 2020-10-23T16:58

1 SCREENING 2020-08-07T09:00 2020-08-15T14:00 1 9 2020-08-07T16:39

1 SCREENING 2020-08-11T17:00 2020-08-20T07:00 1 10 2020-08-11T20:08

2 SCREENING 2020-08-14T08:00 2020-08-23T23:00 1 10 2020-08-14T08:53

2 SCREENING 2020-08-14T08:00 2020-08-23T23:00 1 10 2020-08-14T08:53

FDA-CBER-2022-1614-3816155



1 SCREENING 2020-08-15T08:00 2020-08-23T23:00 1 9 2020-08-15T12:06

1 BLINDED 
TREATMENT

8/18/2020 8/23/2020 4 9 2020-08-15T12:06

2 BLINDED 
TREATMENT

8/23/2020 8/26/2020 5 8 2020-08-19T15:01

1 SCREENING 2020-09-12T08:00 2020-09-21T23:00 1 10 2020-09-12T12:37

1 BLINDED 
TREATMENT

8/5/2020 8/13/2020 2 10 2020-08-04T11:02

1 BLINDED 
TREATMENT

8/11/2020 8/19/2020 2 10 2020-08-10T15:10

1 BLINDED 
TREATMENT

8/12/2020 9/24/2020 1 44 2020-08-12T12:02

1 BLINDED 
TREATMENT

9/29/2020 10/8/2020 29 38 2020-09-01T11:46

1 BLINDED 
TREATMENT

9/7/2020 9/26/2020 7 26 2020-09-01T11:46

1 BLINDED 
TREATMENT

9/10/2020 9/17/2020 1 8 2020-09-10T10:44

1 BLINDED 
TREATMENT

9/21/2020 10/14/2020 7 30 2020-09-15T17:05

1 BLINDED 
TREATMENT

8/30/2020 9/1/2020 6 8 2020-08-25T10:12

1 BLINDED 
TREATMENT

8/27/2020 9/3/2020 2 9 2020-08-26T14:46

1 BLINDED 
TREATMENT

9/1/2020 9/4/2020 5 8 2020-08-28T09:58

2 BLINDED 
TREATMENT

10/6/2020 10/14/2020 29 37 2020-09-08T12:51

1 BLINDED 
TREATMENT

10/23/2020 10/31/2020 33 41 2020-09-21T16:46

2 BLINDED 
TREATMENT

9/18/2020 9/24/2020 5 11 2020-09-14T16:02

2 FOLLOW-UP 
BLINDED 
PHASE

11/10/2020 56 . 2020-09-16T09:53

1 BLINDED 
TREATMENT

2020-10-18T02:00 10/27/2020 30 39 2020-09-19T15:37

FDA-CBER-2022-1614-3816156



1 BLINDED 
TREATMENT

2020-10-23T17:43 10/29/2020 30 36 2020-09-24T16:02

1 BLINDED 
TREATMENT

9/22/2020 10/4/2020 1 13 2020-09-22T09:31

1 BLINDED 
TREATMENT

10/6/2020 6 . 2020-10-01T14:57

1 9/13/2020 . 33 2020-08-12T12:17

2 BLINDED 
TREATMENT

8/19/2020 8/23/2020 6 10 2020-08-14T09:40

2 BLINDED 
TREATMENT

9/16/2020 9/30/2020 29 43 2020-08-19T16:03

1 BLINDED 
TREATMENT

8/25/2020 8/29/2020 6 10 2020-08-20T17:20

2 BLINDED 
TREATMENT

8/27/2020 11/14/2020 7 86 2020-08-21T13:40

2 SCREENING 2020-08-25T07:00 2020-09-02T07:00 1 9 2020-08-25T16:15

1 BLINDED 
TREATMENT

9/1/2020 9/7/2020 7 13 2020-08-26T14:35

2 SCREENING 2020-08-27T08:00 2020-09-29T20:00 1 34 2020-08-27T15:09

3 SCREENING 2020-08-27T08:00 2020-09-29T20:00 1 34 2020-08-27T15:09

1 SCREENING 2020-08-27T12:00 2020-11-24T20:00 1 90 2020-08-27T15:09

3 SCREENING 2020-08-27T08:00 2020-09-29T20:00 1 34 2020-08-27T15:09

1 BLINDED 
TREATMENT

9/6/2020 9/11/2020 6 11 2020-09-01T16:20

1 BLINDED 
TREATMENT

2020-09-29T12:00 2020-10-07T20:00 28 36 2020-09-02T08:42

1 OPEN LABEL 
TREATMENT

2021-01-28T15:17 2021-01-28T15:32 148 148 2020-09-03T09:32

1 BLINDED 
TREATMENT

9/8/2020 9/22/2020 6 20 2020-09-03T15:23

1 BLINDED 
TREATMENT

9/28/2020 10/1/2020 40 43 2020-08-20T13:45

2 SCREENING 2020-09-03T00:00 2020-10-09T00:00 1 37 2020-09-03T14:19

1 BLINDED 
TREATMENT

10/15/2020 10/19/2020 36 40 2020-09-10T12:18

FDA-CBER-2022-1614-3816157



1 BLINDED 
TREATMENT

10/12/2020 10/15/2020 33 36 2020-09-10T15:20

1 BLINDED 
TREATMENT

9/15/2020 9/22/2020 30 37 2020-08-17T11:08

1 BLINDED 
TREATMENT

9/17/2020 9/26/2020 31 40 2020-08-18T11:48

1 BLINDED 
TREATMENT

9/18/2020 9/24/2020 31 37 2020-08-19T09:35

1 BLINDED 
TREATMENT

9/29/2020 10/10/2020 30 41 2020-08-31T15:43

1 BLINDED 
TREATMENT

10/19/2020 10/23/2020 4 8 2020-10-16T09:31

1 BLINDED 
TREATMENT

9/23/2020 9/26/2020 8 11 2020-09-16T15:57

1 BLINDED 
TREATMENT

10/13/2020 10/16/2020 7 10 2020-10-07T15:10

2 BLINDED 
TREATMENT

8/3/2020 8/7/2020 1 5 2020-08-03T09:36

2 BLINDED 
TREATMENT

9/10/2020 2020-09-22T14:00 30 42 2020-08-12T16:35

1 BLINDED 
TREATMENT

8/24/2020 8/29/2020 7 12 2020-08-18T09:45

1 SCREENING 2020-09-11T00:00 2020-09-19T00:00 1 9 2020-09-11T14:37

1 BLINDED 
TREATMENT

8/11/2020 8/13/2020 7 9 2020-08-05T10:16

1 SCREENING 2020-08-05T00:00 2020-08-13T23:00 1 9 2020-08-05T10:16

1 BLINDED 
TREATMENT

8/8/2020 8/31/2020 2 25 2020-08-07T15:16

1 SCREENING 2020-08-19T00:00 2020-08-26T00:00 1 8 2020-08-19T09:29

2 SCREENING 2020-08-20T17:00 2020-08-20T23:00 1 1 2020-08-20T17:05

1 BLINDED 
TREATMENT

8/31/2020 9/14/2020 7 21 2020-08-25T12:36

FDA-CBER-2022-1614-3816158



1 SCREENING 2020-09-14T00:00 2020-09-22T12:00 1 9 2020-09-14T11:47

1 SCREENING 2020-09-14T00:00 2020-09-22T12:00 1 9 2020-09-14T11:47

2 SCREENING 2020-09-21T15:45 2020-09-30T00:00 1 10 2020-09-21T17:04

2 BLINDED 
TREATMENT

2020-09-01T12:31 2020-09-09T14:16 31 39 2020-08-02T12:12

1 BLINDED 
TREATMENT

2020-09-02T19:36 2020-09-15T00:00 30 43 2020-08-04T17:59

1 BLINDED 
TREATMENT

9/13/2020 9/21/2020 31 39 2020-08-14T09:40

2 BLINDED 
TREATMENT

10/2/2020 10/9/2020 3 10 2020-09-30T15:43

1 BLINDED 
TREATMENT

10/24/2020 11/26/2020 33 66 2020-09-22T12:24

1 BLINDED 
TREATMENT

2020-09-11T18:10 2020-09-18T15:58 1 8 2020-09-11T11:22

1 BLINDED 
TREATMENT

9/16/2020 9/25/2020 6 15 2020-09-11T15:25

2 BLINDED 
TREATMENT

10/1/2020 10/8/2020 3 10 2020-09-29T14:39

1 BLINDED 
TREATMENT

10/7/2020 10/11/2020 7 11 2020-10-01T15:47

2 BLINDED 
TREATMENT

8/14/2020 8/15/2020 8 9 2020-08-07T09:44

1 BLINDED 
TREATMENT

8/14/2020 8/19/2020 5 10 2020-08-10T13:01

2 OPEN LABEL 
TREATMENT

2/8/2021 3/18/2021 181 219 2020-08-12T13:00

2 BLINDED 
TREATMENT

8/21/2020 9/1/2020 1 12 2020-08-21T12:25

FDA-CBER-2022-1614-3816159



2 BLINDED 
TREATMENT

9/28/2020 10/7/2020 36 45 2020-08-24T10:33

2 BLINDED 
TREATMENT

9/9/2020 9/13/2020 7 11 2020-09-03T10:16

1 BLINDED 
TREATMENT

10/11/2020 10/17/2020 34 40 2020-09-08T10:51

1 BLINDED 
TREATMENT

10/18/2020 10/29/2020 35 46 2020-09-14T11:42

1 BLINDED 
TREATMENT

9/19/2020 9/23/2020 6 10 2020-09-14T11:42

1 BLINDED 
TREATMENT

9/28/2020 10/3/2020 32 37 2020-08-28T11:55

1 BLINDED 
TREATMENT

9/24/2020 9/25/2020 27 28 2020-08-29T13:20

2 BLINDED 
TREATMENT

9/29/2020 10/2/2020 32 35 2020-08-29T13:02

2 BLINDED 
TREATMENT

10/22/2020 10/24/2020 35 37 2020-09-18T11:13

1 BLINDED 
TREATMENT

10/31/2020 11/2/2020 43 45 2020-09-19T12:24

2 BLINDED 
TREATMENT

10/31/2020 11/11/2020 61 72 2020-09-01T17:01

1 BLINDED 
TREATMENT

10/17/2020 10/24/2020 6 13 2020-10-12T12:32

1 BLINDED 
TREATMENT

10/24/2020 10/25/2020 8 9 2020-10-17T12:37

1 OPEN LABEL 
TREATMENT

2/18/2021 4/26/2021 171 238 2020-09-01T14:14

1 BLINDED 
TREATMENT

9/2/2020 9/14/2020 2 14 2020-09-01T14:14

1 BLINDED 
TREATMENT

10/31/2020 11/3/2020 39 42 2020-09-23T13:24

1 OPEN LABEL 
TREATMENT

1/23/2021 1/26/2021 137 140 2020-09-09T14:53

1 BLINDED 
TREATMENT

10/15/2020 10/16/2020 42 43 2020-09-04T17:20

1 BLINDED 
TREATMENT

10/4/2020 10/13/2020 7 16 2020-09-28T12:20

1 BLINDED 
TREATMENT

9/28/2020 9/30/2020 7 9 2020-09-22T13:10

FDA-CBER-2022-1614-3816160



1 BLINDED 
TREATMENT

2020-10-22T22:56 2020-11-01T01:16 2 12 2020-10-21T13:02

FDA-CBER-2022-1614-3816161



vax_dose2_date vax_dose3_date vax_dose4_date
2020-08-28T16:13

2020-09-02T16:45

2020-09-28T11:52

2020-10-02T14:23

2020-11-10T09:31

2020-11-20T14:26

2020-08-25T16:00

2020-09-08T09:59

2020-09-11T15:27 2021-03-02T16:59

2020-08-25T15:54

2020-09-08T08:25 2021-01-19T11:17 2021-03-10T10:56

2020-08-26T14:06

2020-09-09T15:54 2021-01-23T13:45 2021-02-23T16:09

2020-09-03T11:54

2020-09-03T11:54

2020-09-03T11:54

2020-09-08T11:39 2021-01-18T15:37 2021-02-12T10:05

2020-09-08T11:39 2021-01-18T15:37 2021-02-12T10:05

2020-09-11T10:04

2020-09-16T13:11

FDA-CBER-2022-1614-3816162



2020-09-18T09:35

2020-09-15T09:59 2021-01-08T13:40 2021-02-05T10:00

2020-10-07T15:12

2020-09-14T09:32

2020-09-23T12:19

2020-09-29T12:26 2021-01-14T10:34 2021-02-23T11:15

2020-09-29T12:26 2021-01-14T10:34 2021-02-23T11:15

2020-08-21T12:59

2020-09-10T12:24 2021-01-06T15:48 2021-02-01T12:12

2020-09-16T11:54

2020-09-17T09:55 2021-01-05T15:37 2021-01-30T15:48

2020-09-24T13:49

2020-10-06T11:44

2020-08-31T14:15 2021-01-28T11:24 2021-02-23T15:58

2020-09-01T17:40

2020-09-01T16:17

2020-09-02T10:29

2020-09-04T10:54 2021-01-26T11:38 2021-03-01T12:04

2020-09-17T09:35 2021-01-08T09:22 2021-02-05T08:55

2020-09-17T14:27 2021-02-18T13:35 2021-03-15T15:17

FDA-CBER-2022-1614-3816163



2020-09-21T15:59

2020-10-07T17:12

2020-10-14T11:10

2020-08-27T17:45 2021-01-18T09:02 2021-02-17T09:02

2020-08-25T18:05

2020-08-25T18:05

2020-08-25T15:53 2021-01-13T13:43 2021-02-10T13:55

2020-08-27T16:32

2020-08-27T13:55 2021-01-14T15:06 2021-02-11T12:26

2020-08-25T12:47

2020-11-13T15:06

2020-11-13T15:06

2020-08-24T11:54 2020-12-30T12:00 2021-02-08T11:35

2020-08-27T16:56

2020-09-02T13:38

2020-09-01T11:20

FDA-CBER-2022-1614-3816164



2020-09-15T08:36

2020-11-19T14:08

2020-11-19T10:53

2020-11-23T11:47

2020-08-25T13:46 2021-01-30T10:36 2021-02-27T10:30

2020-08-27T20:18

2020-08-27T20:18

2020-09-04T14:27

2020-09-04T17:50

2020-09-14T18:30

2020-09-22T16:28 2021-03-01T17:57

2020-10-02T14:21

2020-11-05T15:37

2020-11-10T16:39

FDA-CBER-2022-1614-3816165



2020-11-12T17:04

2020-09-08T10:30

2020-08-21T09:05 2021-02-09T09:06 2021-03-08T08:26

2020-08-24T16:12

2020-08-31T08:55 2021-01-15T08:38 2021-02-15T08:30

2020-09-04T15:31

2020-09-04T15:31

2020-09-09T14:57 2021-02-05T08:27 2021-03-02T08:32

2020-09-01T10:07

2020-09-01T10:07

2020-09-06T09:14 2021-02-05T10:54 2021-03-12T13:23

2020-09-12T14:15

2020-09-26T10:06

2020-09-17T16:58

2020-09-19T09:44

FDA-CBER-2022-1614-3816166



2020-09-17T14:19

2020-09-28T12:18

2020-09-24T12:09 2021-01-30T16:09 2021-03-02T15:30

2020-09-29T09:11

2020-09-30T15:53

2020-11-17T17:36

2020-11-19T10:29

2020-09-03T14:15 2021-01-05T16:58 2021-02-02T13:58

2020-09-11T16:28 2021-02-05T09:07 2021-03-02T09:49

2020-09-02T17:22

2020-09-18T10:54

2020-09-11T15:28 2021-03-11T14:52

2020-09-07T13:36

2020-09-11T13:58 2021-02-10T09:18 2021-03-10T09:31

2020-09-12T09:16

2020-09-17T13:23

2020-09-23T08:42

2020-09-24T10:23

2020-09-24T10:23

2020-09-25T14:44

2020-09-25T11:18

FDA-CBER-2022-1614-3816167



2020-10-02T10:03

2020-10-04T11:05

2020-10-15T12:43

2020-10-17T12:48

2020-10-17T11:17

2020-10-24T09:38 2021-01-31T08:36 2021-02-28T09:05

2020-10-24T09:38 2021-01-31T08:36 2021-02-28T09:05

2020-09-10T15:44 2021-01-06T12:19 2021-02-03T14:22

2020-09-29T09:06 2021-01-14T10:46 2021-02-16T09:24

2020-10-27T16:36

2020-09-03T10:32

2020-09-09T16:28

2020-09-09T16:28

2020-09-08T14:57

2020-09-11T12:21 2021-01-21T11:26 2021-02-18T11:22

2020-09-18T17:31

2020-09-30T12:14

2020-10-02T16:39

2020-10-16T15:53 2021-01-11T14:08 2021-02-08T10:02

FDA-CBER-2022-1614-3816168



2020-10-20T08:15 2021-01-26T15:41 2021-03-01T08:32

2020-10-23T11:31

2020-10-22T14:01 2021-03-03T11:09

2020-10-23T15:48

2020-11-04T13:46

2020-08-25T12:27

2020-08-25T12:27

2020-09-03T15:01

2020-09-25T08:59 2021-03-04T09:38

2020-09-03T11:50

2020-09-04T12:31 2021-01-06T16:44 2021-02-09T10:23

2020-09-16T15:08

2020-09-25T13:31

2020-09-25T16:28

2020-09-21T13:51

2020-11-03T09:37

2020-09-03T14:51

2020-09-08T10:33

2020-09-12T12:47 2021-01-07T11:21 2021-02-04T12:36

FDA-CBER-2022-1614-3816169



2020-09-12T14:30

2020-09-22T10:03

2020-11-17T10:43

2020-09-07T13:29

2020-09-07T11:03

2020-09-08T15:42

2020-09-11T11:55

2020-09-14T11:32

2020-09-16T11:16

2020-09-16T15:42

2020-09-21T09:35

2020-09-17T11:10

2020-09-17T12:32

2020-09-23T11:19

2020-09-25T10:11

2020-09-25T15:54

FDA-CBER-2022-1614-3816170



2020-09-28T13:48

2020-09-29T11:02

2020-09-30T15:22

2020-10-01T15:30

2020-10-08T09:58

2020-10-07T10:40 2021-01-21T11:19 2021-02-18T11:02

2020-10-08T10:30

2020-10-08T10:30

2020-10-08T10:20

2020-10-09T10:19

2020-10-09T09:28 2021-02-06T14:01 2021-03-06T12:57

2020-09-18T10:05 2021-02-05T11:40 2021-03-05T11:14

2020-10-08T10:27

2020-10-16T09:52

2020-10-16T09:52

FDA-CBER-2022-1614-3816171



2020-11-04T11:49

2020-09-03T17:47

2020-09-08T14:11

2020-09-16T15:11

2020-09-15T16:10

2020-09-10T15:11

2020-09-15T11:05

2020-09-18T09:03 2021-01-14T09:49 2021-03-01T16:17

2020-09-22T13:34

2020-09-28T16:02 2021-01-08T09:33 2021-02-09T12:18

2020-09-28T16:02 2021-01-08T09:33 2021-02-09T12:18

2020-11-12T11:50 2021-01-28T14:14 2021-02-26T12:57

2020-09-10T17:46

2020-09-17T14:54

2020-10-17T12:41 2021-01-16T14:49 2021-02-13T09:13

2020-10-17T12:41 2021-01-16T14:49 2021-02-13T09:13

2020-08-29T10:08

2020-09-01T16:07

FDA-CBER-2022-1614-3816172



2020-09-03T07:52

2020-09-11T11:48

2020-09-23T10:04

2020-09-22T13:56

2020-10-22T10:03 2021-01-20T13:55 2021-02-19T13:40

2020-11-11T13:02

2020-09-16T09:32 2021-01-27T10:58 2021-02-24T09:43

2020-09-16T09:32 2021-01-27T10:58 2021-02-24T09:43

2020-09-16T09:32 2021-01-27T10:58 2021-02-24T09:43

2020-09-16T09:32 2021-01-27T10:58 2021-02-24T09:43

2020-09-23T10:05

2020-09-23T14:05

2020-09-23T12:34

2020-09-23T12:34

2020-09-28T15:01

2020-10-01T14:25

2020-10-02T14:01

2020-10-13T11:28

FDA-CBER-2022-1614-3816173



2020-10-20T10:21

2020-09-11T11:26

2021-01-29T11:16 2021-02-26T11:46

2020-09-28T11:49

2020-09-29T13:54

2020-09-30T13:47 2021-01-13T13:49 2021-02-11T11:00

2020-10-06T12:44

2020-10-08T10:51

2020-10-19T14:13 2021-01-20T14:11 2021-02-26T15:06

2020-09-28T11:30

2020-10-06T09:23

2020-10-14T09:39

2020-10-16T13:52

2020-08-24T10:50

2020-09-04T13:35

2020-09-03T14:48

2020-09-10T16:17

2020-09-10T16:17

2020-09-10T16:17

FDA-CBER-2022-1614-3816174



2020-09-08T14:45

2020-09-15T10:11

2020-09-15T16:31 2021-02-05T12:44 2021-03-02T14:51

2020-09-15T16:31 2021-02-05T12:44 2021-03-02T14:51

2020-09-15T16:31 2021-02-05T12:44 2021-03-02T14:51

2020-09-23T16:11

2020-11-16T16:09

2020-09-02T14:08

2020-09-02T09:25 2021-01-08T09:33 2021-02-05T09:01

2020-11-10T18:00 2021-01-14T16:23 2021-02-10T16:13

2020-11-10T18:00 2021-01-14T16:23 2021-02-10T16:13

2020-11-17T15:45

2020-09-24T13:26

2020-09-25T12:14

2020-09-29T11:05

2020-09-29T11:05

2020-10-14T12:44

2020-10-14T12:44

2020-10-16T10:42

2020-09-05T11:56

FDA-CBER-2022-1614-3816175



2020-09-12T09:16

2020-09-11T10:11

2020-09-17T11:13

2020-09-29T13:46

2020-09-22T09:08

2020-09-22T10:19 2021-01-04T13:28 2021-02-02T15:39

2021-01-25T15:26

2020-08-27T11:05

2020-08-25T15:11

2020-08-27T13:39

2020-08-26T11:43

2020-08-31T09:41 2021-01-11T09:23 2021-02-09T09:58

2020-09-03T15:00 2021-01-13T11:31 2021-02-19T11:00

2020-10-23T10:06 2021-01-14T13:35 2021-02-11T12:07

2020-10-23T10:06 2021-01-14T13:35 2021-02-11T12:07

2020-09-18T14:10

2020-09-18T09:03 2021-01-12T12:45 2021-02-09T12:32

2020-10-07T16:17

FDA-CBER-2022-1614-3816176



2020-10-16T15:31

2020-09-11T12:16

2020-09-11T11:15

2020-09-11T12:41 2021-01-09T10:45 2021-02-03T12:35

2020-09-14T11:58

2020-09-16T15:16

2020-09-24T10:08 2021-01-15T10:14 2021-02-17T13:53

2020-09-25T09:44

2020-09-30T09:40

2020-09-30T11:55 2021-01-25T13:45 2021-02-22T14:08

2020-10-06T10:52 2021-01-14T11:00 2021-02-11T10:25

2020-10-28T09:24 2021-01-19T09:30 2021-02-18T09:30

2020-10-28T09:24 2021-01-19T09:30 2021-02-18T09:30

2020-10-21T14:21 2021-01-25T14:08 2021-02-22T13:34

2020-11-02T16:10 2021-02-10T12:07 2021-03-12T11:39

2020-11-02T16:10 2021-02-10T12:07 2021-03-12T11:39

FDA-CBER-2022-1614-3816177



2020-11-03T15:30

2020-09-09T16:46 2021-02-03T16:18 2021-03-03T15:59

2020-09-11T13:49 2021-01-22T11:35 2021-03-03T11:15

2020-09-25T10:33

2020-09-24T14:43

2020-09-25T11:57

2020-10-09T09:51 2021-02-17T11:00 2021-03-17T09:43

2020-09-10T12:48

2020-09-21T12:56

2020-10-07T08:35 2021-01-11T09:05 2021-02-08T09:17

2020-09-22T10:57

2020-09-21T10:25

2020-09-23T15:21 2021-01-11T13:21 2021-02-05T13:17

2020-09-21T12:14 2021-01-25T11:26 2021-02-22T10:50

2020-09-21T12:14 2021-01-25T11:26 2021-02-22T10:50

2020-10-07T11:15

2020-10-13T17:05 2021-01-27T15:28 2021-02-23T11:21

2020-09-29T13:10

2020-09-29T13:10

FDA-CBER-2022-1614-3816178



2020-10-02T13:05

2020-10-26T14:19

2020-10-06T16:43

2020-09-14T14:56

2020-09-14T14:56

2020-10-13T13:32

2020-09-29T11:32

2020-11-20T12:33

2020-11-20T12:33

2020-11-20T12:47

2020-11-20T07:52

2020-10-20T14:13

2020-10-10T11:03 2021-01-19T13:45 2021-02-17T14:55

2020-10-10T11:03 2021-01-19T13:45 2021-02-17T14:55

2020-10-10T11:03 2021-01-19T13:45 2021-02-17T14:55

FDA-CBER-2022-1614-3816179



2020-10-08T10:02

2020-11-04T10:18

2020-11-17T15:23 2021-01-20T11:58 2021-02-17T09:59

2020-10-07T09:43 2021-01-12T14:08 2021-02-09T09:44

2020-10-07T09:43 2021-01-12T14:08 2021-02-09T09:44

2020-10-16T13:52 2021-01-22T14:30 2021-02-19T13:56

2020-10-12T14:04

2020-10-12T14:04

2020-10-27T13:35 2021-01-12T08:39 2021-02-09T11:44

2020-09-08T11:17 2021-01-15T08:43 2021-02-11T15:31

2020-09-10T10:38 2021-01-27T14:31 2021-03-01T13:10

2020-09-11T16:09

2020-09-11T16:09

2020-09-10T16:50

2020-09-15T13:39

2020-09-21T14:07

2020-09-16T18:02

2020-09-23T08:40 2021-01-27T09:06 2021-02-24T08:25

FDA-CBER-2022-1614-3816180



2020-09-23T13:40

2020-09-24T15:16

2020-09-30T14:22 2021-01-04T14:09 2021-02-02T13:35

2020-10-13T10:33 2021-01-26T10:04 2021-02-23T10:13

2020-10-13T10:33 2021-01-26T10:04 2021-02-23T10:13

2020-10-13T15:21 2021-01-11T15:41 2021-02-05T14:59

2020-09-25T14:40

2020-10-19T13:22

2020-10-19T13:22

2020-10-21T10:55

2020-11-05T11:12

2020-11-18T09:35 2021-01-27T14:36 2021-02-26T09:03

2020-11-17T11:03

2020-11-19T12:41 2021-01-11T09:13 2021-02-09T09:46

2020-11-20T15:14

2020-09-04T15:31 2021-01-18T15:29 2021-02-15T14:35

2020-09-04T12:47

2020-09-10T17:22

2020-09-10T17:22

FDA-CBER-2022-1614-3816181



2020-09-23T13:41

2020-09-23T13:41

2020-09-15T11:27

2021-02-02T12:34

2020-09-01T10:05

2020-09-07T09:54

2020-09-09T09:18

2020-09-29T10:40

2020-09-29T10:40

2020-10-09T10:34 2021-02-02T15:21 2021-03-02T14:25

2020-10-15T14:07

2020-09-22T07:51

2020-09-23T10:01

2020-09-25T10:16

2020-10-06T11:48 2021-01-12T11:19 2021-02-09T11:24

2020-10-19T14:03 2021-01-11T14:42 2021-02-08T11:46

2020-10-12T09:25

2020-10-13T08:19 2021-01-16T08:55 2021-02-15T07:17

2020-10-17T13:37

FDA-CBER-2022-1614-3816182



2020-10-22T15:22 2021-01-21T11:38 2021-02-25T11:17

2020-10-20T08:29

2020-10-29T14:27

2020-09-11T08:50

2020-09-11T10:38

2020-09-16T08:18

2020-09-24T09:15

2020-09-18T12:02

2020-09-24T09:28 2021-01-21T14:08 2021-02-23T13:20

2020-09-23T12:54

2020-09-29T15:04

2020-09-29T15:04

2020-09-29T15:04

2020-09-29T15:04

2020-10-05T15:17

2020-09-28T08:26 2021-01-19T09:21 2021-02-25T11:23

2020-09-30T10:21 2021-01-28T15:17 2021-02-24T08:44

2020-09-30T13:20

2020-09-17T12:20 2021-01-11T15:26 2021-02-08T14:35

2021-01-27T11:56

2020-10-08T13:31 2021-01-20T09:28 2021-02-17T13:33

FDA-CBER-2022-1614-3816183



2020-10-08T12:39 2021-01-13T14:07 2021-02-10T14:16

2020-09-14T11:33 2021-01-26T14:59 2021-03-01T09:37

2020-09-17T09:08 2021-01-21T11:28 2021-02-19T14:47

2020-09-17T09:03

2020-09-28T14:16

2020-11-13T09:27 2020-12-31T12:54 2021-01-27T09:23

2020-10-14T14:46

2020-11-09T14:07

2020-08-31T08:54

2020-09-09T13:57

2020-09-16T08:58

2020-10-09T14:27

2020-12-30T14:26

2020-12-30T14:26

2020-09-03T09:52

2020-09-23T09:50

2020-09-18T14:25 2021-01-19T16:50 2021-02-17T15:28

2020-09-29T13:31

FDA-CBER-2022-1614-3816184



2020-10-16T08:06

2020-10-16T08:06

2020-10-19T17:08

2020-08-31T10:44

2020-09-01T16:38

2020-09-11T08:30

2020-10-27T12:47 2021-01-13T13:20 2021-02-09T10:45

2020-10-23T11:18

2020-10-09T10:48

2021-03-05T12:52

2020-10-30T10:28

2020-10-29T14:29 2021-03-02T16:28

2020-09-04T10:03

2020-09-08T17:49

2020-09-09T12:18 2021-02-01T14:45 2021-03-09T12:45

2020-09-25T13:49

FDA-CBER-2022-1614-3816185



2020-09-28T10:57 2021-02-18T10:51 2021-03-18T10:30

2020-10-06T10:46

2020-10-07T09:00 2021-02-17T11:12 2021-03-17T10:16

2020-10-14T13:13 2021-01-12T13:56 2021-02-12T10:23

2020-10-14T13:13 2021-01-12T13:56 2021-02-12T10:23

2020-09-25T09:46 2021-01-14T15:29 2021-02-10T14:32

2020-09-23T14:01

2020-09-28T16:13

2020-10-16T09:54

2020-10-19T09:42 2021-02-01T15:09 2021-03-02T14:19

2020-10-05T09:40

2020-11-10T11:49

2020-11-13T09:22

2020-10-01T09:37 2021-01-27T12:58

2020-10-01T09:37 2021-01-27T12:58

2020-10-26T13:47

2020-10-13T13:08 2021-01-21T11:57 2021-02-19T11:42

2020-10-08T16:09

2020-10-26T09:30

2020-10-21T13:25

FDA-CBER-2022-1614-3816186



2020-12-02T16:18 2021-01-22T14:47 2021-02-19T14:51

FDA-CBER-2022-1614-3816187



STUDYID DOMAIN USUBJID CESE CETERM CECAT CEO
mRNA-1273-P301 CE mRNA-1273-P301-US300-2021 7 Underarm Gland REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US300-2107 20 Erythema REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US300-2159 9 Arthralgia REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US300-2184 4 Pain REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US300-2184 6 Swelling REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US300-2227 8 Underarm Gland REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US300-2231 28 Myalgia REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US300-2233 18 Headache REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US300-2254 17 Headache REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US300-2255 36 Headache REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US300-2331 21 Nausea/Vomiting REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US300-2349 4 Pain REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US300-2349 18 Headache REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US300-2371 7 Underarm Gland REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US301-2008 35 Headache REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US301-2008 31 Fatigue REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US301-2025 35 Headache REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US301-2047 31 Fatigue REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US301-2047 28 Arthralgia REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US301-2068 10 Arthralgia REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US301-2104 8 Underarm Gland REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US301-2107 18 Headache REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US301-2107 14 Fatigue REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US301-2149 13 Fatigue REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US301-2151 26 Underarm Gland REACTOG Y
mRNA-1273-P301 CE mRNA-1273-P301-US301-2154 46 Fatigue REACTOG

ENICITY
Y

mRNA-1273-P301 CE mRNA-1273-P301-US301-2154 42 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US301-2232 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US301-2248 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US301-2252 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US301-2254 30 Chills REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US301-2254 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US301-2293 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US301-2309 2 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US301-2309 6 Swelling REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US301-2309 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US301-2350 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2004 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2018 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2018 30 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2040 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2058 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2062 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2086 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2100 13 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US302-2131 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2145 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2150 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2152 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2156 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2156 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2183 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2183 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2183 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2183 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2245 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2273 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2274 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US302-2275 17 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US302-2284 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2005 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2005 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2008 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2030 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2033 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2033 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2035 49 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2035 45 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2041 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2048 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2105 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2122 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2128 4 Pain REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US303-2144 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2146 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2149 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2149 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2151 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2151 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2151 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2164 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2197 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2213 49 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2213 51 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2213 41 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2267 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2267 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US303-2286 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2289 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2293 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2293 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2294 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US303-2294 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2023 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2025 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2028 46 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2045 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2065 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2090 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2090 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2090 28 Arthralgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US304-2134 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2150 40 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2150 38 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2150 41 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2150 36 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2183 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2183 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2194 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2207 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2215 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2215 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2217 22 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2221 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2252 51 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US304-2253 51 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2253 47 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2253 55 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2286 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2286 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2286 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2286 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2286 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2286 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2296 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2296 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US304-2296 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2011 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2025 20 Myalgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US305-2025 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2034 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2034 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2034 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2039 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2073 22 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2098 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2104 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2126 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2131 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2131 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2131 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2131 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2174 3 Pain REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US305-2187 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2190 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2197 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2197 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2197 12 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2205 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2205 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2208 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2238 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2245 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2268 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2272 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2333 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2342 14 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US305-2343 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2354 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2372 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2372 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US305-2377 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US306-2009 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US306-2047 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US306-2061 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US306-2154 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US306-2234 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US306-2268 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US306-2273 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US306-2280 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US306-2283 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US306-2292 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US306-2300 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US306-2317 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US306-2317 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US306-2317 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US306-2317 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US306-2317 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US306-2317 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US306-2317 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US306-2317 12 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2023 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2062 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2065 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2065 10 Arthralgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US308-2078 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2090 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2090 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2090 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2090 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2116 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2120 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2130 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2132 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2134 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2141 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2159 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2162 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2171 17 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US308-2181 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2181 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2181 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2199 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2202 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2202 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2202 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2202 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2202 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2202 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2205 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US308-2234 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2021 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2021 27 Arthralgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US309-2057 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2057 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2057 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2077 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2077 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2077 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2091 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2094 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2094 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2102 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2110 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2115 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2115 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2115 18 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US309-2115 12 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2118 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2181 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2183 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2183 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2183 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2183 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2183 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2183 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2220 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2224 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2234 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2234 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2249 3 Pain REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US309-2267 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2276 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2278 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2290 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2293 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2298 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US309-2298 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US310-2002 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US310-2002 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US310-2002 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US310-2002 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US310-2055 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US310-2067 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US310-2067 13 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US310-2067 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US310-2158 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US310-2169 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US310-2250 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US310-2258 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US310-2258 12 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US310-2275 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US310-2275 1 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US310-2293 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US310-2376 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US310-2393 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2011 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2046 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2067 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US311-2094 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2097 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2111 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2145 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2182 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2192 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2192 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2245 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2250 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2302 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2302 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2302 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2324 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2324 37 Myalgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US311-2324 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2324 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2324 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2324 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2328 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2389 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2432 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US311-2449 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US312-2030 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US312-2039 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US312-2060 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US312-2070 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US312-2076 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US312-2076 38 Myalgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US312-2116 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US312-2124 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US312-2128 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US312-2145 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US313-2002 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US313-2048 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US313-2067 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US313-2067 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US313-2088 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US313-2088 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US313-2111 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US313-2111 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US313-2122 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US313-2122 20 Myalgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US313-2122 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US313-2132 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US313-2139 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US313-2139 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US314-2114 6 Swelling REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US314-2132 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US314-2140 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US314-2140 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US314-2140 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US314-2149 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US314-2217 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US314-2226 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US314-2226 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US314-2237 10 Arthralgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US314-2243 4 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US314-2266 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US314-2266 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2005 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2005 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2052 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2066 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2067 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2077 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2114 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2160 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2235 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2245 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2266 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US315-2272 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2341 21 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2367 39 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2403 21 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2430 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2430 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2440 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2506 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2515 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2515 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US315-2527 2 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US316-2009 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US316-2033 2 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US316-2048 36 Pain REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US316-2069 20 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US316-2081 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US316-2103 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US316-2104 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US316-2104 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US316-2121 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US316-2121 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US316-2130 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US316-2266 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US316-2280 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US316-2284 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2017 22 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2017 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2037 7 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US317-2037 6 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2042 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2042 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2042 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2055 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2064 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2093 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2137 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2153 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2153 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2256 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2256 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2275 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2311 19 Myalgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US317-2311 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2311 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2380 22 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2380 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2380 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2380 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2380 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2380 30 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2390 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2390 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2390 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2395 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2406 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2406 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US317-2406 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2406 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2406 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2406 12 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2436 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US317-2436 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US318-2002 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US318-2013 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US318-2016 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US318-2034 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US318-2034 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US318-2034 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US318-2034 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US318-2034 12 Chills REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816215



mRNA-1273-P301 CE mRNA-1273-P301-US318-2069 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US318-2080 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US318-2117 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US318-2117 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US318-2242 50 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US318-2242 52 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US318-2260 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US318-2260 30 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2042 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2042 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2078 9 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2078 7 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2081 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2108 4 Pain REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816216



mRNA-1273-P301 CE mRNA-1273-P301-US319-2132 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2139 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2139 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2139 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2139 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2139 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2139 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2139 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2139 12 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2182 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2213 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2244 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2278 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2295 3 Pain REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816217



mRNA-1273-P301 CE mRNA-1273-P301-US319-2322 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2322 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2322 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2322 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2331 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2336 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2345 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2363 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2363 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2414 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2439 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2487 39 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2506 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2585 3 Pain REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816218



mRNA-1273-P301 CE mRNA-1273-P301-US319-2600 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2600 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2613 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2620 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2620 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2669 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2684 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2695 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2798 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2826 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2826 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2833 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2849 5 Swelling REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2909 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816219



mRNA-1273-P301 CE mRNA-1273-P301-US319-2909 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2909 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2924 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2925 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2925 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2925 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US319-2927 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2030 15 Fever REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2057 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2057 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2057 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2069 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2089 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2144 18 Headache REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816220



mRNA-1273-P301 CE mRNA-1273-P301-US320-2174 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2174 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2190 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2198 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2225 40 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2241 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2241 29 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2261 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2276 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2331 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2351 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2371 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2371 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2371 29 Chills REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816221



mRNA-1273-P301 CE mRNA-1273-P301-US320-2371 33 Fever REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2375 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2375 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2375 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2387 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2390 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US320-2390 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US321-2054 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US321-2063 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US321-2063 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US321-2109 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US321-2142 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US321-2186 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US321-2251 19 Myalgia REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816222



mRNA-1273-P301 CE mRNA-1273-P301-US321-2251 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US321-2261 41 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US321-2271 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US321-2271 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US321-2298 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US321-2298 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US321-2316 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US321-2318 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US321-2318 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US321-2318 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US321-2356 21 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US321-2395 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2018 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2033 13 Fatigue REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816223



mRNA-1273-P301 CE mRNA-1273-P301-US322-2033 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2033 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2033 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2033 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2036 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2036 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2054 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2081 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2081 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2137 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2207 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2315 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2320 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2320 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816224



mRNA-1273-P301 CE mRNA-1273-P301-US322-2320 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2394 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2402 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2417 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2430 46 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2430 52 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2430 42 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2430 54 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2430 44 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2476 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2514 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2519 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2528 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2539 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816225



mRNA-1273-P301 CE mRNA-1273-P301-US322-2549 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2572 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2572 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2576 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2576 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2576 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2601 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2603 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2603 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2603 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2612 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2618 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2618 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2618 18 Headache REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816226



mRNA-1273-P301 CE mRNA-1273-P301-US322-2618 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2622 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2622 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2642 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US322-2657 52 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2004 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2010 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2037 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2041 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2077 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2077 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2077 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2078 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2100 10 Arthralgia REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816227



mRNA-1273-P301 CE mRNA-1273-P301-US323-2100 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2105 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2105 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2122 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2135 21 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2137 49 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2146 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2146 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2152 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2152 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2152 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2152 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2152 22 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2152 36 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US323-2152 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2152 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2152 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2171 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2178 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US323-2181 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US324-2002 39 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US324-2029 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US324-2101 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US324-2125 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US324-2203 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US324-2241 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US324-2263 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US324-2357 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816229



mRNA-1273-P301 CE mRNA-1273-P301-US324-2365 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US324-2365 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US324-2365 40 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US324-2374 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US324-2378 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US324-2395 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US324-2397 51 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US324-2397 47 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US324-2397 53 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US324-2397 45 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US324-2415 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2012 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2012 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2014 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US325-2041 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2050 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2055 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2112 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2115 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2137 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2175 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2219 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2219 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2331 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2331 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2342 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2347 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2364 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US325-2387 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2409 9 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2415 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2419 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2435 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2481 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2481 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2491 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2491 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2491 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2499 15 Fever REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2499 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2522 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2527 40 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US325-2527 43 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2527 38 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2527 39 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2537 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2552 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2555 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2564 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2564 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2564 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2564 30 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2565 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2566 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2566 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2586 32 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US325-2602 50 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2602 54 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2622 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2624 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2648 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2665 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2669 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2675 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2679 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2682 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2682 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2682 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2682 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US325-2687 14 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US325-2690 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2015 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2020 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2030 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2037 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2100 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2100 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2100 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2103 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2103 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2131 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2131 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2141 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2141 17 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US326-2141 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2142 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2142 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2145 45 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2151 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2151 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2155 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2200 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2200 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2200 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2201 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2201 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2201 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2201 13 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US326-2201 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2201 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2201 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2217 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2217 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2231 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2236 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2236 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2236 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2236 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2236 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2239 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2239 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2255 19 Myalgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US326-2261 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2261 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US326-2274 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2029 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2058 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2066 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2079 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2111 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2125 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2125 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2125 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2137 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2164 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2168 35 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US327-2168 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2168 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2168 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2168 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2168 40 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2169 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2185 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2211 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2214 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2279 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2279 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2291 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2311 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2311 31 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US327-2311 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2320 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2320 29 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2323 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2323 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2323 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2331 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2331 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2363 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US327-2374 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US328-2025 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US328-2068 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US328-2107 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US328-2109 18 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US328-2111 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2010 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2010 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2049 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2056 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2058 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2087 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2128 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2128 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2128 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2128 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2128 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2128 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2137 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US329-2139 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2179 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2189 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2195 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2195 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2271 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2301 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2330 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2333 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2425 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2427 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US329-2441 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2003 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2017 19 Myalgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US330-2017 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2021 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2021 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2021 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2021 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2031 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2032 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2040 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2041 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2043 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2043 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2044 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2045 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2045 13 Fatigue REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816243



mRNA-1273-P301 CE mRNA-1273-P301-US330-2045 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2045 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2063 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2069 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2070 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2075 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2083 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2093 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2098 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2098 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2098 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2098 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2098 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2109 6 Swelling REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US330-2109 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2110 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2113 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2113 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2113 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2113 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2117 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2117 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2117 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2157 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2158 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2159 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2160 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2170 17 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US330-2170 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2198 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2203 9 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2203 7 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2203 11 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2203 6 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2205 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2205 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2218 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2238 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2238 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2241 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2241 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2241 20 Myalgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US330-2242 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2292 51 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2308 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2311 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2312 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2312 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2332 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2358 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2375 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2375 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2384 9 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2387 7 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2387 5 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2388 14 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US330-2395 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2399 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2412 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2412 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2412 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2412 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2423 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2441 7 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2443 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2444 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2452 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2469 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2470 46 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2470 52 Myalgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US330-2470 44 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2475 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US330-2475 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2017 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2030 20 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2036 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2036 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2036 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2036 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2038 2 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2055 21 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2068 34 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2068 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2068 35 Myalgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US331-2068 30 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2092 2 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2093 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2093 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2109 2 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2147 2 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2152 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2157 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2180 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2186 20 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2191 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2191 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2191 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2191 4 Pain REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US331-2191 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2191 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2191 12 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2199 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2213 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2213 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2300 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2347 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2348 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2348 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2348 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2358 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2384 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2463 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US331-2492 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2551 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2558 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2572 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2593 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2593 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US331-2598 2 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US332-2056 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US332-2056 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US332-2123 47 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US332-2131 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US332-2131 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US332-2139 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US332-2167 21 Pain REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US332-2200 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US332-2300 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US332-2300 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US332-2300 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US332-2413 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US332-2422 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US333-2043 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US333-2046 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US333-2046 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US333-2046 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US333-2059 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US333-2076 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US333-2089 41 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US333-2089 42 Nausea/Vomiting REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US333-2099 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US333-2099 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US333-2099 39 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2014 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2028 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2028 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2049 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2054 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2055 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2057 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2074 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2077 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2082 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2082 32 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US334-2114 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2133 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2150 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2151 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2151 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2180 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2180 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2186 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2207 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2235 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2235 39 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2272 2 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2272 4 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2272 7 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US334-2281 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2293 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2322 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2322 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2322 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2343 27 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2343 25 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2343 23 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2347 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2347 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2352 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2352 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2362 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US334-2362 32 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US334-2362 40 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2008 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2039 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2039 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2039 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2039 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2062 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2072 42 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2072 43 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2072 39 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2072 41 Fever REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2087 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2089 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2089 9 Arthralgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US335-2130 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2130 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2130 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2170 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2170 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2216 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2263 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2268 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2270 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2313 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2314 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2314 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2314 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2314 14 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US335-2314 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2314 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2314 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2314 12 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2391 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2391 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2398 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2398 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2398 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2577 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US335-2577 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2003 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2028 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2028 14 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US336-2028 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2051 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2052 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2057 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2057 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2077 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2077 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2077 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2077 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2095 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2148 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2184 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2184 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2194 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816260



mRNA-1273-P301 CE mRNA-1273-P301-US336-2204 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2204 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2211 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2211 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2287 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2292 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US336-2306 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2038 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2065 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2065 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2070 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2080 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2081 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2089 13 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US337-2089 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2089 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2107 27 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2107 25 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2107 28 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2107 23 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2109 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2113 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2133 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2141 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2143 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2143 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2150 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2176 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US337-2196 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2206 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2206 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2206 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2221 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2224 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2224 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2225 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2239 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2260 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2263 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2273 44 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2273 40 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2273 46 Myalgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US337-2282 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2285 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2285 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2285 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2332 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2332 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2332 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2402 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2402 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2421 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2443 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2445 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2472 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2472 10 Arthralgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US337-2472 12 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2482 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US337-2482 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US338-2034 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US338-2035 35 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US338-2060 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US338-2060 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US338-2105 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US338-2136 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US338-2140 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US338-2166 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US338-2267 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US338-2288 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US338-2291 11 Chills REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US338-2294 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US338-2295 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US339-2043 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US339-2043 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US339-2043 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US339-2108 19 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US339-2112 47 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US339-2136 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US339-2147 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US339-2167 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US339-2191 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US339-2203 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US339-2219 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US339-2220 9 Arthralgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US339-2223 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US339-2240 11 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US339-2240 6 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US339-2277 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US339-2319 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US339-2331 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2010 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2012 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2026 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2026 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2026 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2089 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2089 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2106 32 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US340-2162 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2162 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2236 47 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2251 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2251 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2260 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2271 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2284 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2284 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2294 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2316 47 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2318 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2319 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2321 18 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US340-2330 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2335 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2335 40 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2338 30 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2353 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2361 4 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2386 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2388 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2427 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2427 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2427 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2427 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2429 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2429 1 Erythema REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US340-2429 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2469 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2469 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2469 30 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2472 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US340-2472 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2039 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2039 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2040 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2046 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2072 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2072 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2072 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2072 40 Nausea/Vomiting REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US341-2072 30 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2109 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2125 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2125 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2131 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2150 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2186 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2217 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2230 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2263 22 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2264 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2270 48 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2334 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US341-2378 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US342-2013 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2013 39 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2013 29 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2014 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2026 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2029 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2029 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2036 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2037 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2037 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2037 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2037 12 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2055 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2076 18 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US342-2101 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2104 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2125 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2126 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2126 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2126 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2126 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2126 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2126 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2128 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2132 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2141 1 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2141 5 Swelling REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2142 1 Erythema REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US342-2153 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2153 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2154 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2154 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2154 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2165 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2165 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2167 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2196 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2205 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2216 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2216 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2217 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2217 14 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US342-2217 12 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2248 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2248 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2248 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2269 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2269 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2269 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2270 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2285 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2290 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2290 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2294 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2310 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US342-2310 13 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US342-2310 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2066 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2071 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2094 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2124 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2125 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2125 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2142 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2165 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2192 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2192 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2201 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2202 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2220 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US343-2232 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2260 29 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2307 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2344 51 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2377 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2385 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2401 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2401 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2411 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2423 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2438 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2440 30 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2479 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2501 4 Pain REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US343-2501 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2519 21 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2562 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2565 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2575 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2591 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2612 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2623 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2636 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2636 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2636 29 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US343-2652 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US344-2021 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US344-2023 18 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US344-2062 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US344-2087 4 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US344-2111 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US344-2163 49 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US344-2163 45 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US344-2163 51 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US344-2163 41 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US344-2163 43 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US344-2174 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US344-2236 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US344-2236 40 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2012 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2012 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2013 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US345-2014 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2014 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2015 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2015 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2016 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2017 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2031 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2032 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2039 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2039 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2041 50 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2053 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2071 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2081 36 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US345-2081 40 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2100 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2108 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2108 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2127 40 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2145 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2154 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2162 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2185 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2199 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2201 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2201 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2205 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2205 9 Arthralgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US345-2232 52 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2242 2 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2261 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2296 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2298 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2299 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2303 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2345 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2345 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2345 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2358 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2372 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2391 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US345-2391 18 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US345-2409 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2001 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2002 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2002 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2002 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2002 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2033 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2060 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2163 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2177 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2178 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2178 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2178 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2178 12 Chills REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US346-2193 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2207 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2207 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2224 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2224 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2232 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2263 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2263 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2266 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2268 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2276 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2276 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2276 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2276 10 Arthralgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US346-2292 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2316 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2394 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2394 12 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2419 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2419 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2419 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2423 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2424 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US346-2424 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2006 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2012 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2017 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2017 32 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US347-2017 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2017 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2017 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2017 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2017 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2017 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2035 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2036 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2038 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2040 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2043 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2043 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2057 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2057 10 Arthralgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US347-2119 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2119 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2119 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2119 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2119 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2119 12 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US347-2124 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US348-2032 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US348-2034 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US348-2045 53 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US348-2053 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US348-2056 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US348-2060 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US348-2060 10 Arthralgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US348-2070 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US348-2070 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US348-2093 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US348-2094 48 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US348-2162 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US348-2184 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US348-2187 40 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US348-2198 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US348-2304 51 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US348-2304 47 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US349-2003 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US349-2010 21 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US349-2014 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US349-2045 3 Pain REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US349-2050 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US349-2050 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US349-2051 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US349-2064 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US349-2076 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US349-2085 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US349-2088 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US349-2088 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US349-2237 40 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US349-2237 41 Fever REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US349-2242 42 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US349-2263 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US349-2290 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US349-2290 11 Chills REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US350-2006 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US350-2013 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US350-2045 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US350-2046 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US350-2054 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US350-2067 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US350-2070 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US350-2077 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US350-2077 21 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US350-2077 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US350-2102 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US350-2102 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US350-2102 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US350-2104 38 Myalgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US350-2104 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US350-2104 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US350-2151 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US350-2194 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US350-2207 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US350-2212 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US351-2053 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US351-2078 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US351-2120 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US351-2172 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US351-2172 39 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US351-2172 29 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US351-2174 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US351-2177 19 Myalgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US351-2197 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US351-2231 21 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US351-2231 19 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US351-2242 47 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US351-2246 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US351-2248 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US351-2287 4 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US351-2287 10 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2020 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2024 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2043 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2043 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2064 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2172 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US352-2216 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2235 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2240 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2240 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2240 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2240 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2240 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2265 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2268 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2287 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2325 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2362 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2396 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2403 9 Arthralgia REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816293



mRNA-1273-P301 CE mRNA-1273-P301-US352-2441 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2446 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2446 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2477 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2480 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2523 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2523 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2523 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2523 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2557 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2574 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2584 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2584 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2584 13 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US352-2584 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2613 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2613 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2613 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2613 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US352-2677 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US353-2053 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US353-2053 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US353-2072 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US353-2121 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US353-2126 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US353-2166 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US353-2181 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US353-2240 19 Myalgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US354-2031 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US354-2050 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US354-2056 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US354-2057 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US354-2061 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US354-2077 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US354-2090 10 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US354-2139 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US354-2173 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US354-2210 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US354-2237 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US354-2276 39 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US354-2276 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US354-2276 32 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US354-2276 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US354-2276 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US354-2276 30 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US354-2313 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US354-2347 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US354-2355 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US355-2019 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US355-2044 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US355-2082 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US355-2090 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US355-2135 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US355-2151 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US355-2151 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US355-2155 17 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US355-2155 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US355-2156 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US355-2159 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US355-2159 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US355-2159 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US355-2202 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US355-2235 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US355-2388 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US355-2388 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US355-2445 22 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US355-2470 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US355-2492 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US356-2108 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US356-2142 14 Fatigue REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816298



mRNA-1273-P301 CE mRNA-1273-P301-US356-2154 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US356-2177 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US356-2223 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US356-2223 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US356-2223 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US356-2231 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US356-2231 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2025 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2033 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2039 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2039 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2044 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2057 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2057 38 Myalgia REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816299



mRNA-1273-P301 CE mRNA-1273-P301-US357-2057 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2057 39 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2059 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2072 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2081 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2091 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2091 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2091 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2091 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2091 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2125 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2128 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2134 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2150 18 Headache REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816300



mRNA-1273-P301 CE mRNA-1273-P301-US357-2164 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2164 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2208 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2210 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2210 40 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2315 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2317 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2345 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2345 30 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2383 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2396 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2396 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2399 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US357-2399 19 Myalgia REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816301



mRNA-1273-P301 CE mRNA-1273-P301-US358-2114 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US358-2127 1 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US358-2130 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US358-2130 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US358-2130 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US358-2137 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US358-2142 52 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US358-2167 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US358-2181 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US359-2066 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US359-2071 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US359-2071 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US359-2071 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US359-2083 50 Headache REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816302



mRNA-1273-P301 CE mRNA-1273-P301-US359-2112 22 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US359-2112 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US359-2112 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US359-2181 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US359-2219 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US359-2219 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2015 40 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2028 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2032 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2032 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2034 46 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2059 22 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2059 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2059 32 Fatigue REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816303



mRNA-1273-P301 CE mRNA-1273-P301-US360-2059 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2059 30 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2060 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2064 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2082 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2096 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2096 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2105 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2105 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2105 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2107 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2116 53 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2116 43 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2131 35 Headache REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816304



mRNA-1273-P301 CE mRNA-1273-P301-US360-2131 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2150 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2150 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US360-2153 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US361-2044 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US361-2084 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US361-2084 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US361-2084 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US361-2085 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US362-2019 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US362-2054 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US362-2054 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US362-2127 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US362-2137 4 Pain REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816305



mRNA-1273-P301 CE mRNA-1273-P301-US362-2165 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US362-2165 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US362-2202 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US362-2216 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US362-2216 40 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US362-2266 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US362-2266 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US362-2276 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US362-2278 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US363-2056 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US363-2074 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US363-2074 39 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US363-2090 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US363-2099 18 Headache REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816306



mRNA-1273-P301 CE mRNA-1273-P301-US363-2099 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US363-2101 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US363-2115 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US363-2115 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US363-2126 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US363-2146 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US364-2011 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US364-2019 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US364-2022 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US364-2022 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US364-2046 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US364-2063 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US364-2067 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US364-2154 28 Arthralgia REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816307



mRNA-1273-P301 CE mRNA-1273-P301-US364-2168 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US364-2181 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US364-2181 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US364-2181 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US364-2205 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US364-2249 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US364-2251 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US364-2266 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US364-2292 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US365-2010 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US365-2010 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US365-2027 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US365-2047 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US365-2050 17 Headache REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816308



mRNA-1273-P301 CE mRNA-1273-P301-US365-2057 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2010 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2026 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2026 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2026 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2050 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2058 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2071 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2075 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2075 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2088 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2096 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2096 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2096 37 Myalgia REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816309



mRNA-1273-P301 CE mRNA-1273-P301-US366-2096 29 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2104 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2107 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2107 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2107 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2107 40 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2115 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2135 2 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2138 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2147 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2154 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2156 52 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2156 48 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2156 49 Fatigue REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816310



mRNA-1273-P301 CE mRNA-1273-P301-US366-2175 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2175 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2175 29 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2180 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2180 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2180 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US366-2180 30 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US367-2006 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US367-2007 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US367-2023 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US367-2059 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US367-2099 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US367-2100 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US367-2133 17 Headache REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816311



mRNA-1273-P301 CE mRNA-1273-P301-US367-2135 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US367-2178 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US367-2178 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US367-2186 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US367-2208 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US367-2208 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US367-2268 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US367-2300 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US368-2015 45 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US368-2036 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US368-2048 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US368-2090 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US368-2128 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US368-2137 31 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US368-2174 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US368-2193 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US369-2007 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US369-2008 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US369-2008 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US369-2044 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US369-2084 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US369-2092 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US369-2092 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US369-2093 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US369-2093 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US369-2093 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US369-2094 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US369-2094 13 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US369-2094 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US369-2095 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US369-2110 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US369-2121 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US369-2122 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US369-2141 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US369-2177 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US369-2188 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US370-2015 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US371-2050 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US371-2050 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US371-2058 53 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US371-2058 42 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US371-2095 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US371-2154 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US371-2172 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US371-2175 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US371-2184 41 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US371-2188 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US371-2234 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US371-2258 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US371-2309 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US371-2309 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US371-2309 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2005 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2025 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2037 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2053 18 Headache REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816315



mRNA-1273-P301 CE mRNA-1273-P301-US372-2055 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2055 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2135 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2139 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2139 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2139 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2153 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2157 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2177 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2195 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2197 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2249 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2249 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2253 17 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US372-2263 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2282 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2282 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2317 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2348 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2348 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2375 50 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2375 46 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2375 52 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2406 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US372-2418 5 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2003 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2036 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2051 37 Myalgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US373-2051 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2051 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2051 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2051 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2063 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2091 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2091 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2126 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2186 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2193 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2243 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2243 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2243 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2279 31 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US373-2279 39 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2285 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2285 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2289 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2310 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2319 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2325 21 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2325 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2325 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2325 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2335 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2335 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2342 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2348 18 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US373-2356 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2356 40 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2367 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2376 40 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2381 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2399 33 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US373-2404 29 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2062 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2070 51 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2070 53 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2070 43 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2072 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2074 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2083 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US374-2093 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2103 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2121 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2122 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2132 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2137 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2167 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2169 28 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2169 23 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2170 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2204 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2211 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2228 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2229 17 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US374-2237 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2237 40 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2263 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2272 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2274 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2280 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2301 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2301 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2325 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2326 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2332 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2332 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2335 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2335 9 Arthralgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US374-2353 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2358 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2367 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2367 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2411 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2411 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2411 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2429 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2438 22 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2438 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2441 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2441 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2442 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2450 24 Swelling REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US374-2460 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2460 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2460 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2460 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2460 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2460 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2460 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2460 12 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US374-2482 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2039 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2087 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2156 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2163 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2163 18 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US375-2163 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2163 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2163 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2183 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2189 22 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2190 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2207 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2211 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2229 53 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2229 57 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2251 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2268 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2282 21 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2288 14 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US375-2288 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2288 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2297 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2297 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2341 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2348 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2349 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2389 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US375-2389 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US376-2024 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US376-2050 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US376-2052 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US376-2052 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US376-2132 17 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US376-2132 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US376-2157 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US376-2177 19 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US376-2188 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US376-2214 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US376-2214 1 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US376-2214 5 Swelling REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US376-2217 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US376-2232 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US376-2266 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US376-2270 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US376-2270 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US376-2270 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US376-2270 10 Arthralgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US377-2019 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2019 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2053 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2064 49 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2064 45 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2071 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2082 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2087 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2087 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2087 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2094 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2094 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2094 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2094 22 Nausea/Vomiting REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US377-2098 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2106 41 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2106 47 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2106 53 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2106 43 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2126 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2126 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2196 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2207 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2235 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2250 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2251 50 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US377-2268 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US378-2018 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US378-2042 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US378-2042 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US378-2042 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US378-2053 45 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US378-2171 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US378-2176 39 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US378-2183 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US379-2004 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US379-2017 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US379-2058 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US379-2072 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US379-2072 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US379-2084 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US379-2086 9 Arthralgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US379-2086 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US380-2008 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US380-2008 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US380-2010 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US380-2010 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US380-2012 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US380-2012 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US380-2012 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US380-2015 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US380-2023 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US380-2023 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US380-2023 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US380-2056 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US380-2095 17 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US380-2117 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US380-2117 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US380-2221 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US380-2238 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US380-2255 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US380-2259 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US380-2260 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2006 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2020 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2045 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2049 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2064 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2066 39 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2077 17 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US381-2077 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2105 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2119 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2133 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2149 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2158 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2178 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2178 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2179 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2182 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2187 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2200 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2216 49 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2226 17 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US381-2226 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2228 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2263 50 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2263 46 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2263 42 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2301 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2301 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2318 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2320 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2320 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2320 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2320 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2334 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US381-2336 32 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US381-2344 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2010 4 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2010 10 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2014 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2034 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2041 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2044 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2044 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2044 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2044 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2069 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2076 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2079 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2110 14 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US382-2119 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2119 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2119 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2137 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2137 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2152 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2154 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2154 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2154 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2164 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2164 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2164 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2164 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2164 10 Arthralgia REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US382-2164 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2167 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2177 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2178 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2178 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2178 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2178 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2180 49 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2180 46 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2184 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2186 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2187 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2189 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2192 18 Headache REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US382-2199 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2206 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2213 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2213 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2213 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2218 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2219 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2231 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2248 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2254 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2258 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2259 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2259 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2269 3 Pain REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US382-2272 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2277 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2281 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2281 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2289 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2296 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2296 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2297 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2310 21 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2310 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2366 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2394 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2415 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2416 3 Pain REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US382-2452 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2452 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2465 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2465 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US382-2466 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US383-2019 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US383-2019 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US383-2132 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US383-2132 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US383-2177 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US383-2190 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US383-2216 7 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US383-2216 11 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US383-2221 18 Headache REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816340



mRNA-1273-P301 CE mRNA-1273-P301-US383-2229 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US383-2229 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US383-2229 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US383-2259 5 Swelling REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US384-2037 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US384-2037 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US384-2038 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US384-2038 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US384-2038 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US384-2052 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US384-2054 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US385-2042 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US385-2064 37 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US385-2193 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816341



mRNA-1273-P301 CE mRNA-1273-P301-US386-2013 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US386-2050 40 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US386-2050 41 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US386-2050 36 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US386-2050 37 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US386-2083 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US386-2092 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US386-2098 10 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US386-2115 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US386-2156 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US386-2168 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US386-2175 4 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US386-2259 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US386-2276 11 Chills REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816342



mRNA-1273-P301 CE mRNA-1273-P301-US386-2293 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US386-2293 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2080 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2085 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2090 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2090 30 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2101 51 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2116 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2118 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2118 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2148 40 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2156 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2176 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2180 32 Fatigue REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816343



mRNA-1273-P301 CE mRNA-1273-P301-US387-2180 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2180 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2223 45 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2229 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2238 2 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2250 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2259 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2259 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2259 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2272 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2275 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2275 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2281 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2306 18 Headache REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816344



mRNA-1273-P301 CE mRNA-1273-P301-US387-2306 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2327 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2344 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2344 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2399 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2407 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2410 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2410 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2410 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2410 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2413 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2413 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2440 26 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2455 20 Myalgia REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816345



mRNA-1273-P301 CE mRNA-1273-P301-US387-2455 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2460 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2460 39 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US387-2506 36 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US388-2002 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US388-2012 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US388-2012 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US388-2026 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US388-2026 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US388-2034 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US388-2040 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US388-2061 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US389-2009 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US389-2020 14 Fatigue REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816346



mRNA-1273-P301 CE mRNA-1273-P301-US389-2062 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US389-2079 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US389-2079 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US390-2009 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US390-2029 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US390-2029 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US390-2029 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US390-2030 2 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US390-2031 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US390-2049 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US390-2064 41 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US390-2064 38 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US390-2106 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US391-2020 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816347



mRNA-1273-P301 CE mRNA-1273-P301-US391-2040 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US391-2088 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US391-2088 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US391-2099 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US391-2099 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US391-2099 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US391-2099 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US391-2111 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US391-2119 43 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US391-2119 39 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US391-2119 45 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US391-2119 37 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US391-2221 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US391-2233 36 Headache REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816348



mRNA-1273-P301 CE mRNA-1273-P301-US391-2233 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US391-2233 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US391-2233 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US392-2004 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US392-2035 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US392-2035 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US392-2046 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US392-2052 19 Erythema REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US392-2060 41 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US392-2078 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US392-2081 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US392-2105 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US392-2136 21 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US392-2136 35 Headache REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816349



mRNA-1273-P301 CE mRNA-1273-P301-US392-2136 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US392-2136 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US392-2136 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US392-2136 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US392-2136 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US392-2136 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2016 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2026 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2055 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2068 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2080 7 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2080 10 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2117 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2136 32 Fatigue REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816350



mRNA-1273-P301 CE mRNA-1273-P301-US393-2136 40 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2147 38 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2147 36 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2149 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2185 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2224 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2224 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2224 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2224 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2224 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2226 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2233 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2233 31 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2233 37 Myalgia REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816351



mRNA-1273-P301 CE mRNA-1273-P301-US393-2233 27 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2233 29 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2266 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2266 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2266 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2266 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2266 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2266 21 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2286 53 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2286 49 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2286 55 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2286 47 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2286 51 Fever REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2288 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816352



mRNA-1273-P301 CE mRNA-1273-P301-US393-2293 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2293 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2298 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2298 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2298 4 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2298 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2298 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2298 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2298 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US393-2298 12 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US394-2001 20 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US394-2001 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US394-2007 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US394-2041 10 Arthralgia REACTOG
ENICITY

Y

FDA-CBER-2022-1614-3816353



mRNA-1273-P301 CE mRNA-1273-P301-US394-2041 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US394-2041 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US394-2077 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US394-2077 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US394-2093 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US394-2098 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US394-2098 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US394-2146 12 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US394-2148 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US395-2009 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US395-2022 30 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US395-2022 34 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US395-2022 44 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US395-2022 40 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US395-2022 46 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US395-2022 36 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US395-2022 48 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US395-2022 38 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US395-2033 29 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US395-2033 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US395-2033 35 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US395-2033 30 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US395-2083 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US395-2166 36 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US395-2167 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US395-2223 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US396-2072 22 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2006 13 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US397-2006 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2006 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2038 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2069 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2086 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2089 16 Fever REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2095 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2095 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2103 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2103 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2115 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2115 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2149 42 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2149 38 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US397-2149 44 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2149 46 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2164 21 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2183 10 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2195 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2215 11 Chills REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2221 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2221 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2221 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2225 42 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2225 40 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US397-2225 43 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US398-2005 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US398-2005 14 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US398-2021 10 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US398-2114 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US398-2114 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US398-2114 19 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US398-2114 9 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US398-2115 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US398-2130 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US398-2198 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US398-2213 25 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US398-2216 22 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US398-2216 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US398-2235 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US398-2241 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US398-2241 4 Pain REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US398-2241 8 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US398-2264 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US398-2275 37 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US399-2015 18 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US399-2015 14 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US399-2017 7 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US399-2025 17 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US399-2035 13 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US399-2058 3 Pain REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US399-2064 32 Fatigue REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US399-2064 38 Myalgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US399-2064 28 Arthralgia REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US399-2067 35 Headache REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US399-2067 31 Fatigue REACTOG
ENICITY

Y
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mRNA-1273-P301 CE mRNA-1273-P301-US399-2067 39 Nausea/Vomiting REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US399-2119 25 Underarm Gland 
Swelling or 
Tenderness

REACTOG
ENICITY

Y

mRNA-1273-P301 CE mRNA-1273-P301-US399-2119 29 Chills REACTOG
ENICITY

Y
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CET EPOCH CEDTC CESTDTC CEENDTC CEDY CEST CEE CETPTRE
1 BLINDED 2020-08-04T00:00 2020-08-02T12:01 2020-08-05T13:59 8 6 9 DOSE 1
3 BLINDED 2020-09-08T12:48 2020-09-04T13:14 2020-09-10T03:39 35 31 37 DOSE 2
1 BLINDED 2020-08-20T10:42 2020-08-20T10:42 8 8 DOSE 1
1 BLINDED 2020-08-28T00:02 2020-08-21T23:42 2020-08-28T00:02 8 1 8 DOSE 1
2 BLINDED 2020-08-28T00:02 2020-08-21T23:42 2020-08-28T00:02 8 1 8 DOSE 1
1 BLINDED 2020-09-07T12:03 2020-09-03T13:26 2020-09-08T12:21 7 3 8 DOSE 1
2 BLINDED 2020-09-08T12:02 2020-09-04T12:04 2020-09-17T12:00 7 3 16 DOSE 1
3 BLINDED 2020-10-23T06:34 2020-10-16T18:38 2020-10-23T06:34 36 29 36 DOSE 2
1 BLINDED 2020-10-11T16:06 2020-10-15T23:07 38 42 DOSE 2
1 BLINDED 2020-09-11T11:36 2020-09-12T23:59 8 9 DOSE 1
1 BLINDED 2020-10-05T01:23 2020-10-05T01:23 2020-10-05T01:23 8 8 8 DOSE 1
3 BLINDED 2020-11-17T01:00 2020-11-10T19:01 2020-11-17T01:00 41 34 41 DOSE 2
3 BLINDED 2020-11-17T01:01 2020-11-10T19:02 2020-11-17T01:01 41 34 41 DOSE 2
2 BLINDED 2020-10-29T12:06 2020-10-28T13:01 2020-10-31T12:23 7 6 9 DOSE 1
1 BLINDED 2020-08-02T13:11 2020-07-29T13:53 2020-08-03T17:02 7 3 8 DOSE 1
1 BLINDED 2020-08-02T13:11 2020-07-31T13:27 2020-08-03T17:02 7 5 8 DOSE 1
1 BLINDED 2020-08-03T18:08 2020-07-29T18:17 2020-08-04T18:12 7 2 8 DOSE 1
1 BLINDED 2020-08-06T21:01 2020-08-08T21:50 7 9 DOSE 1
1 BLINDED 2020-09-03T23:23 2020-08-28T16:20 2020-09-12T22:21 35 29 44 DOSE 2
2 BLINDED 2020-09-09T19:40 2020-09-05T18:29 2020-09-13T13:12 35 31 39 DOSE 2
2 BLINDED 2020-09-14T22:29 2020-09-10T23:06 2020-09-16T21:09 35 31 37 DOSE 2
2 BLINDED 2020-09-15T06:25 2020-09-09T19:31 2020-09-15T06:25 36 30 36 DOSE 2
2 BLINDED 2020-09-15T06:25 2020-09-08T22:05 2020-09-15T06:25 36 29 36 DOSE 2
1 BLINDED 2020-08-21T10:28 2020-08-21T10:28 2020-08-21T10:28 8 8 8 DOSE 1
1 BLINDED 2020-09-18T06:54 2020-09-11T21:24 2020-10-02T22:46 36 29 50 DOSE 2
2 BLINDED 

TREATME
NT

2020-09-18T00:00 2020-09-15T19:47 2020-09-19T10:36 36 33 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-18T00:00 2020-09-15T19:47 2020-09-19T10:36 36 33 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-02T08:32 2020-09-02T08:32 2020-09-05T08:28 8 8 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-04T16:40 2020-10-09T17:07 35 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-08T00:19 2020-09-08T00:19 2020-09-09T09:43 8 8 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T12:01 2020-09-03T12:01 2020-09-13T16:13 7 3 13 DOSE 1
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1 BLINDED 
TREATME
NT

2020-10-11T13:59 2020-10-06T12:04 2020-10-12T16:48 41 36 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-17T21:48 2020-09-15T22:34 2020-09-19T22:47 7 5 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-20T20:40 2020-09-16T21:58 2020-10-11T22:40 7 3 28 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-20T20:40 2020-09-17T19:45 2020-10-11T22:40 7 4 28 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-20T20:42 2020-09-16T21:59 2020-09-24T21:52 7 3 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-27T06:57 2020-10-20T21:40 2020-10-27T06:57 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-02T12:05 2020-07-30T00:01 2020-08-05T04:55 7 4 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-30T20:08 2020-08-25T17:16 2020-09-04T19:39 35 30 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-30T20:08 2020-08-29T05:45 2020-09-03T18:13 35 34 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-04T09:37 2020-08-04T09:37 2020-08-04T09:37 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-10T19:10 2020-09-09T19:39 2020-09-11T19:01 45 44 46 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-03T12:07 2020-08-30T07:42 2020-09-05T11:46 37 33 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-06T08:51 2020-07-31T11:10 2020-08-06T08:51 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-07T06:25 2020-08-07T06:25 2020-08-07T06:25 8 8 8 DOSE 1
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3 BLINDED 
TREATME
NT

2020-09-18T04:03 2020-09-19T21:30 43 44 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-16T22:08 2020-08-13T20:08 2020-08-18T12:01 6 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-20T20:43 2020-09-15T17:46 2020-09-21T14:35 35 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-23T19:07 2020-08-18T19:06 2020-08-24T18:20 7 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-21T06:17 2020-09-21T06:17 2020-09-22T14:00 36 36 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-21T06:17 2020-09-21T06:17 2020-09-22T14:00 36 36 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-26T13:34 2020-08-21T14:01 2020-08-27T13:09 7 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-26T13:34 2020-08-20T22:17 2020-08-27T13:09 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-26T13:34 2020-08-22T19:41 2020-08-28T12:40 7 3 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-23T18:40 2020-09-18T07:11 2020-09-24T21:50 35 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-25T09:36 2020-09-19T21:11 2020-09-25T09:36 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-27T20:41 2020-08-27T20:41 2020-08-28T23:28 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-25T06:22 2020-09-23T07:47 2020-09-27T07:48 36 34 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-02T07:15 2020-10-02T07:15 43 43 DOSE 2
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2 BLINDED 
TREATME
NT

2020-08-28T03:17 2020-08-26T22:15 2020-08-28T03:17 8 6 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-02T22:54 2020-08-02T22:54 2020-08-03T22:15 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-02T22:54 2020-07-28T10:46 2020-08-04T23:59 7 2 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-02T21:14 2020-07-30T23:18 2020-08-03T18:20 7 4 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-03T12:23 2020-08-03T12:23 2020-08-04T13:04 7 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-04T21:48 2020-08-04T21:48 2020-08-06T11:02 7 7 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-04T21:48 2020-08-04T21:48 2020-08-06T11:03 7 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-04T13:05 2020-08-04T13:05 2020-08-06T07:13 7 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-04T13:05 2020-08-03T17:07 2020-08-06T07:13 7 6 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-04T17:26 2020-07-30T19:02 2020-08-16T09:37 7 2 19 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-05T12:02 2020-08-05T12:02 2020-08-09T16:00 7 7 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-10T07:04 2020-09-04T20:43 2020-09-10T07:04 37 31 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-12T13:04 2020-08-12T13:04 2020-08-13T19:10 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-09T19:32 2020-09-03T13:12 2020-09-11T14:03 35 29 37 DOSE 2
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1 BLINDED 
TREATME
NT

2020-08-14T00:09 2020-08-12T21:44 2020-08-14T00:09 8 6 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-23T07:29 2020-09-20T08:29 2020-10-05T22:48 48 45 60 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-13T22:00 2020-08-08T12:25 2020-08-14T23:48 7 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-13T22:00 2020-08-08T12:25 2020-08-14T23:48 7 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-17T20:58 2020-09-11T22:05 2020-09-18T21:56 41 35 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-17T20:58 2020-09-11T22:05 2020-09-18T21:56 41 35 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-17T20:58 2020-09-11T22:05 2020-09-18T21:56 41 35 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-16T12:39 2020-09-10T18:58 2020-09-20T14:23 40 34 44 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-17T12:06 2020-08-12T08:47 2020-08-23T18:44 7 2 13 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-24T22:14 2020-08-19T20:05 2020-08-26T22:25 7 2 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-24T22:14 2020-08-20T19:58 2020-09-14T21:28 7 3 28 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-24T22:14 2020-08-20T19:58 2020-09-14T21:28 7 3 28 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-26T18:10 2020-08-20T21:06 2020-09-01T17:02 7 1 13 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-28T21:17 2020-09-23T17:58 2020-10-06T12:23 40 35 48 DOSE 2
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1 BLINDED 
TREATME
NT

2020-09-24T00:00 2020-09-18T23:56 2020-09-24T00:00 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-29T13:27 2020-09-29T13:27 2020-09-30T15:28 41 41 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-30T00:39 2020-09-24T14:59 2020-10-02T01:42 41 35 43 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-30T00:39 2020-09-24T14:59 2020-09-30T20:42 41 35 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-01T00:35 2020-09-25T04:02 2020-10-01T00:35 42 36 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-01T00:35 2020-09-25T04:02 2020-10-01T00:35 42 36 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-05T07:15 2020-08-05T07:15 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-05T06:53 2020-07-30T21:37 2020-08-05T21:38 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-02T17:13 2020-09-01T19:38 2020-09-03T12:00 36 35 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-09T07:18 2020-09-09T07:18 2020-09-09T07:18 41 41 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-10T20:59 2020-09-09T19:56 2020-09-11T21:21 38 37 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-12T19:59 2020-08-11T18:43 2020-08-17T21:43 7 6 12 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-12T19:59 2020-08-12T19:59 2020-09-02T20:27 7 7 28 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-09T20:55 2020-09-04T16:31 2020-10-28T12:01 35 30 84 DOSE 2

FDA-CBER-2022-1614-3816366



2 BLINDED 
TREATME
NT

2020-08-18T11:28 2020-08-18T11:28 8 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-08-19T06:29 2020-08-13T19:14 2020-08-28T09:35 8 2 17 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-19T06:29 2020-08-13T19:14 2020-08-28T09:35 8 2 17 DOSE 1

3 BLINDED 
TREATME
NT

2020-08-19T06:29 2020-08-13T19:14 2020-08-26T23:59 8 2 15 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-19T06:29 2020-08-13T19:14 2020-08-27T00:00 8 2 16 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-23T18:29 2020-09-17T20:48 2020-09-24T19:01 42 36 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-23T18:29 2020-09-18T14:54 2020-09-28T12:01 42 37 47 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-20T14:57 2020-08-19T12:20 2020-08-21T16:48 7 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-20T20:33 2020-08-20T20:33 2020-08-21T22:56 7 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-24T00:23 2020-08-17T20:32 2020-08-28T00:12 8 1 12 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-24T00:23 2020-08-24T00:23 2020-08-28T23:59 8 8 12 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-20T12:04 2020-09-14T18:32 2020-09-21T13:00 35 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-24T06:26 2020-08-17T21:25 2020-08-24T06:26 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-22T12:01 2020-09-24T13:23 35 37 DOSE 2

FDA-CBER-2022-1614-3816367



3 BLINDED 
TREATME
NT

2020-09-22T15:42 2020-09-17T14:28 2020-09-23T16:18 35 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T15:42 2020-09-17T14:28 2020-09-28T12:01 35 30 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-22T15:42 2020-09-19T14:54 2020-09-23T16:18 35 32 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-28T04:43 2020-08-21T22:26 2020-08-28T04:43 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-28T04:43 2020-08-22T23:39 2020-08-28T04:43 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-28T04:44 2020-08-21T22:28 2020-08-28T04:44 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-28T04:44 2020-08-21T22:28 2020-08-28T04:44 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-28T04:44 2020-08-22T23:41 2020-08-28T04:44 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-28T04:44 2020-08-21T22:28 2020-08-28T04:44 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-27T18:24 2020-08-28T12:48 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-27T18:24 2020-08-28T12:48 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-27T18:24 2020-08-28T12:48 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-05T09:37 2020-08-01T08:54 2020-08-06T15:31 7 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-30T18:25 2020-08-26T21:58 2020-09-05T14:14 32 28 38 DOSE 2

FDA-CBER-2022-1614-3816368



1 BLINDED 
TREATME
NT

2020-08-30T18:25 2020-08-26T21:58 2020-09-25T22:57 32 28 58 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-06T21:01 2020-07-31T10:16 2020-08-08T09:11 7 1 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-03T06:43 2020-08-27T10:44 2020-09-03T06:43 35 28 35 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-03T06:44 2020-08-27T10:44 2020-09-03T21:03 35 28 35 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-06T21:06 2020-08-03T21:44 2020-08-10T21:25 7 4 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-10T15:45 2020-09-04T10:55 2020-09-16T12:16 39 33 45 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-15T07:30 2020-09-10T22:22 2020-09-15T07:30 43 38 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-15T23:02 2020-09-09T12:17 2020-09-17T10:56 41 35 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-13T12:42 2020-08-13T12:42 2020-08-16T12:46 7 7 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-10T08:55 2020-09-05T00:14 2020-09-10T08:55 35 30 35 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-10T08:55 2020-09-03T12:36 2020-09-10T15:24 35 28 35 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-10T08:55 2020-09-03T12:36 2020-09-13T13:57 35 28 38 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-10T08:55 2020-09-03T12:36 2020-09-13T13:58 35 28 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-18T21:21 2020-08-12T12:59 2020-08-19T21:23 7 1 8 DOSE 1

FDA-CBER-2022-1614-3816369



1 BLINDED 
TREATME
NT

2020-08-19T01:01 2020-08-19T01:01 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-19T12:03 2020-08-13T11:16 2020-08-21T14:32 7 1 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-15T05:42 2020-09-08T10:11 2020-09-15T05:42 34 27 34 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-15T05:42 2020-09-08T19:42 2020-09-15T05:42 34 27 34 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-15T05:42 2020-09-08T19:42 2020-09-15T05:42 34 27 34 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-19T12:15 2020-08-19T12:15 2020-09-17T12:29 7 7 36 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-19T12:15 2020-08-19T12:15 2020-09-17T12:29 7 7 36 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-22T17:43 2020-09-16T17:39 2020-09-27T16:46 41 35 46 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-23T16:38 2020-08-17T14:34 2020-08-24T14:25 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-24T08:48 2020-08-26T11:27 8 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-26T10:44 2020-08-26T10:44 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-25T19:19 2020-08-20T19:29 2020-08-26T18:59 7 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-07T14:13 2020-09-03T13:16 2020-09-08T13:59 7 3 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-09T06:11 2020-09-09T06:11 2020-09-09T06:11 8 8 8 DOSE 1

FDA-CBER-2022-1614-3816370



2 BLINDED 
TREATME
NT

2020-10-12T00:00 2020-10-05T23:12 2020-10-12T22:43 41 34 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-12T00:00 2020-10-09T21:22 2020-10-12T00:00 41 38 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-13T14:12 2020-10-15T12:06 41 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-13T14:12 2020-10-15T12:06 41 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-10T19:03 2020-09-09T19:18 2020-09-11T19:28 7 6 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-03T21:22 2020-08-28T22:44 2020-09-04T22:37 35 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-06T13:34 2020-08-31T14:43 2020-09-08T12:08 35 29 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-10T13:48 2020-08-05T13:42 2020-08-12T14:02 7 2 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-13T20:30 2020-08-10T18:42 2020-08-14T19:13 7 4 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-21T01:17 2020-08-21T01:17 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-19T10:24 2020-09-16T23:14 2020-09-23T22:16 36 33 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-19T05:51 2020-09-19T05:51 2020-09-19T05:51 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-24T21:35 2020-08-24T21:35 2020-08-27T06:34 7 7 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-25T12:48 2020-08-26T14:20 7 8 DOSE 1

FDA-CBER-2022-1614-3816371



1 BLINDED 
TREATME
NT

2020-09-08T04:51 2020-09-06T13:59 2020-09-08T04:51 8 6 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-09T08:58 2020-10-03T21:09 2020-10-09T08:58 35 29 35 DOSE 2

3 BLINDED 
TREATME
NT

2020-11-04T14:11 2020-10-29T18:23 2020-11-08T18:23 38 32 42 DOSE 2

3 BLINDED 
TREATME
NT

2020-11-04T14:11 2020-10-29T18:23 2020-11-08T18:24 38 32 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-04T14:13 2020-10-29T18:25 2020-11-08T18:23 38 32 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-04T14:13 2020-10-29T18:25 2020-11-08T18:23 38 32 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-04T14:13 2020-10-29T18:25 2020-11-08T18:24 38 32 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-04T14:13 2020-10-29T18:25 2020-11-08T18:23 38 32 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-04T14:13 2020-10-29T18:25 2020-11-08T18:24 38 32 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-04T14:13 2020-10-29T18:25 2020-11-08T18:24 38 32 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-20T07:04 2020-08-16T12:03 2020-08-22T12:20 8 4 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-24T21:39 2020-09-19T18:52 2020-09-25T20:36 37 32 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-26T07:46 2020-08-26T07:46 2020-08-26T07:46 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-26T07:46 2020-08-26T07:46 2020-08-26T07:46 8 8 8 DOSE 1

FDA-CBER-2022-1614-3816372



1 BLINDED 
TREATME
NT

2020-10-01T23:21 2020-09-26T17:34 2020-10-04T23:59 42 37 45 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-31T06:08 2020-08-25T06:26 2020-08-31T06:08 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-31T06:08 2020-08-25T06:26 2020-09-02T06:13 8 2 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-28T12:01 2020-09-23T06:07 2020-09-30T05:59 36 31 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-28T12:01 2020-09-23T06:07 2020-10-03T21:16 36 31 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-01T20:12 2020-08-31T22:18 2020-09-16T21:06 7 6 22 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-04T20:44 2020-09-29T13:56 2020-10-06T20:49 39 34 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-03T09:48 2020-09-03T09:48 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-08T06:16 2020-10-02T20:09 2020-10-08T06:16 42 36 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-05T09:39 2020-09-29T13:09 2020-10-05T09:39 39 33 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-06T00:00 2020-10-05T00:03 2020-10-06T00:00 37 36 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-08T07:21 2020-10-01T18:44 2020-10-08T07:21 39 32 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-05T12:03 2020-09-01T11:34 2020-09-07T13:27 6 2 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-11T23:11 2020-10-05T22:15 2020-10-12T13:55 41 35 42 DOSE 2

FDA-CBER-2022-1614-3816373



1 BLINDED 
TREATME
NT

2020-10-09T09:36 2020-10-17T12:06 38 46 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-09T09:36 2020-10-09T09:36 38 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-09T09:36 2020-10-09T09:36 38 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-11T00:00 2020-09-06T01:22 2020-09-11T00:00 8 3 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-12T08:13 2020-10-05T21:22 2020-10-12T08:13 39 32 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-12T08:13 2020-10-06T12:38 2020-10-12T08:13 39 33 39 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-12T08:13 2020-10-06T12:38 2020-10-12T16:45 39 33 39 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-12T08:13 2020-10-06T12:38 2020-10-12T16:45 39 33 39 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-12T08:13 2020-10-06T12:38 2020-10-12T16:45 39 33 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-12T08:13 2020-10-05T21:22 2020-10-12T08:13 39 32 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-14T22:00 2020-09-13T21:50 2020-09-16T21:31 7 6 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-17T18:37 2020-09-16T18:28 2020-09-18T17:40 7 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-12T00:03 2020-08-12T00:03 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-12T00:03 2020-08-12T00:03 8 8 DOSE 1

FDA-CBER-2022-1614-3816374



2 BLINDED 
TREATME
NT

2020-09-17T09:36 2020-09-10T15:44 2020-09-17T18:27 42 35 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-17T09:36 2020-09-11T16:06 2020-09-17T09:36 42 36 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-17T09:36 2020-09-11T16:06 2020-09-17T09:36 42 36 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-15T01:16 2020-08-08T22:54 2020-08-15T19:37 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-15T01:16 2020-08-08T22:54 2020-08-15T01:16 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-15T01:16 2020-08-10T22:27 2020-08-15T01:16 8 3 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-15T17:24 2020-09-17T12:12 37 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-16T23:44 2020-08-12T20:10 2020-08-19T07:58 7 3 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-16T23:44 2020-08-12T20:10 2020-08-19T07:58 7 3 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-14T20:21 2020-09-08T15:28 2020-09-18T16:01 35 29 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-20T20:32 2020-09-15T18:50 2020-09-22T21:03 41 36 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-17T12:46 2020-08-16T12:16 2020-08-19T14:08 7 6 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-15T00:28 2020-09-16T12:34 36 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-15T00:29 2020-09-08T14:25 2020-09-15T14:07 36 29 36 DOSE 2

FDA-CBER-2022-1614-3816375



1 BLINDED 
TREATME
NT

2020-09-15T00:29 2020-09-15T00:29 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-18T15:50 2020-09-14T16:35 2020-09-24T16:23 38 34 44 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-12T12:03 2020-10-07T12:38 2020-10-14T12:04 53 48 55 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-27T16:53 2020-08-23T07:49 2020-08-29T07:38 7 3 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-27T16:53 2020-08-21T12:20 2020-09-23T12:21 7 1 34 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-27T16:53 2020-08-23T07:49 2020-09-23T12:07 7 3 34 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-27T16:53 2020-08-25T12:02 2020-08-30T01:21 7 5 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-01T00:01 2020-09-25T05:33 2020-10-01T00:01 42 36 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-01T00:01 2020-09-25T05:33 2020-10-01T16:44 42 36 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-02T11:48 2020-09-02T11:48 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-01T13:47 2020-09-03T13:02 7 9 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-28T15:41 2020-09-23T16:45 2020-10-06T14:25 34 29 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-28T15:41 2020-09-25T22:16 2020-10-01T20:47 34 31 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-08T14:47 2020-10-03T08:58 2020-10-10T13:59 43 38 45 DOSE 2

FDA-CBER-2022-1614-3816376



1 BLINDED 
TREATME
NT

2020-09-04T07:23 2020-09-04T07:23 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-08T12:02 2020-09-03T12:47 2020-09-10T12:31 7 2 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-08T18:02 2020-10-03T15:19 2020-10-09T14:00 41 36 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-08T12:03 2020-09-08T12:03 2020-09-09T12:22 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-11T20:01 2020-10-05T14:30 2020-10-13T19:52 39 33 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-11T06:27 2020-09-07T20:15 2020-09-11T06:27 8 4 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-11T06:27 2020-09-07T20:15 2020-09-11T19:20 8 4 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-08-27T21:13 2020-08-21T20:47 2020-08-29T01:21 32 26 34 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-27T21:13 2020-08-21T20:47 2020-08-29T22:54 32 26 34 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-27T21:13 2020-08-21T20:47 2020-08-31T03:11 32 26 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-27T21:13 2020-08-21T20:47 2020-09-02T17:28 32 26 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-04T22:16 2020-08-03T20:54 2020-08-06T20:01 7 6 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-06T00:35 2020-08-06T00:35 2020-08-06T00:35 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-06T00:35 2020-07-31T17:26 2020-08-06T00:35 8 2 8 DOSE 1

FDA-CBER-2022-1614-3816377



1 BLINDED 
TREATME
NT

2020-08-06T00:35 2020-08-06T00:35 2020-08-06T00:35 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-17T09:06 2020-08-16T09:09 2020-08-17T09:06 8 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-18T02:18 2020-08-11T18:26 2020-08-18T02:18 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-23T22:00 2020-09-20T21:00 2020-09-25T07:14 34 31 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T10:03 2020-09-22T10:03 33 33 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-22T10:03 2020-09-22T10:03 33 33 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-30T06:26 2020-09-23T10:38 2020-09-30T06:26 35 28 35 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-30T06:26 2020-09-25T18:06 2020-09-30T06:26 35 30 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-03T21:20 2020-09-03T21:20 2020-09-04T20:02 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-24T05:57 2020-09-21T15:09 2020-09-24T05:57 8 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-30T10:09 2020-09-27T22:41 2020-09-30T10:09 8 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-04T14:09 2020-08-12T15:28 7 15 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-03T22:46 2020-08-28T17:34 2020-09-04T20:47 35 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-06T17:32 2020-09-06T17:32 2020-09-10T23:59 35 35 39 DOSE 2

FDA-CBER-2022-1614-3816378



1 BLINDED 
TREATME
NT

2020-08-10T20:11 2020-08-10T20:11 2020-08-14T12:20 7 7 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-10T12:38 2020-08-06T12:12 2020-08-12T12:05 7 3 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-11T22:04 2020-08-10T20:45 2020-08-12T22:07 7 6 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-13T21:51 2020-08-09T12:01 2020-08-19T12:24 7 3 13 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-16T16:39 2020-08-11T14:09 2020-08-19T20:35 7 2 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-18T11:08 2020-08-12T14:41 2020-08-18T11:08 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-18T11:08 2020-08-11T20:02 2020-08-18T11:08 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-20T10:19 2020-08-14T12:01 2020-08-20T10:19 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-18T07:51 2020-09-12T20:15 2020-09-18T07:51 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T01:48 2020-09-16T18:17 2020-09-22T01:48 36 30 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-22T01:48 2020-09-16T06:32 2020-09-22T01:48 36 30 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-22T01:48 2020-09-16T06:32 2020-09-22T01:48 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-25T21:23 2020-08-21T16:15 2020-09-16T14:31 7 3 29 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-25T21:23 2020-08-21T16:15 2020-09-16T14:31 7 3 29 DOSE 1

FDA-CBER-2022-1614-3816379



2 BLINDED 
TREATME
NT

2020-08-25T21:23 2020-08-21T16:15 2020-09-16T14:31 7 3 29 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-22T06:36 2020-09-16T19:10 2020-09-24T18:45 35 29 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T06:36 2020-09-16T15:56 2020-12-17T14:54 35 29 121 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T06:36 2020-09-16T15:56 2020-10-02T20:00 35 29 45 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-23T12:00 2020-09-18T10:17 2020-09-28T00:17 35 30 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-30T06:54 2020-09-25T09:29 2020-09-30T06:54 36 31 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-07T00:14 2020-09-07T00:14 2020-09-07T00:14 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-09T21:17 2020-09-03T21:04 2020-09-12T15:27 7 1 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-03T07:14 2020-08-03T07:14 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-02T19:33 2020-08-20T17:05 7 25 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-31T16:12 2020-08-26T08:28 2020-09-04T00:10 35 30 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-02T21:38 2020-08-27T23:00 2020-09-05T12:48 37 31 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-03T19:05 2020-08-06T12:57 7 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-31T13:19 2020-08-26T08:29 2020-09-01T16:45 35 30 36 DOSE 2

FDA-CBER-2022-1614-3816380



2 BLINDED 
TREATME
NT

2020-09-03T00:02 2020-08-30T21:26 2020-09-03T00:02 37 33 37 DOSE 2

3 BLINDED 
TREATME
NT

2020-08-31T20:58 2020-08-26T20:31 2020-09-09T23:59 34 29 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-05T09:45 2020-08-05T09:45 8 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-06T00:15 2020-09-29T23:22 2020-10-06T00:15 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-11T17:30 2020-08-12T21:40 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-20T15:19 2020-09-19T13:56 2020-09-21T12:35 7 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-24T07:51 2020-09-24T07:51 2020-09-24T07:51 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-24T07:51 2020-09-18T23:31 2020-09-24T07:51 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-29T07:02 2020-10-26T12:31 2020-10-29T07:02 36 33 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-29T07:03 2020-10-26T12:32 2020-10-29T07:03 36 33 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-16T13:31 2020-11-13T14:16 2020-11-19T13:01 39 36 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-16T13:31 2020-11-12T15:43 2020-11-19T13:02 39 35 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-17T00:00 2020-11-10T19:20 2020-11-17T00:00 36 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-17T00:00 2020-11-10T19:20 2020-11-17T00:00 36 29 36 DOSE 2

FDA-CBER-2022-1614-3816381



2 BLINDED 
TREATME
NT

2020-11-17T00:00 2020-11-11T17:42 2020-11-17T00:00 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-19T21:14 2020-11-13T21:34 2020-12-01T22:29 35 29 47 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-24T00:03 2020-11-17T21:26 2020-11-24T00:03 36 29 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-11-24T00:03 2020-11-17T21:26 2020-11-24T00:03 36 29 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-09T22:52 2020-09-13T08:48 36 40 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-11T00:51 2020-09-11T00:51 37 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-13T09:47 2020-08-10T10:18 2020-08-13T09:47 8 5 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-13T09:47 2020-08-07T11:35 2020-08-13T09:47 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-13T09:47 2020-08-08T09:54 2020-08-13T09:47 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-16T06:55 2020-09-16T06:55 2020-09-16T06:55 41 41 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-22T09:41 2020-09-17T07:50 2020-09-22T09:41 41 36 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-24T00:20 2020-08-22T21:26 2020-08-24T00:20 8 6 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-06T06:19 2020-09-30T22:02 2020-10-06T06:19 51 45 51 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-24T02:10 2020-09-20T12:09 2020-09-24T02:10 37 33 37 DOSE 2

FDA-CBER-2022-1614-3816382



2 BLINDED 
TREATME
NT

2020-08-26T08:14 2020-08-29T18:02 8 11 DOSE 1

2 BLINDED 
TREATME
NT

2020-11-04T11:45 2020-11-07T18:20 62 65 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-04T11:45 2020-11-04T11:45 62 62 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-03T06:42 2020-08-04T13:20 8 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-03T06:42 2020-08-03T06:42 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-05T21:40 2020-08-04T22:03 2020-08-06T22:28 7 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-24T07:17 2020-08-17T13:25 2020-08-24T07:17 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-07T08:32 2020-08-05T22:50 2020-08-08T07:29 8 6 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T16:37 2020-09-02T15:07 2020-09-09T14:43 35 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-14T09:35 2020-08-14T09:35 2020-08-14T09:35 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-20T06:32 2020-08-17T17:27 2020-08-20T06:32 8 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-22T06:47 2020-09-16T12:04 2020-09-22T06:47 40 34 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-22T00:11 2020-08-16T23:15 2020-08-22T00:11 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-21T12:33 2020-08-21T12:33 2020-08-24T12:20 7 7 10 DOSE 1

FDA-CBER-2022-1614-3816383



1 BLINDED 
TREATME
NT

2020-09-22T06:35 2020-09-15T09:42 2020-09-22T06:35 39 32 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-01T09:46 2020-09-24T23:35 2020-10-01T09:46 42 35 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-01T00:11 2020-10-01T00:11 42 42 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-20T00:00 2020-10-13T17:06 2020-10-20T00:00 42 35 42 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-09T10:19 2020-10-04T21:56 2020-10-13T12:02 8 3 12 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-09T10:19 2020-10-04T21:56 2020-10-13T12:02 8 3 12 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-10T21:30 2020-11-05T19:09 2020-11-11T16:12 36 31 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-19T19:01 2020-11-20T19:03 35 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-27T16:56 2020-10-27T16:56 2020-10-28T12:00 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-25T19:33 2020-11-24T13:45 2020-11-27T08:21 36 35 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-29T22:06 2020-11-24T18:41 2020-11-30T19:25 39 34 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-31T23:42 2020-08-28T22:19 2020-09-02T00:00 35 32 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-03T09:59 2020-08-28T07:50 2020-09-10T10:45 36 30 43 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-06T21:34 2020-08-31T21:34 2020-09-13T19:45 35 29 42 DOSE 2

FDA-CBER-2022-1614-3816384



3 BLINDED 
TREATME
NT

2020-09-10T18:21 2020-09-05T12:16 2020-09-13T12:18 36 31 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-10T23:58 2020-09-04T22:01 2020-09-13T12:01 35 29 38 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-15T16:41 2020-09-11T12:09 2020-09-22T12:27 35 31 42 DOSE 2

3 BLINDED 
TREATME
NT

2020-08-19T01:23 2020-08-13T22:15 2020-08-19T01:23 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-16T10:28 2020-09-09T23:42 2020-09-16T10:28 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-20T11:46 2020-08-20T11:46 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-20T11:46 2020-08-20T11:46 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-20T13:46 2020-08-14T20:21 2020-08-22T22:46 7 1 9 DOSE 1

3 BLINDED 
TREATME
NT

2020-11-11T21:16 2020-11-06T15:42 2020-11-16T12:12 35 30 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-21T04:15 2020-10-17T07:23 2020-10-21T04:15 8 4 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-21T14:09 2020-10-20T12:58 2020-10-23T13:51 7 6 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-14T13:06 2020-09-09T12:15 2020-09-16T12:46 36 31 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-14T13:07 2020-09-09T12:16 2020-09-16T00:00 36 31 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-17T21:53 2020-08-13T20:16 2020-08-18T19:56 7 3 8 DOSE 1

FDA-CBER-2022-1614-3816385



1 BLINDED 
TREATME
NT

2020-08-17T21:53 2020-08-13T20:16 2020-08-18T19:56 7 3 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-17T17:20 2020-08-17T17:20 2020-08-23T21:15 7 7 13 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-14T16:44 2020-09-08T19:24 2020-09-15T21:50 35 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-14T16:44 2020-09-14T16:44 2020-09-16T16:39 35 35 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-19T00:00 2020-08-14T20:24 2020-08-19T00:00 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-15T20:33 2020-09-10T07:30 2020-09-17T12:02 35 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-19T20:53 2020-08-19T07:37 2020-08-21T08:20 7 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-23T19:41 2020-08-24T12:48 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-21T05:31 2020-09-14T21:23 2020-09-21T05:31 36 29 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-21T05:31 2020-09-14T21:23 2020-09-21T05:31 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-26T15:20 2020-08-26T15:20 2020-08-28T08:18 7 7 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-26T15:20 2020-08-26T15:20 2020-08-28T08:19 7 7 9 DOSE 1

3 BLINDED 
TREATME
NT

2020-08-28T07:54 2020-08-28T07:54 2020-08-28T07:54 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-30T16:09 2020-10-01T16:36 37 38 DOSE 2

FDA-CBER-2022-1614-3816386



2 BLINDED 
TREATME
NT

2020-09-30T16:09 2020-10-09T16:41 37 46 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-30T16:09 2020-10-04T12:49 37 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-19T15:04 2020-11-15T17:47 2020-11-20T12:02 35 31 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-19T15:05 2020-11-17T17:04 2020-11-20T12:05 35 33 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-19T15:05 2020-11-15T17:48 2020-11-20T12:05 35 31 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-19T15:05 2020-11-15T17:48 2020-11-20T12:05 35 31 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-19T15:05 2020-11-15T17:48 2020-11-20T12:06 35 31 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-19T15:05 2020-11-15T17:48 2020-11-20T12:06 35 31 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-22T15:56 2020-10-18T20:25 2020-10-23T17:06 7 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-22T15:58 2020-10-20T01:08 2020-10-23T17:05 7 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-22T15:58 2020-10-20T01:08 2020-10-23T17:05 7 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-25T17:35 2020-10-25T17:35 2020-10-28T08:22 7 7 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-11-23T00:39 2020-11-16T16:56 2020-11-23T00:39 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-23T00:39 2020-11-19T00:01 2020-11-23T00:39 36 32 36 DOSE 2

FDA-CBER-2022-1614-3816387



2 BLINDED 
TREATME
NT

2020-11-23T00:40 2020-11-17T00:20 2020-11-23T00:40 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-23T00:40 2020-11-17T00:20 2020-11-23T00:40 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-23T00:40 2020-11-17T00:20 2020-11-23T00:40 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-23T00:40 2020-11-17T00:20 2020-11-23T00:40 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-23T21:33 2020-11-18T12:17 2020-11-24T12:36 35 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-23T21:33 2020-11-18T12:17 2020-11-24T12:36 35 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-03T03:34 2020-08-03T03:34 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-02T14:10 2020-08-03T12:22 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-03T00:17 2020-07-28T18:49 2020-08-03T00:17 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-03T00:00 2020-09-03T00:00 38 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-03T00:00 2020-09-03T00:00 38 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-03T00:00 2020-09-03T00:00 38 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-03T00:00 2020-09-03T00:00 38 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-03T00:00 2020-09-03T00:00 38 38 DOSE 2

FDA-CBER-2022-1614-3816388



1 BLINDED 
TREATME
NT

2020-08-04T15:22 2020-08-04T15:22 2020-08-10T13:05 7 7 13 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-06T00:36 2020-07-30T21:16 2020-08-08T23:39 8 1 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-06T23:48 2020-08-06T06:59 2020-08-14T14:22 7 7 15 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-10T19:16 2020-09-09T19:04 2020-09-15T23:30 42 41 47 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-21T06:03 2020-09-14T22:24 2020-09-21T06:03 39 32 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-21T06:03 2020-09-15T21:46 2020-09-21T06:03 39 33 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-15T14:19 2020-09-09T19:56 2020-09-19T13:31 37 31 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-15T14:20 2020-09-09T15:31 2020-09-17T21:25 37 31 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-10T19:16 2020-08-04T18:54 2020-08-17T17:29 7 1 14 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T18:58 2020-09-02T18:35 2020-09-08T19:04 35 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-13T05:25 2020-08-13T05:25 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-13T05:25 2020-08-13T05:25 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-12T17:50 2020-08-08T15:54 2020-08-17T16:41 7 3 12 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-11T02:09 2020-09-11T02:09 36 36 DOSE 2

FDA-CBER-2022-1614-3816389



1 BLINDED 
TREATME
NT

2020-08-15T20:18 2020-08-14T12:17 2020-08-18T19:13 7 6 10 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-13T06:07 2020-09-07T15:22 2020-09-13T06:07 36 30 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-13T06:07 2020-09-10T18:22 2020-09-13T06:07 36 33 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-13T06:08 2020-09-06T19:02 2020-09-13T06:08 36 29 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-13T06:08 2020-09-06T19:02 2020-09-13T06:08 36 29 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-13T06:08 2020-09-06T19:02 2020-09-13T06:08 36 29 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-13T06:08 2020-09-06T19:02 2020-09-13T06:08 36 29 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-13T06:08 2020-09-06T19:02 2020-09-13T06:08 36 29 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-13T06:08 2020-09-06T19:02 2020-09-13T06:08 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-20T08:34 2020-08-13T19:24 2020-08-20T08:34 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-16T13:24 2020-09-12T12:05 2020-09-20T12:19 36 32 40 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-20T20:09 2020-08-14T14:16 2020-08-25T11:47 7 1 12 DOSE 1

3 BLINDED 
TREATME
NT

2020-08-21T19:59 2020-08-22T16:56 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-23T06:12 2020-08-16T19:11 2020-08-23T06:12 8 1 8 DOSE 1

FDA-CBER-2022-1614-3816390



1 BLINDED 
TREATME
NT

2020-09-01T00:06 2020-08-25T17:01 2020-09-01T00:06 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-01T00:06 2020-08-26T18:55 2020-09-05T23:39 8 2 12 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-01T00:06 2020-08-25T17:01 2020-09-01T00:06 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-01T00:06 2020-08-26T18:56 2020-09-01T00:06 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-30T00:15 2020-08-30T00:15 2020-08-30T00:15 8 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-25T09:06 2020-09-25T09:06 35 35 DOSE 2

3 BLINDED 
TREATME
NT

2020-08-29T20:12 2020-08-27T17:30 2020-09-01T02:53 7 5 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-30T07:47 2020-09-24T18:24 2020-09-30T07:47 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-30T07:47 2020-09-23T18:15 2020-09-30T07:47 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-28T19:27 2020-08-25T19:13 2020-09-03T18:24 7 4 13 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-29T21:53 2020-08-28T20:43 2020-08-30T20:28 7 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-02T10:03 2020-09-02T10:03 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-29T13:26 2020-09-23T15:33 2020-10-02T06:52 35 29 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-05T04:28 2020-09-29T04:01 2020-10-05T04:28 38 32 38 DOSE 2

FDA-CBER-2022-1614-3816391



2 BLINDED 
TREATME
NT

2020-10-01T19:58 2020-09-25T17:56 2020-10-03T22:02 32 26 34 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-01T19:58 2020-09-27T00:21 2020-10-03T22:03 32 28 34 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-07T00:37 2020-09-07T00:37 2020-09-07T00:37 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-06T06:00 2020-10-06T06:00 2020-10-06T06:00 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-06T06:01 2020-10-03T01:08 2020-10-06T06:01 36 33 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-09T21:01 2020-09-11T18:56 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-09T06:17 2020-10-09T06:17 2020-10-09T06:17 36 36 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-12T00:40 2020-09-05T19:35 2020-09-12T00:40 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-16T12:14 2020-11-10T13:34 2020-11-18T15:12 35 29 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-22T09:27 2020-10-20T18:17 2020-10-22T09:27 8 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-22T09:27 2020-10-18T12:02 2020-10-22T09:27 8 4 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-20T05:48 2020-11-14T09:04 2020-11-20T05:48 37 31 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-24T15:57 2020-10-19T12:06 2020-11-17T16:48 7 2 31 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-29T09:41 2020-10-29T09:41 2020-10-30T12:07 8 8 9 DOSE 1

FDA-CBER-2022-1614-3816392



1 BLINDED 
TREATME
NT

2020-10-29T09:41 2020-10-23T18:53 2020-10-29T09:41 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-29T09:41 2020-10-23T18:53 2020-10-29T09:41 8 2 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-11-27T11:17 2020-11-21T10:43 2020-12-02T09:37 36 30 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-27T11:28 2020-11-20T21:47 2020-11-27T11:28 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-27T11:29 2020-11-20T21:48 2020-11-27T12:53 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-27T11:29 2020-11-20T21:48 2020-11-27T12:53 36 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-30T10:36 2020-10-30T10:36 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-12T16:03 2020-08-11T12:18 2020-08-18T14:57 7 6 13 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-13T14:45 2020-08-07T22:39 2020-08-14T17:04 7 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-09T19:48 2020-09-03T18:46 2020-09-12T20:31 34 28 37 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-09T19:48 2020-09-04T18:13 2020-09-12T20:31 34 29 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-24T18:18 2020-09-19T17:02 2020-10-04T17:06 48 43 58 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-20T08:10 2020-09-14T21:40 2020-09-21T12:55 43 37 44 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-19T01:09 2020-08-19T01:09 8 8 DOSE 1

FDA-CBER-2022-1614-3816393



1 BLINDED 
TREATME
NT

2020-08-19T19:52 2020-08-19T19:52 2020-08-22T20:30 7 7 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-17T22:07 2020-09-13T20:37 2020-09-20T09:08 36 32 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-21T00:45 2020-08-19T14:04 2020-08-21T00:45 8 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-22T10:12 2020-08-20T22:37 2020-08-22T10:12 8 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-24T00:30 2020-09-24T00:30 39 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-14T04:36 2020-10-07T21:52 2020-10-18T14:25 58 51 62 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-14T04:36 2020-10-14T04:36 58 58 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-25T12:13 2020-08-19T17:56 2020-09-02T12:14 7 1 15 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-29T07:11 2020-09-24T12:05 2020-10-01T00:09 41 36 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-01T10:52 2020-08-26T22:04 2020-09-04T07:50 7 1 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-04T20:15 2020-09-29T18:04 2020-10-08T09:37 38 33 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-06T03:15 2020-10-05T03:41 2020-10-06T03:15 36 35 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-06T03:15 2020-09-30T00:53 2020-10-06T03:15 36 30 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-06T03:15 2020-10-06T03:15 2020-10-06T03:15 36 36 36 DOSE 2

FDA-CBER-2022-1614-3816394



1 BLINDED 
TREATME
NT

2020-10-06T03:13 2020-10-06T03:13 2020-10-06T03:13 36 36 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-12T07:34 2020-10-05T14:02 2020-10-12T07:34 42 35 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-12T07:34 2020-10-05T14:02 2020-10-12T07:34 42 35 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-12T07:34 2020-10-05T14:02 2020-10-12T07:34 42 35 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-09T12:10 2020-09-05T12:26 2020-09-14T12:18 7 3 12 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-09T12:35 2020-09-04T14:54 2020-09-12T18:57 7 2 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-09T12:35 2020-09-04T14:54 2020-09-13T13:52 7 2 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-11T20:47 2020-08-11T20:47 2020-08-13T18:21 7 7 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-10T07:02 2020-09-03T19:07 2020-09-10T07:02 36 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-10T07:02 2020-09-03T19:07 2020-09-10T07:02 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-16T21:52 2020-08-13T21:29 2020-08-18T00:01 7 4 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-16T00:00 2020-09-09T21:54 2020-09-16T00:00 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-20T17:13 2020-08-15T18:21 2020-08-25T20:02 7 2 12 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-26T08:17 2020-08-26T08:17 8 8 DOSE 1

FDA-CBER-2022-1614-3816395



1 BLINDED 
TREATME
NT

2020-08-26T08:17 2020-08-26T08:17 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-26T19:44 2020-08-25T12:29 2020-08-27T15:27 7 6 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-23T19:36 2020-09-17T19:05 2020-09-24T20:00 35 29 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-23T19:36 2020-09-17T19:05 2020-09-28T22:10 35 29 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-01T00:33 2020-10-01T00:33 2020-10-01T00:33 38 38 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-01T00:33 2020-09-24T21:23 2020-10-01T00:33 38 31 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-28T17:15 2020-09-24T15:36 2020-09-29T21:25 34 30 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-07T07:55 2020-10-05T22:37 2020-10-07T07:55 42 40 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-07T07:56 2020-10-01T22:27 2020-10-07T07:56 42 36 42 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-07T07:56 2020-10-01T22:27 2020-10-07T07:56 42 36 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-09T01:55 2020-10-02T21:48 2020-10-09T01:55 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-17T17:31 2020-09-16T15:49 2020-09-20T19:03 7 6 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-14T09:15 2020-09-14T09:15 40 40 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-13T20:15 2020-09-04T06:56 7 29 DOSE 1

FDA-CBER-2022-1614-3816396



2 BLINDED 
TREATME
NT

2020-08-13T20:15 2020-09-04T06:56 7 29 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-10T21:23 2020-09-04T16:29 2020-10-01T10:55 35 29 56 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-10T21:23 2020-09-04T16:29 2020-10-01T10:56 35 29 56 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-10T21:23 2020-09-04T16:29 2020-10-01T10:56 35 29 56 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-14T05:06 2020-08-08T06:53 2020-09-11T05:59 8 2 36 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-18T04:33 2020-09-11T15:58 2021-02-22T15:07 43 36 200 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-13T22:00 2020-09-14T23:56 37 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-18T10:51 2020-09-12T11:18 2020-09-18T10:51 39 33 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-18T10:51 2020-09-13T09:37 2020-09-19T08:50 39 34 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-19T20:08 2020-08-13T21:13 2020-08-26T12:47 7 1 14 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-24T18:08 2020-08-24T18:08 2020-08-30T06:14 7 7 13 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-31T07:03 2020-08-31T07:03 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-31T12:19 2020-08-26T12:39 2020-09-01T12:01 7 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-30T12:04 2020-09-25T12:55 2020-10-05T22:06 37 32 42 DOSE 2

FDA-CBER-2022-1614-3816397



3 BLINDED 
TREATME
NT

2020-09-30T12:04 2020-09-25T12:55 2020-10-10T12:00 37 32 47 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-04T12:28 2020-08-29T12:11 2020-09-07T12:00 7 1 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-04T21:34 2020-09-04T21:34 2020-09-13T18:48 7 7 16 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-04T16:12 2020-10-03T15:41 2020-10-09T14:48 35 34 40 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-07T15:28 2020-10-03T12:03 2020-10-10T12:34 37 33 40 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-07T15:28 2020-10-03T12:03 2020-10-10T12:35 37 33 40 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-07T15:28 2020-10-03T12:03 2020-10-09T12:03 37 33 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-07T15:28 2020-10-05T13:34 2020-10-11T12:07 37 35 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-07T15:28 2020-10-03T12:03 2020-10-10T12:35 37 33 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-10T02:27 2020-09-04T20:26 2020-09-10T02:27 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-11T12:03 2020-09-11T12:03 2020-09-14T14:57 7 7 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-11T12:24 2020-09-08T12:48 2020-09-13T12:43 7 4 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-13T03:02 2020-09-07T17:23 2020-09-13T03:02 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-12T15:40 2020-09-14T12:09 7 9 DOSE 1

FDA-CBER-2022-1614-3816398



2 BLINDED 
TREATME
NT

2020-10-15T19:18 2020-10-09T19:02 2020-10-21T19:18 39 33 45 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-17T02:01 2020-09-19T06:19 8 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-17T02:01 2020-09-17T02:01 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-17T00:00 2020-10-17T00:00 38 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-17T00:01 2020-10-10T13:01 2020-10-17T00:01 38 31 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-17T00:01 2020-10-10T13:01 2020-10-17T00:01 38 31 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-21T00:16 2020-09-14T18:03 2020-09-21T00:16 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-22T00:36 2020-10-22T00:36 38 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-22T00:36 2020-10-22T00:36 38 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-22T00:37 2020-10-22T00:37 38 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-23T23:16 2020-09-22T22:19 2020-09-24T18:12 7 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-26T06:56 2020-09-20T10:22 2020-09-27T08:26 8 2 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-26T06:56 2020-09-20T10:22 2020-09-27T08:26 8 2 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-31T11:22 2020-10-25T09:46 2020-11-04T06:58 43 37 47 DOSE 2

FDA-CBER-2022-1614-3816399



1 BLINDED 
TREATME
NT

2020-10-31T11:22 2020-10-25T09:46 2020-11-01T07:43 43 37 44 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-25T13:43 2020-09-19T11:31 2020-10-03T12:13 7 1 15 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-27T00:35 2020-11-01T12:24 39 44 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-31T09:45 2020-10-27T12:05 2020-10-31T09:45 36 32 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-07T18:03 2020-10-06T18:35 2020-10-09T17:56 7 6 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-13T05:19 2020-08-13T05:19 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-11T02:15 2020-09-11T02:15 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-19T15:46 2020-08-13T10:25 2020-08-20T16:02 7 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-17T06:12 2020-09-17T06:12 36 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-29T09:46 2020-09-23T07:59 2020-09-29T09:46 41 35 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-29T09:47 2020-09-29T09:47 41 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-29T09:47 2020-09-30T09:05 41 42 DOSE 2

3 BLINDED 
TREATME
NT

2020-08-26T22:03 2020-08-24T20:37 2020-08-28T06:01 7 5 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-31T23:32 2020-08-26T19:22 2020-09-02T23:59 7 2 9 DOSE 1

FDA-CBER-2022-1614-3816400



1 BLINDED 
TREATME
NT

2020-09-30T00:00 2020-09-24T12:54 2020-09-30T00:00 37 31 37 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-01T19:29 2020-08-27T09:52 2020-09-02T15:58 7 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-01T19:29 2020-08-27T16:13 2020-09-04T14:28 7 2 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-01T20:24 2020-09-25T11:15 2020-10-02T21:01 35 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-06T00:45 2020-09-29T21:01 2020-10-06T00:45 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-07T20:54 2020-09-06T22:26 2020-09-08T16:14 7 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-07T23:00 2020-10-02T23:14 2020-10-16T22:00 35 30 44 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-07T23:00 2020-10-02T23:14 2020-10-15T22:43 35 30 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-25T03:05 2020-09-19T03:03 2020-09-26T20:50 8 2 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-25T03:05 2020-09-20T02:28 2020-09-26T20:50 8 3 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-25T03:05 2020-09-18T12:44 2020-09-26T20:50 8 1 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-25T03:05 2020-09-19T03:03 2020-09-26T20:50 8 2 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-28T22:11 2020-10-24T01:52 2020-10-30T18:17 41 37 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-28T22:12 2020-10-23T15:11 2020-10-30T18:20 41 36 43 DOSE 2

FDA-CBER-2022-1614-3816401



3 BLINDED 
TREATME
NT

2020-10-28T22:12 2020-10-23T15:11 2020-10-30T18:20 41 36 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-28T22:12 2020-10-23T15:11 2020-10-30T18:20 41 36 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-28T22:12 2020-10-23T15:11 2020-10-30T18:20 41 36 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-18T22:00 2020-09-12T13:23 2020-09-19T20:32 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-24T00:58 2020-09-19T03:06 2020-09-26T22:13 7 2 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-25T23:29 2020-09-25T23:29 2020-09-28T00:02 7 7 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-13T01:28 2020-08-10T20:22 2020-08-13T01:28 8 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-14T00:00 2020-08-11T22:06 2020-08-14T00:00 8 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-22T00:01 2020-08-20T02:54 2020-08-22T00:01 8 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-23T18:00 2020-08-23T18:00 2020-08-24T19:42 7 7 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-30T08:24 2020-09-24T11:40 2020-09-30T08:24 37 31 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-02T00:13 2020-09-25T17:56 2020-10-02T00:13 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-07T18:49 2020-09-02T09:37 2020-09-10T21:18 7 2 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-27T19:40 2020-09-22T17:17 2020-09-29T21:18 7 2 9 DOSE 1

FDA-CBER-2022-1614-3816402



1 BLINDED 
TREATME
NT

2020-09-29T01:09 2020-09-29T01:09 2020-09-29T01:09 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-27T00:23 2020-10-27T00:23 2020-10-27T00:23 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-27T00:23 2020-10-21T09:57 2020-10-27T00:23 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-26T19:48 2020-10-20T19:47 2020-10-27T12:33 34 28 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-27T12:03 2020-10-22T12:07 2020-10-28T12:00 34 29 35 DOSE 2

3 BLINDED 
TREATME
NT

2020-11-02T08:48 2020-10-27T09:53 2020-11-02T08:48 35 29 35 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-02T19:13 2020-10-29T04:26 2020-11-08T19:27 35 31 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-02T19:13 2020-10-27T22:51 2020-11-10T18:52 35 29 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-02T19:13 2020-10-27T22:51 2020-11-10T18:52 35 29 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-02T19:13 2020-10-27T22:51 2020-11-03T19:46 35 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-11T02:59 2020-11-07T23:29 2020-11-11T02:59 36 32 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-10T08:02 2020-08-10T08:02 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-10T08:02 2020-08-10T08:02 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T09:51 2020-09-02T21:13 2020-09-07T09:51 36 31 36 DOSE 2

FDA-CBER-2022-1614-3816403



2 BLINDED 
TREATME
NT

2020-08-11T18:46 2020-08-05T17:15 2020-08-12T23:59 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-12T22:37 2020-08-11T21:44 2020-08-16T18:12 7 6 11 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-12T16:47 2020-08-07T11:23 2020-08-13T15:44 7 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-17T00:30 2020-09-10T23:34 2020-09-17T00:30 38 31 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-21T12:03 2020-09-15T14:42 2020-09-26T12:04 42 36 47 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-18T13:10 2020-08-17T14:50 2020-08-22T12:00 7 6 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-20T20:29 2020-08-20T20:29 2020-08-21T12:02 7 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-25T07:38 2020-08-22T16:56 2020-08-25T07:38 8 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-22T09:46 2020-09-16T17:24 2020-09-22T09:46 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-01T10:11 2020-08-25T12:18 2020-09-01T10:11 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-01T10:12 2020-08-25T21:36 2020-09-01T10:12 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-01T13:43 2020-08-26T09:20 2020-09-02T12:00 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-02T06:20 2020-08-30T16:32 2020-09-02T06:20 8 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-06T17:45 2020-10-01T19:08 2020-10-07T17:00 40 35 41 DOSE 2

FDA-CBER-2022-1614-3816404



1 BLINDED 
TREATME
NT

2020-10-03T00:34 2020-10-03T00:34 2020-10-03T00:34 36 36 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-09T00:02 2020-09-09T00:02 2020-09-09T00:02 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-09T12:02 2020-09-04T12:10 2020-09-10T12:01 7 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-05T15:46 2020-09-29T20:42 2020-10-08T11:20 33 27 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-10T09:01 2020-09-15T07:53 7 12 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-22T07:47 2020-09-22T07:47 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-22T07:47 2020-09-22T07:47 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-22T16:03 2020-09-17T12:01 2020-09-24T12:00 7 2 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-21T08:08 2020-10-16T09:35 2020-10-21T08:08 36 31 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-21T08:08 2020-10-21T08:08 2020-10-21T08:08 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-24T20:02 2020-09-24T20:02 2020-09-26T05:06 7 7 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-23T00:15 2020-10-20T23:26 2020-10-25T03:33 36 33 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-26T18:19 2020-10-21T17:39 2020-10-30T21:16 35 30 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-28T12:02 2020-09-24T14:33 2020-10-02T12:08 7 3 11 DOSE 1

FDA-CBER-2022-1614-3816405



2 BLINDED 
TREATME
NT

2020-09-28T12:02 2020-09-24T14:33 2020-10-02T12:08 7 3 11 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-28T12:02 2020-09-24T14:33 2020-10-01T15:51 7 3 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-28T12:02 2020-09-24T14:33 2020-09-30T12:01 7 3 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-29T13:03 2020-09-24T18:40 2020-09-30T13:04 7 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-02T08:11 2020-11-02T08:11 40 40 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-03T22:44 2020-10-28T21:40 2020-11-04T22:42 41 35 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-29T12:42 2020-10-23T17:04 2020-11-18T16:19 35 29 55 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-29T12:42 2020-10-23T17:04 2020-11-18T16:19 35 29 55 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-29T12:42 2020-10-23T17:04 2020-11-18T16:19 35 29 55 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-29T12:42 2020-10-23T17:04 2020-11-18T16:20 35 29 55 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-28T23:59 2020-10-24T23:59 2020-11-09T19:27 34 30 46 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-01T23:59 2020-09-29T21:01 2020-10-08T23:59 7 5 14 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-29T23:59 2020-10-23T19:34 2020-11-01T22:43 35 29 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-04T23:57 2020-10-29T10:28 2020-11-06T14:41 35 29 37 DOSE 2

FDA-CBER-2022-1614-3816406



2 BLINDED 
TREATME
NT

2020-10-08T22:46 2020-10-03T21:45 2020-10-12T19:54 7 2 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-08T22:46 2020-10-07T21:37 2020-10-09T23:21 7 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-08T16:17 2020-11-03T19:12 2020-11-09T16:06 35 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-11T23:44 2020-10-06T20:19 2020-10-12T23:59 7 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-15T12:30 2020-10-10T14:57 2020-10-19T16:19 7 2 11 DOSE 1

2 BLINDED 
TREATME
NT

2020-11-17T22:15 2020-11-12T20:20 2020-11-18T22:53 35 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-20T06:01 2020-11-13T23:15 2020-11-20T06:01 37 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-19T12:04 2020-11-15T00:11 2020-11-21T00:05 35 31 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-19T20:45 2020-11-14T13:27 2020-11-20T18:02 35 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-23T20:30 2020-10-18T18:14 2020-10-29T23:16 7 2 13 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-23T20:30 2020-10-18T18:14 2020-10-27T19:49 7 2 11 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-23T20:30 2020-10-19T16:45 2020-11-04T08:04 7 3 19 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-23T20:30 2020-10-21T13:04 2020-10-27T06:04 7 5 11 DOSE 1

2 BLINDED 
TREATME
NT

2020-11-22T16:53 2020-11-24T20:00 35 37 DOSE 2

FDA-CBER-2022-1614-3816407



2 BLINDED 
TREATME
NT

2020-10-27T20:54 2020-10-25T23:46 2020-10-30T21:34 7 5 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-31T13:57 2020-08-26T13:05 2020-09-01T15:42 35 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-31T12:15 2020-09-04T22:43 35 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-04T12:04 2020-07-31T12:16 2020-08-05T12:00 7 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-05T07:35 2020-08-02T09:17 2020-08-05T07:35 8 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-11T12:35 2020-08-07T12:02 2020-08-12T12:19 7 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-11T12:35 2020-08-11T12:35 2020-08-12T12:19 7 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-09T12:00 2020-09-03T18:48 2020-09-10T13:10 36 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-11T12:01 2020-08-11T12:01 2020-08-12T20:51 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-11T12:01 2020-08-11T12:01 2020-08-12T20:51 7 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-15T00:01 2020-09-09T18:13 2020-09-16T21:55 40 34 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-15T00:01 2020-09-09T18:13 2020-09-16T21:55 40 34 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-14T17:18 2020-08-15T16:08 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-14T17:19 2020-08-15T16:08 7 8 DOSE 1

FDA-CBER-2022-1614-3816408



2 BLINDED 
TREATME
NT

2020-08-14T17:19 2020-08-09T08:06 2020-08-15T16:08 7 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-11T21:25 2020-09-05T20:20 2020-09-12T22:12 35 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-11T21:25 2020-09-05T14:45 2020-09-22T23:59 35 29 46 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-11T12:04 2020-09-11T12:04 2020-09-12T15:48 35 35 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-16T14:43 2020-08-12T13:38 2020-08-18T12:00 7 3 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-15T12:43 2020-09-11T12:02 2020-09-16T14:09 37 33 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-15T21:23 2020-09-10T21:59 2020-09-16T22:22 37 32 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-26T17:35 2020-09-21T16:56 2020-10-08T13:30 40 35 52 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-26T17:35 2020-09-21T16:56 2020-10-08T13:30 40 35 52 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-26T17:35 2020-09-21T16:56 2020-10-08T13:30 40 35 52 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-24T14:53 2020-08-18T18:34 2020-09-04T16:14 7 1 18 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-24T14:53 2020-08-18T18:34 2020-09-04T16:14 7 1 18 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-24T14:53 2020-08-18T18:34 2020-09-02T14:27 7 1 16 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-27T14:52 2020-09-21T13:39 2020-10-01T12:03 41 35 45 DOSE 2

FDA-CBER-2022-1614-3816409



2 BLINDED 
TREATME
NT

2020-09-27T14:52 2020-09-22T12:19 2020-10-03T15:39 41 36 47 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-27T14:52 2020-09-21T13:39 2020-09-29T00:11 41 35 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-27T14:52 2020-09-21T13:39 2020-09-30T12:02 41 35 44 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-26T21:46 2020-08-24T20:24 2020-09-24T09:36 7 5 36 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-26T21:46 2020-08-23T17:42 2020-09-24T09:36 7 4 36 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-26T20:36 2020-08-29T21:06 6 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-31T06:45 2020-08-24T14:57 2020-09-03T08:31 8 1 11 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-29T07:38 2020-09-24T07:26 2020-09-29T07:38 37 32 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-29T07:39 2020-09-22T14:03 2020-09-29T07:39 37 30 37 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-29T07:39 2020-09-22T14:03 2020-09-30T07:58 37 30 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-29T07:39 2020-09-23T08:24 2020-09-29T07:39 37 31 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-01T20:13 2020-09-28T19:07 2020-10-05T19:40 38 35 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-01T20:13 2020-09-27T12:39 2020-10-02T14:40 38 34 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-07T23:10 2020-10-07T23:10 2020-10-09T19:09 38 38 40 DOSE 2

FDA-CBER-2022-1614-3816410



1 BLINDED 
TREATME
NT

2020-09-07T18:30 2020-09-08T17:12 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T18:30 2020-09-08T17:12 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-14T21:12 2020-10-15T21:06 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-08T07:44 2020-08-07T07:05 2020-08-08T07:44 8 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-13T03:02 2020-08-06T22:04 2020-08-14T12:00 8 1 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-12T12:03 2020-08-13T14:25 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-16T12:34 2020-09-10T14:16 2020-09-21T00:00 41 35 46 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-15T18:27 2020-09-10T12:45 2020-09-17T06:40 35 30 37 DOSE 2

3 BLINDED 
TREATME
NT

2020-08-19T18:28 2020-08-16T17:57 2020-08-20T15:07 7 4 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-08-19T18:28 2020-08-16T17:57 2020-08-20T15:08 7 4 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-08-19T18:28 2020-08-16T17:57 2020-08-20T15:08 7 4 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-24T16:35 2020-09-18T19:08 2020-09-29T12:23 43 37 48 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-21T05:41 2020-09-15T19:52 2020-09-22T05:37 38 32 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-21T19:23 2020-08-15T15:24 2020-08-23T15:17 7 1 9 DOSE 1

FDA-CBER-2022-1614-3816411



3 BLINDED 
TREATME
NT

2020-08-21T19:23 2020-08-16T17:22 2020-08-23T15:18 7 2 9 DOSE 1

3 BLINDED 
TREATME
NT

2020-08-21T19:23 2020-08-21T19:23 2020-08-22T23:57 7 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-21T21:06 2020-09-21T21:06 2020-09-23T20:32 38 38 40 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-21T21:06 2020-09-21T21:06 2020-09-22T22:50 38 38 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-21T21:06 2020-09-21T21:06 2020-09-23T20:32 38 38 40 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-22T00:05 2020-08-15T21:04 2020-08-29T00:35 8 1 15 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-25T13:48 2020-08-21T07:33 2020-08-27T00:33 7 3 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-24T06:27 2020-09-18T06:43 2020-10-01T06:20 36 30 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-26T23:42 2020-08-27T21:24 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-28T21:01 2020-09-05T22:52 7 15 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-01T22:00 2020-09-26T20:23 2020-10-09T23:59 41 36 49 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-29T08:39 2020-08-27T22:30 2020-08-29T08:39 8 6 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-27T13:40 2020-09-26T08:30 2020-09-30T05:59 36 35 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-27T13:40 2020-09-26T08:30 2020-09-30T06:00 36 35 39 DOSE 2

FDA-CBER-2022-1614-3816412



1 BLINDED 
TREATME
NT

2020-09-27T13:40 2020-09-25T08:58 2020-09-30T06:00 36 34 39 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-27T16:11 2020-09-22T18:17 2020-09-28T12:09 36 31 37 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-27T16:11 2020-09-22T18:17 2020-09-28T12:10 36 31 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-29T19:59 2020-08-23T15:16 2020-09-25T19:43 7 1 34 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-29T19:59 2020-08-23T20:07 2020-09-25T19:43 7 1 34 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-29T19:59 2020-08-23T15:16 2020-09-25T19:43 7 1 34 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-29T20:12 2020-08-23T20:26 2020-09-03T21:31 7 1 12 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-29T20:12 2020-08-25T21:43 2020-09-07T09:00 7 3 16 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-04T07:52 2020-09-04T07:52 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-28T12:58 2020-10-23T07:31 2020-11-01T12:42 35 30 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-10T23:28 2020-09-05T12:59 2020-09-12T18:49 32 27 34 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-26T16:58 2020-08-26T16:58 2020-08-27T22:11 7 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-26T08:05 2020-10-20T18:08 2020-10-26T08:05 35 29 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-27T19:01 2020-10-21T20:42 2020-10-28T20:38 33 27 34 DOSE 2

FDA-CBER-2022-1614-3816413



1 BLINDED 
TREATME
NT

2020-10-08T08:39 2020-10-07T00:42 2020-10-16T00:00 8 7 16 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-10T21:03 2020-08-04T19:13 2020-08-11T17:03 7 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-10T21:03 2020-08-05T16:58 2020-08-15T20:52 7 2 12 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-09T19:13 2020-09-05T00:22 2020-09-10T18:10 35 31 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-15T08:58 2020-08-08T21:05 2020-08-15T08:58 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-15T06:05 2020-08-08T21:20 2020-08-19T07:36 8 1 12 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-10T07:06 2020-09-04T17:43 2020-09-10T07:06 34 28 34 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-17T12:36 2020-08-11T18:10 2020-08-18T12:05 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-17T12:36 2020-08-12T13:58 2020-08-19T12:13 7 2 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-17T12:36 2020-08-12T13:58 2020-09-08T12:00 7 2 29 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-14T12:13 2020-09-09T14:57 2020-11-17T17:33 35 30 99 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-14T12:13 2020-09-08T12:47 2020-11-17T17:33 35 29 99 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-14T12:13 2020-09-08T12:47 2020-11-17T17:33 35 29 99 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-15T00:07 2020-09-09T22:38 2020-09-18T21:09 36 30 39 DOSE 2

FDA-CBER-2022-1614-3816414



1 BLINDED 
TREATME
NT

2020-09-18T12:05 2020-09-14T22:55 2020-09-19T15:36 37 33 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-22T08:26 2020-08-18T07:00 2020-08-22T08:26 8 4 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-21T21:58 2020-08-17T20:46 2020-08-24T21:29 7 3 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-19T07:44 2020-09-13T19:52 2020-09-19T07:44 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-19T07:44 2020-09-12T10:24 2020-09-19T07:44 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-25T21:22 2020-09-19T13:38 2021-02-26T18:01 36 30 190 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-29T07:34 2020-09-23T22:05 2020-09-29T22:13 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-01T00:08 2020-10-01T00:08 2020-10-01T00:08 36 36 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-01T02:02 2020-09-26T11:02 2020-10-01T02:02 36 31 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-03T00:03 2020-10-29T22:22 2020-11-03T00:03 36 31 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-08T23:03 2020-11-02T22:52 2020-11-12T02:49 41 35 45 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-26T21:54 2020-10-26T21:54 2020-10-29T00:17 7 7 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-09T16:12 2020-08-08T12:02 2020-08-10T12:00 7 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-10T17:03 2020-08-05T16:58 2020-08-27T16:23 7 2 24 DOSE 1

FDA-CBER-2022-1614-3816415



1 BLINDED 
TREATME
NT

2020-08-10T17:03 2020-08-10T17:03 2020-08-14T16:38 7 7 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-10T12:17 2020-08-09T15:09 2020-08-11T12:06 7 6 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-10T12:17 2020-08-05T12:47 2020-08-14T12:39 7 2 11 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-10T12:17 2020-08-04T12:13 2020-08-13T12:22 7 1 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-10T12:17 2020-08-08T12:59 2020-08-11T12:07 7 5 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-07T22:35 2020-09-02T08:16 2020-09-19T17:14 35 30 47 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-07T00:01 2020-09-07T00:01 35 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-12T01:15 2020-08-09T02:25 2020-08-12T01:15 8 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-12T07:52 2020-08-12T07:52 2020-08-12T07:52 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-09T08:04 2020-09-05T08:02 2020-09-09T08:04 36 32 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-09T08:04 2020-09-05T08:02 2020-09-12T08:08 36 32 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-08T18:26 2020-09-03T18:22 2020-09-29T17:09 35 30 56 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-12T09:55 2020-08-08T09:05 2020-08-18T12:48 8 4 14 DOSE 1

3 BLINDED 
TREATME
NT

2020-08-12T09:55 2020-08-07T07:11 2020-08-27T16:48 8 3 23 DOSE 1

FDA-CBER-2022-1614-3816416



3 BLINDED 
TREATME
NT

2020-08-12T09:55 2020-08-07T07:11 2020-08-28T14:35 8 3 24 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-12T09:55 2020-08-08T09:05 2020-08-26T16:48 8 4 22 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-10T08:17 2020-09-04T08:28 2020-09-10T08:17 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-13T09:06 2020-08-13T09:06 2020-08-15T08:58 8 8 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-13T06:03 2020-08-07T10:16 2020-08-13T06:03 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-12T19:13 2020-08-07T18:19 2020-08-17T18:16 7 2 12 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-10T07:36 2020-09-05T09:00 2020-09-13T08:55 36 31 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-03T21:24 2020-08-28T18:45 2020-09-08T12:25 7 1 12 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-14T06:02 2020-08-14T06:02 2020-08-14T06:02 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-14T06:02 2020-08-14T06:02 2020-08-25T10:13 8 8 19 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-14T06:02 2020-08-14T06:02 2020-08-27T07:52 8 8 21 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-14T06:02 2020-08-14T06:02 2020-08-27T07:52 8 8 21 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-14T06:02 2020-08-14T06:02 2020-08-14T06:02 8 8 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-11T00:26 2020-09-05T20:39 2020-09-11T00:26 35 29 35 DOSE 2

FDA-CBER-2022-1614-3816417



2 BLINDED 
TREATME
NT

2020-09-11T00:26 2020-09-05T18:54 2020-09-11T18:48 35 29 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-15T08:18 2020-08-09T18:11 2020-08-19T01:30 8 2 12 DOSE 1

3 BLINDED 
TREATME
NT

2020-08-15T08:06 2020-08-12T08:48 2020-08-17T08:11 8 5 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-15T08:06 2020-08-10T08:37 2020-08-17T08:11 8 3 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-15T08:06 2020-08-09T08:17 2020-08-17T08:12 8 2 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-15T08:06 2020-08-09T08:17 2020-08-17T08:12 8 2 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-17T06:33 2020-08-16T09:04 2020-08-31T05:59 8 7 22 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-16T15:36 2020-09-13T06:25 2020-09-25T06:43 38 35 47 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-16T15:36 2020-09-11T12:12 2020-09-29T06:35 38 33 51 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-15T12:13 2020-09-15T12:13 2020-09-16T12:42 35 35 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-15T20:00 2020-09-11T17:14 2020-09-17T12:03 35 31 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-15T19:58 2020-09-09T11:52 2020-09-17T12:04 35 29 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-19T07:18 2020-08-19T07:18 2020-08-19T07:18 8 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-18T18:30 2020-08-12T21:16 2020-08-19T12:44 7 1 8 DOSE 1

FDA-CBER-2022-1614-3816418



1 BLINDED 
TREATME
NT

2020-08-18T18:30 2020-08-12T21:16 2020-08-19T12:44 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-19T17:00 2020-08-14T14:52 2020-09-09T13:26 7 2 28 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-21T05:43 2020-08-20T07:52 2020-08-22T09:35 8 7 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-21T05:43 2020-08-15T04:52 2020-08-29T13:37 8 2 16 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-21T05:43 2020-08-21T05:43 2020-08-22T09:35 8 8 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-21T05:43 2020-08-20T07:52 2020-08-22T09:35 8 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-20T12:08 2020-08-20T12:08 2020-08-22T12:01 7 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-20T16:08 2020-08-14T10:11 2020-08-22T12:00 7 1 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-20T19:48 2020-08-17T19:29 2020-08-25T19:12 7 4 12 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-21T05:37 2020-09-15T08:18 2020-09-22T09:38 36 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-21T05:37 2020-09-17T09:24 2020-09-21T05:37 36 32 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-20T20:09 2020-09-16T18:05 2020-10-04T15:30 35 31 49 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-20T20:10 2020-09-15T17:27 2020-10-16T13:27 35 30 61 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-20T20:10 2020-09-15T17:27 2020-10-20T20:40 35 30 65 DOSE 2

FDA-CBER-2022-1614-3816419



2 BLINDED 
TREATME
NT

2020-09-21T09:36 2020-09-21T09:36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-27T07:00 2020-08-27T07:00 8 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-24T17:05 2020-09-19T12:07 2020-09-29T12:02 36 31 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-27T20:01 2020-08-29T09:35 7 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-27T19:00 2020-08-29T09:35 7 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-25T05:46 2020-09-25T21:25 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-30T13:31 2020-08-30T13:31 2020-09-01T12:55 7 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-31T12:16 2020-08-29T16:14 2020-09-08T07:46 7 5 15 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-01T19:22 2020-09-02T21:53 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-30T22:13 2020-09-24T09:32 2020-10-01T20:18 36 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-02T08:23 2020-09-02T08:23 2020-09-02T08:23 8 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-01T12:02 2020-09-09T00:19 7 15 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-01T12:02 2020-08-26T16:34 2020-09-09T00:20 7 1 15 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-01T23:00 2020-08-27T19:26 2020-09-03T06:52 7 2 9 DOSE 1

FDA-CBER-2022-1614-3816420



2 BLINDED 
TREATME
NT

2020-09-30T12:11 2020-09-28T12:02 2020-10-02T12:01 35 33 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-30T12:38 2020-09-27T12:01 2020-10-01T12:31 35 32 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-02T12:20 2020-08-28T11:44 2020-09-03T12:27 7 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-02T12:20 2020-08-28T11:44 2020-09-03T12:27 7 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-02T12:20 2020-08-28T11:44 2020-09-03T12:28 7 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-02T12:20 2020-08-30T11:41 2020-09-03T12:29 7 4 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-02T07:05 2020-10-01T06:50 2020-10-07T22:09 36 35 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-04T05:52 2020-08-30T06:52 2020-09-06T05:59 8 3 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-04T06:00 2020-09-04T06:00 2020-09-04T13:04 8 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-07T10:03 2020-09-01T09:23 2020-09-07T10:03 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-20T12:37 2020-10-15T13:47 2020-10-24T13:49 35 30 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-18T12:26 2020-10-18T12:26 2020-10-20T12:34 7 7 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-12T12:02 2020-10-08T14:24 2020-10-15T20:13 7 3 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-12T12:02 2020-10-08T14:24 2020-10-18T15:08 7 3 13 DOSE 1

FDA-CBER-2022-1614-3816421



2 BLINDED 
TREATME
NT

2020-10-12T12:02 2020-10-12T12:02 2020-10-14T12:04 7 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-20T18:07 2020-10-14T15:09 2020-10-22T10:42 7 1 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-20T18:07 2020-10-14T15:09 2020-10-22T20:09 7 1 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-16T22:31 2020-08-16T22:31 2020-08-19T05:57 7 7 10 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-13T17:25 2020-09-09T18:34 2020-10-17T19:56 34 30 68 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-18T01:04 2020-08-12T20:25 2020-08-18T01:04 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-18T01:04 2020-08-12T20:25 2020-08-18T01:04 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-18T01:04 2020-08-12T20:25 2020-08-18T01:04 8 2 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-08-18T01:04 2020-08-12T20:25 2020-08-18T01:04 8 2 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-14T19:01 2020-09-10T14:47 2020-09-16T06:00 35 31 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-19T09:49 2020-08-12T16:09 2020-08-19T09:49 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-19T13:06 2020-08-15T20:02 2020-08-24T16:57 7 3 12 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-19T13:06 2020-08-17T13:06 2020-08-20T12:01 7 5 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-19T13:06 2020-08-18T12:14 2020-08-24T16:57 7 6 12 DOSE 1

FDA-CBER-2022-1614-3816422



2 BLINDED 
TREATME
NT

2020-08-19T13:06 2020-08-18T12:14 2020-08-23T15:31 7 6 11 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-17T21:11 2020-09-11T21:03 2020-09-21T21:11 35 29 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-21T00:14 2020-08-20T00:23 2020-08-21T00:14 8 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-21T00:14 2020-08-15T21:02 2020-08-21T00:14 8 2 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-20T16:57 2020-09-15T17:08 2020-09-22T16:28 35 30 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-23T00:22 2020-09-17T18:30 2020-09-23T00:22 36 30 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-21T22:46 2020-09-18T21:21 2020-09-24T23:21 34 31 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-25T13:11 2020-08-21T16:51 2020-08-26T21:39 7 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-26T21:54 2020-08-23T21:24 2020-08-27T22:20 7 4 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-23T19:47 2020-09-18T20:03 2020-09-24T19:44 35 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-27T10:53 2020-08-20T22:33 2020-08-27T10:53 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-27T10:53 2020-08-20T22:33 2020-08-27T10:53 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-27T10:53 2020-08-21T19:29 2020-08-27T10:53 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-24T09:38 2020-09-17T23:04 2020-09-24T09:38 36 29 36 DOSE 2

FDA-CBER-2022-1614-3816423



2 BLINDED 
TREATME
NT

2020-09-24T09:39 2020-09-17T23:04 2020-09-24T09:39 36 29 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-24T09:39 2020-09-17T23:04 2020-09-24T09:39 36 29 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-24T09:39 2020-09-18T20:12 2020-09-24T09:39 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-23T16:44 2020-09-22T15:42 2020-09-25T21:53 35 34 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-24T15:09 2020-09-19T17:33 2020-09-27T17:44 35 30 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-24T15:09 2020-09-19T17:33 2020-09-27T17:44 35 30 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-29T18:01 2020-09-24T12:10 2020-09-30T18:00 35 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-02T21:54 2020-09-02T21:54 2020-09-03T21:45 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-03T10:38 2020-09-03T10:38 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-03T10:38 2020-09-03T10:38 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-03T10:38 2020-09-03T10:38 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-03T22:05 2020-09-05T17:55 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-03T18:53 2020-09-02T18:10 2020-09-04T21:46 7 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-08T17:13 2020-09-07T13:02 2020-09-14T17:53 7 6 13 DOSE 1

FDA-CBER-2022-1614-3816424



1 BLINDED 
TREATME
NT

2020-09-09T18:53 2020-09-08T19:00 2020-09-10T16:49 7 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-14T20:58 2020-10-10T22:02 2020-12-07T17:22 37 33 91 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-14T00:37 2020-10-14T00:37 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-12T06:12 2020-10-12T06:12 2020-10-12T06:12 34 34 34 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-16T21:22 2020-09-16T21:22 2020-09-23T20:14 7 7 14 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-15T06:38 2020-10-08T21:19 2020-10-26T22:20 36 29 47 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-16T23:39 2020-09-11T20:40 2020-09-24T21:29 7 2 15 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-27T12:31 2020-08-22T18:31 2020-08-29T12:42 7 2 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-24T12:25 2020-09-18T18:56 2020-09-25T12:15 35 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-03T07:35 2020-08-27T19:11 2020-09-03T07:35 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-04T20:16 2020-10-09T23:44 37 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-04T20:16 2020-10-08T04:29 37 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-08T13:21 2020-10-02T13:55 2020-10-09T12:06 35 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-06T22:34 2020-09-30T23:18 2020-12-03T06:51 36 30 94 DOSE 2

FDA-CBER-2022-1614-3816425



1 BLINDED 
TREATME
NT

2020-10-15T07:06 2020-10-10T06:49 2020-10-15T07:06 43 38 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-16T22:31 2020-09-11T22:56 2020-10-12T00:11 7 2 33 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-19T00:00 2020-10-12T11:14 2020-10-19T00:00 40 33 40 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-19T00:00 2020-10-12T11:14 2020-10-19T00:00 40 33 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-11T20:31 2020-10-11T20:31 2020-10-12T14:01 7 7 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-19T05:22 2020-10-13T06:11 2020-10-19T05:22 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-16T12:03 2020-09-10T12:34 2020-09-17T20:20 37 31 38 DOSE 2

3 BLINDED 
TREATME
NT

2020-08-19T00:06 2020-08-12T18:05 2020-08-19T00:06 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-19T00:06 2020-08-12T18:05 2020-08-19T19:49 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-19T00:06 2020-08-13T12:34 2020-08-19T19:49 8 2 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-24T12:43 2020-09-18T21:13 2020-09-28T18:31 32 26 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-05T00:30 2020-09-29T17:50 2020-10-05T00:30 34 28 34 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-24T05:01 2020-09-18T17:21 2020-09-27T02:35 8 2 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-24T05:01 2020-09-24T05:01 2020-09-24T23:47 8 8 8 DOSE 1

FDA-CBER-2022-1614-3816426



1 BLINDED 
TREATME
NT

2020-10-20T00:34 2020-10-20T00:34 2020-10-20T00:34 8 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-20T00:34 2020-10-14T06:57 2020-10-20T00:34 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-20T00:34 2020-10-20T00:34 2020-10-20T00:34 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-16T12:01 2020-08-13T12:01 2020-08-18T13:31 7 4 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-16T20:29 2020-08-11T16:46 2020-08-20T22:44 6 1 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-16T20:29 2020-08-12T19:11 2020-08-20T22:44 6 2 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-17T13:40 2020-09-11T17:25 2020-09-19T12:02 36 30 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T19:20 2020-09-19T12:28 2020-09-24T17:42 41 38 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T02:02 2020-09-17T12:02 2020-09-27T08:16 41 36 46 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-16T21:01 2020-09-12T21:03 2020-09-21T19:30 35 31 40 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-20T16:29 2020-08-14T17:47 2020-08-24T15:41 7 1 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-26T12:47 2020-08-20T18:39 2020-08-31T12:03 7 1 12 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-22T00:07 2020-09-15T23:16 2020-09-22T00:07 37 30 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T00:07 2020-09-15T23:16 2020-09-22T00:07 37 30 37 DOSE 2

FDA-CBER-2022-1614-3816427



1 BLINDED 
TREATME
NT

2020-08-26T05:59 2020-08-19T20:29 2020-08-26T05:59 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-26T22:38 2020-08-20T22:35 2020-08-30T09:35 7 1 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-03T22:18 2020-09-03T22:18 2020-09-09T06:00 7 7 13 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-20T01:29 2020-10-14T20:25 2020-10-20T01:29 54 48 54 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-20T01:29 2020-10-20T01:29 2020-10-20T01:29 54 54 54 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-09T23:49 2020-09-04T07:13 2020-09-12T21:21 7 2 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-09T23:49 2020-09-04T07:13 2020-09-11T21:30 7 2 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-10T02:15 2020-09-04T08:18 2020-09-10T02:15 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-20T00:51 2020-10-13T21:35 2020-10-20T00:51 43 36 43 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-21T04:32 2020-10-14T18:52 2020-10-22T19:40 42 35 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-21T04:32 2020-10-16T19:42 2020-10-22T19:40 42 37 43 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-24T20:27 2020-09-18T20:35 2020-10-22T13:17 7 1 35 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-24T20:27 2020-09-18T20:35 2020-09-27T00:29 7 1 10 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-24T20:28 2020-09-19T21:58 2020-10-22T13:18 7 2 35 DOSE 1

FDA-CBER-2022-1614-3816428



1 BLINDED 
TREATME
NT

2020-10-01T00:02 2020-10-01T00:02 2020-10-01T00:02 8 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-11-02T03:22 2020-10-26T22:16 2020-11-02T03:22 36 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-12-23T06:41 2020-12-16T20:33 2020-12-23T06:41 72 65 72 DOSE 2

2 BLINDED 
TREATME
NT

2020-12-23T06:41 2020-12-16T20:33 2020-12-23T06:41 72 65 72 DOSE 2

2 BLINDED 
TREATME
NT

2020-12-23T06:41 2020-12-16T20:33 2020-12-23T06:41 72 65 72 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-19T10:27 2020-10-13T10:56 2020-10-22T01:00 8 2 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-19T10:27 2020-10-12T13:38 2020-10-21T00:00 8 1 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-19T10:27 2020-10-12T13:38 2020-10-25T12:00 8 1 14 DOSE 1

3 BLINDED 
TREATME
NT

2020-11-24T00:00 2020-11-18T18:17 2020-11-24T00:00 43 37 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-24T00:00 2020-11-18T18:17 2020-11-24T00:00 43 37 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-16T00:03 2020-11-16T00:03 2020-11-16T00:03 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-16T00:03 2020-11-16T00:03 2020-11-16T00:03 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-12-01T07:06 2020-12-01T07:06 48 48 DOSE 2

1 BLINDED 
TREATME
NT

2020-12-01T07:06 2020-12-01T07:06 48 48 DOSE 2

FDA-CBER-2022-1614-3816429



1 BLINDED 
TREATME
NT

2020-12-01T07:06 2020-12-01T07:06 48 48 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-07T17:01 2020-09-01T17:39 2020-09-09T07:40 35 29 37 DOSE 2

3 BLINDED 
TREATME
NT

2020-08-13T00:00 2020-08-06T21:36 2020-08-13T00:00 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-13T00:00 2020-08-08T00:05 2020-08-13T00:00 8 3 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-13T00:00 2020-08-06T21:36 2020-08-13T00:00 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-13T00:00 2020-08-08T00:05 2020-08-13T00:00 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-19T12:02 2020-08-17T12:19 2020-09-09T12:05 7 5 28 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-19T22:05 2020-08-19T22:05 2020-08-27T21:53 7 7 15 DOSE 1

3 BLINDED 
TREATME
NT

2020-08-19T22:05 2020-08-18T21:50 2020-09-06T21:47 7 6 25 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-19T22:05 2020-08-18T21:50 2020-08-21T22:02 7 6 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-19T22:02 2020-08-19T22:02 2020-08-20T22:01 7 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-19T06:15 2020-08-13T20:23 2020-08-20T14:49 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-20T00:01 2020-08-18T19:47 2020-08-20T00:01 8 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-20T00:01 2020-08-16T13:13 2020-08-20T00:01 8 4 8 DOSE 1

FDA-CBER-2022-1614-3816430



1 BLINDED 
TREATME
NT

2020-09-24T00:00 2020-09-24T00:00 2020-09-24T00:00 38 38 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-24T00:00 2020-09-24T00:00 2020-09-24T00:00 38 38 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-24T00:00 2020-09-24T00:00 2020-09-24T00:00 38 38 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-27T02:21 2020-08-27T17:02 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-27T02:22 2020-08-27T02:22 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-25T21:19 2020-09-20T17:45 2020-09-27T00:11 35 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-29T01:10 2020-09-23T20:16 2020-09-30T13:50 36 30 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-29T09:35 2020-09-22T21:18 2020-09-29T09:35 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-01T00:00 2020-08-29T00:29 2020-09-01T00:00 8 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-15T11:40 2020-10-15T11:40 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-17T11:08 2020-09-17T11:08 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-17T11:08 2020-09-17T11:08 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-17T11:08 2020-09-17T11:08 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-17T11:08 2020-09-17T11:08 8 8 DOSE 1

FDA-CBER-2022-1614-3816431



1 BLINDED 
TREATME
NT

2020-09-17T11:08 2020-09-17T11:08 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-17T11:08 2020-09-17T11:08 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-17T11:08 2020-09-17T11:08 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-17T11:08 2020-09-17T11:08 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-25T23:30 2020-09-25T23:30 2020-10-16T14:05 7 7 28 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-23T14:03 2020-10-17T22:29 2020-11-17T21:49 35 29 60 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-01T10:25 2020-09-26T20:27 2020-10-01T10:25 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-01T10:25 2020-09-26T20:27 2020-10-01T10:25 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-01T10:25 2020-09-26T20:27 2020-10-01T10:25 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-22T06:08 2020-10-15T21:38 2020-10-22T06:08 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-22T06:08 2020-10-16T17:06 2020-10-22T06:08 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-08T08:08 2020-08-06T05:32 2020-08-08T19:20 8 6 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-07T13:52 2020-09-01T17:01 2020-09-09T10:37 35 29 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-07T13:52 2020-09-01T17:01 2020-09-09T10:37 35 29 37 DOSE 2

FDA-CBER-2022-1614-3816432



2 BLINDED 
TREATME
NT

2020-09-07T13:52 2020-09-01T17:01 2020-09-09T10:37 35 29 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-11T19:20 2020-08-10T20:14 2020-08-13T16:05 7 6 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-12T06:21 2020-08-12T06:21 2020-08-12T06:21 8 8 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-08-12T12:05 2020-08-11T12:06 2020-08-13T12:04 7 6 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-08T12:23 2020-09-04T12:21 2020-09-11T19:20 34 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-13T17:21 2020-08-15T22:50 7 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-13T17:21 2020-08-14T18:36 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-13T17:21 2020-08-14T18:36 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-17T19:51 2020-09-12T17:50 2020-09-18T21:03 42 37 43 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-18T00:07 2020-09-12T00:56 2020-09-18T00:07 42 36 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-21T12:01 2020-08-21T12:01 2020-08-22T18:25 7 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-07T19:55 2020-10-02T20:30 2020-10-13T18:20 51 46 57 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-07T19:55 2020-10-02T20:30 2020-10-13T18:20 51 46 57 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-25T12:59 2020-08-24T22:27 2020-08-26T23:19 7 6 8 DOSE 1

FDA-CBER-2022-1614-3816433



2 BLINDED 
TREATME
NT

2020-08-27T00:00 2020-08-24T12:14 2020-08-27T00:00 8 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-27T00:00 2020-08-27T00:00 2020-08-27T00:00 8 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-28T09:08 2020-09-22T22:59 2020-09-28T09:08 39 33 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-28T09:08 2020-09-21T22:22 2020-09-28T09:08 39 32 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-30T14:40 2020-09-28T19:55 2020-10-02T12:01 7 5 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-03T00:00 2020-10-03T00:00 2020-10-03T00:00 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-11T12:20 2020-11-05T15:41 2020-11-14T12:00 35 29 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-11T23:12 2020-08-06T10:17 2020-09-09T06:36 7 2 36 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-16T13:45 2020-08-11T18:29 2020-08-19T21:20 7 2 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-15T19:01 2020-09-09T10:55 2020-09-16T19:30 37 31 38 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-18T11:33 2020-09-11T19:51 2020-09-18T11:33 40 33 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-21T21:35 2020-09-16T16:27 2020-09-22T22:39 42 37 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-17T16:53 2020-08-13T18:27 2020-08-18T14:55 7 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-17T16:53 2020-08-13T16:25 2020-09-09T12:01 7 3 30 DOSE 1

FDA-CBER-2022-1614-3816434



1 BLINDED 
TREATME
NT

2020-08-17T16:53 2020-08-12T10:38 2020-09-09T12:01 7 2 30 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-17T16:53 2020-08-12T10:38 2020-09-09T12:01 7 2 30 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-19T11:18 2020-08-13T10:18 2020-08-19T11:18 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-19T11:18 2020-08-15T10:47 2020-08-20T10:39 8 4 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-19T11:18 2020-08-14T10:44 2020-08-20T10:39 8 3 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-19T11:18 2020-08-15T10:47 2020-08-20T10:39 8 4 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-16T12:02 2020-09-11T12:02 2020-09-18T00:36 35 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-19T20:41 2020-08-17T21:16 2020-08-22T12:14 7 5 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-20T22:50 2020-08-17T18:17 2020-08-24T12:00 7 4 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-23T20:50 2020-08-20T19:11 2020-08-26T19:09 7 4 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-23T20:50 2020-08-19T19:09 2020-08-26T19:10 7 3 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-23T20:50 2020-08-20T19:07 2020-08-26T19:11 7 4 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-23T06:00 2020-09-18T18:55 2020-09-23T06:00 38 33 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-25T12:02 2020-08-25T09:33 2020-08-27T12:35 7 7 9 DOSE 1

FDA-CBER-2022-1614-3816435



2 BLINDED 
TREATME
NT

2020-08-26T18:58 2020-08-25T19:46 2020-08-31T22:11 7 6 12 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-01T06:23 2020-09-24T19:16 2020-10-01T06:23 42 35 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-01T06:23 2020-09-24T19:16 2020-10-01T06:23 42 35 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-01T06:23 2020-09-24T19:17 2020-10-01T23:26 42 35 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-28T09:37 2020-09-29T09:37 36 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-30T12:18 2020-08-25T12:15 2020-09-02T12:45 7 2 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-30T12:18 2020-08-25T12:15 2020-09-02T12:45 7 2 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-04T12:02 2020-09-30T12:06 2020-10-05T14:41 42 38 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-30T14:10 2020-10-03T00:24 37 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-30T06:36 2020-09-24T18:41 2020-09-30T06:36 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-01T20:41 2020-08-26T19:44 2020-09-06T12:59 7 1 12 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-02T12:08 2020-08-28T13:36 2020-09-05T13:48 7 2 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-02T12:08 2020-08-29T12:23 2020-09-05T13:48 7 3 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-02T12:08 2020-08-29T12:23 2020-09-04T12:24 7 3 9 DOSE 1

FDA-CBER-2022-1614-3816436



2 BLINDED 
TREATME
NT

2020-10-08T19:47 2020-10-02T17:09 2020-10-16T18:32 42 36 50 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-05T05:28 2020-09-28T20:12 2020-10-05T22:43 39 32 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-05T05:28 2020-09-29T20:33 2020-10-05T22:43 39 33 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-05T05:28 2020-09-29T20:33 2020-10-05T22:43 39 33 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-09T19:57 2020-09-03T20:23 2020-09-12T23:59 7 1 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-09T19:57 2020-09-03T20:23 2020-09-22T20:50 7 1 20 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-09T19:57 2020-09-04T19:46 2020-09-22T20:50 7 2 20 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-18T12:03 2020-10-16T12:15 2020-10-19T18:35 35 33 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-18T12:04 2020-10-18T12:04 2020-10-19T18:36 35 35 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-19T08:44 2020-10-14T19:56 2020-10-21T21:17 36 31 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-26T07:02 2020-10-19T20:46 2020-10-26T07:02 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-28T17:29 2020-09-25T17:41 2020-10-17T12:28 7 4 26 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-12T04:49 2020-11-11T00:00 2020-11-12T04:49 36 35 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-12T04:49 2020-11-12T04:49 2020-11-12T04:49 36 36 36 DOSE 2

FDA-CBER-2022-1614-3816437



1 BLINDED 
TREATME
NT

2020-11-12T04:49 2020-11-11T00:00 2020-11-12T04:49 36 35 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-22T13:05 2020-10-17T12:09 2020-10-24T23:59 7 2 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-22T13:05 2020-10-17T12:09 2020-10-24T23:59 7 2 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-20T12:02 2020-08-14T20:38 2020-08-21T12:00 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-20T12:01 2020-08-14T20:40 2020-08-23T12:04 7 1 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-25T08:53 2020-08-19T21:16 2020-08-25T08:53 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-25T08:53 2020-08-19T21:16 2020-08-25T08:53 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-01T00:00 2020-09-25T14:31 2020-10-01T00:00 38 32 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-08T09:46 2020-10-04T09:46 2020-10-08T09:46 42 38 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-03T14:48 2020-09-04T14:01 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-05T13:25 2020-09-29T14:30 2020-10-06T12:51 35 29 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-18T23:17 2020-10-12T21:48 2020-11-09T07:08 37 31 59 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-24T08:18 2020-09-22T18:28 2020-09-24T08:18 8 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-25T01:33 2020-09-18T18:20 2020-09-25T01:33 8 1 8 DOSE 1

FDA-CBER-2022-1614-3816438



2 BLINDED 
TREATME
NT

2020-10-26T00:25 2020-10-20T20:08 2020-10-26T00:25 39 33 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-25T12:05 2020-10-30T11:47 38 43 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-21T00:11 2020-09-21T00:11 35 35 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-21T00:11 2020-09-21T00:11 35 35 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-21T00:11 2020-09-21T00:11 35 35 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-28T18:01 2020-09-25T18:19 2020-09-29T18:02 32 29 33 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-03T13:57 2020-08-29T10:56 2020-09-07T12:00 7 2 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-03T18:30 2020-10-01T19:54 2020-10-06T08:36 33 31 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-05T18:41 2020-09-30T18:38 2020-10-06T12:01 34 29 35 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-09T20:57 2020-09-04T20:23 2020-09-11T21:07 6 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-15T18:16 2020-09-12T13:57 2020-09-16T20:03 7 4 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-13T22:16 2020-10-14T23:16 34 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-17T00:11 2020-09-17T00:11 2020-09-17T00:11 8 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-15T00:26 2020-10-09T10:12 2020-10-15T00:26 36 30 36 DOSE 2

FDA-CBER-2022-1614-3816439



1 BLINDED 
TREATME
NT

2020-09-18T01:18 2020-09-18T01:18 2020-09-19T23:59 8 8 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-18T01:26 2020-09-15T19:03 2020-09-18T20:08 8 5 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-18T01:26 2020-09-14T19:05 2020-09-18T20:09 8 4 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-20T17:51 2020-09-18T20:28 2020-09-21T16:53 7 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-24T19:22 2020-09-22T20:01 2020-09-28T07:01 7 5 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-24T15:07 2020-09-24T15:07 2020-09-27T12:00 7 7 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-02T12:58 2020-08-02T12:58 2020-08-04T14:39 7 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-30T22:12 2020-09-01T09:09 35 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-02T22:35 2020-08-05T19:13 7 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-02T22:35 2020-08-09T22:51 7 14 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-02T22:35 2020-08-09T22:51 7 14 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-02T01:54 2020-09-02T01:54 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-02T01:54 2020-09-02T01:54 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-02T22:50 2020-08-27T20:53 2020-09-03T22:15 35 29 36 DOSE 2

FDA-CBER-2022-1614-3816440



2 BLINDED 
TREATME
NT

2020-09-10T12:20 2020-09-04T14:12 2020-09-12T06:35 41 35 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-10T12:20 2020-09-04T19:55 2020-09-12T12:47 41 35 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-10T19:25 2020-09-04T18:52 2020-09-12T05:59 37 31 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-15T08:06 2020-09-09T00:00 2020-09-15T08:06 42 36 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-15T08:06 2020-09-13T19:25 2020-09-15T08:06 42 40 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-13T07:32 2020-08-08T09:04 2020-08-13T07:32 8 3 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-09T17:54 2020-09-04T18:22 2020-09-27T19:52 35 30 53 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-14T20:31 2020-08-08T17:12 2020-08-21T19:59 7 1 14 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-14T20:31 2020-08-08T17:12 2020-08-21T20:00 7 1 14 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-15T15:17 2020-09-09T16:50 2020-09-21T03:21 39 33 45 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-17T21:08 2020-09-11T21:36 2020-09-18T22:27 40 34 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-15T18:18 2020-08-17T12:00 7 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-15T22:29 2020-08-10T21:55 2020-08-21T03:15 7 2 13 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-15T01:23 2020-09-09T16:00 2020-09-15T01:23 38 32 38 DOSE 2

FDA-CBER-2022-1614-3816441



1 BLINDED 
TREATME
NT

2020-08-18T08:16 2020-08-16T20:35 2020-08-18T18:52 8 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-22T09:35 2020-09-16T21:03 2020-09-22T09:35 42 36 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-22T09:35 2020-09-16T21:03 2020-09-22T09:35 42 36 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-23T08:26 2020-09-23T08:26 2020-09-23T08:26 42 42 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-17T13:25 2020-09-11T23:12 2020-09-19T15:35 34 28 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-21T21:22 2020-08-17T19:41 2020-08-22T16:05 7 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-23T08:41 2020-08-23T08:41 2020-08-23T08:41 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-22T00:11 2020-09-22T00:11 38 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-28T21:44 2020-08-23T12:39 2020-08-29T18:44 7 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-28T21:44 2020-08-23T12:39 2020-08-29T18:44 7 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-28T21:44 2020-08-23T12:39 2020-08-29T18:45 7 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-28T21:44 2020-08-23T12:39 2020-08-29T18:45 7 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-28T18:35 2020-08-28T18:35 2020-08-29T18:02 7 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-29T22:21 2020-09-24T12:13 2020-10-02T22:22 39 34 42 DOSE 2

FDA-CBER-2022-1614-3816442



2 BLINDED 
TREATME
NT

2020-09-29T22:22 2020-09-23T16:46 2020-09-30T22:04 39 33 40 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-30T17:53 2020-11-24T16:21 2020-12-02T21:06 40 34 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-30T17:53 2020-11-25T12:09 2020-12-01T14:07 40 35 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-30T17:53 2020-11-24T16:21 2020-12-01T14:07 40 34 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-28T21:31 2020-10-24T21:42 2020-10-31T21:10 7 3 10 DOSE 1

3 BLINDED 
TREATME
NT

2020-12-01T21:29 2020-11-25T21:01 2020-12-06T21:17 41 35 46 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-05T21:18 2020-07-30T20:16 2020-08-06T20:26 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-05T21:18 2020-07-30T20:16 2020-08-06T20:26 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-06T08:21 2020-07-30T21:31 2020-08-06T08:21 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-02T21:55 2020-08-27T22:03 2020-09-03T22:02 35 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-03T13:52 2020-08-28T22:07 2020-09-07T12:06 35 29 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-03T13:52 2020-08-28T22:07 2020-09-09T12:08 35 29 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-03T13:52 2020-08-28T22:07 2020-09-08T12:01 35 29 40 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-03T13:52 2020-08-28T22:07 2020-09-08T12:01 35 29 40 DOSE 2

FDA-CBER-2022-1614-3816443



1 BLINDED 
TREATME
NT

2020-09-03T13:52 2020-08-28T22:07 2020-09-07T12:07 35 29 39 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-07T01:22 2020-08-31T23:17 2020-09-07T01:22 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-10T19:03 2020-08-06T19:46 2020-08-11T19:05 7 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-10T19:03 2020-08-06T19:46 2020-08-11T19:05 7 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-11T19:22 2020-08-05T18:54 2020-08-14T18:41 7 1 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-21T22:07 2020-09-18T22:02 2020-09-28T00:13 35 32 42 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-17T20:54 2020-09-11T21:03 2020-09-18T21:01 39 33 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-18T22:48 2020-08-13T00:41 2020-08-21T05:59 7 2 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-17T12:02 2020-09-12T12:02 2020-09-22T12:01 36 31 41 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-20T22:31 2020-09-14T23:15 2020-09-23T05:59 35 29 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-25T02:00 2020-08-20T18:40 2020-08-25T02:00 8 3 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-08-24T20:55 2020-08-18T22:48 2020-08-26T23:59 7 1 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-06T14:11 2020-09-03T15:59 2020-09-07T12:00 7 4 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-16T14:03 2020-12-07T21:25 34 55 DOSE 2

FDA-CBER-2022-1614-3816444



1 BLINDED 
TREATME
NT

2020-08-21T08:03 2020-08-19T10:01 2020-08-21T08:03 8 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-21T08:03 2020-08-19T10:01 2020-08-21T08:03 8 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-21T08:03 2020-08-19T10:01 2020-08-21T08:03 8 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-20T17:59 2020-08-20T17:59 2020-08-21T18:27 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-21T21:39 2020-09-20T09:36 2020-09-22T20:44 36 35 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-23T12:07 2020-08-17T12:46 2020-08-24T12:26 7 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-23T12:07 2020-08-17T12:46 2020-08-25T12:00 7 1 9 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-21T19:39 2020-09-16T18:11 2020-09-23T01:06 35 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-25T09:35 2020-08-20T08:57 2020-08-26T10:51 8 3 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-22T11:17 2020-09-16T08:26 2020-09-24T07:03 36 30 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-22T11:17 2020-09-16T08:26 2020-10-04T21:15 36 30 48 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-22T11:17 2020-09-16T08:26 2020-09-24T07:03 36 30 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-23T06:07 2020-09-17T06:14 2020-09-24T06:10 36 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-28T10:05 2020-08-21T19:17 2020-08-28T10:05 8 1 8 DOSE 1

FDA-CBER-2022-1614-3816445



1 BLINDED 
TREATME
NT

2020-09-01T09:27 2020-09-01T09:27 2020-09-03T12:05 8 8 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-28T15:04 2020-09-28T15:04 2020-10-01T18:49 35 35 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-30T13:23 2020-09-29T13:20 2020-10-01T12:38 35 34 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-02T12:01 2020-08-29T10:22 2020-09-13T13:19 7 3 18 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-02T12:01 2020-09-08T12:02 7 13 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-02T12:01 2020-09-03T15:27 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-02T12:01 2020-09-03T15:27 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-30T12:28 2020-09-25T12:01 2020-10-02T12:00 35 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-30T12:28 2020-09-30T12:28 2020-10-01T13:13 35 35 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-02T12:10 2020-08-30T12:53 2020-09-06T12:02 7 4 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-01T14:38 2020-09-29T22:46 2020-10-06T13:10 36 34 41 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-02T08:20 2020-09-27T07:44 2020-10-02T08:20 36 31 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-02T08:20 2020-09-27T07:44 2020-10-02T08:20 36 31 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-01T22:05 2020-09-26T20:36 2020-10-06T22:01 35 30 40 DOSE 2

FDA-CBER-2022-1614-3816446



2 BLINDED 
TREATME
NT

2020-09-06T19:45 2020-09-02T16:31 2020-09-28T18:14 7 3 29 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-05T21:59 2020-09-29T11:40 2020-10-26T11:40 36 30 57 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-07T08:10 2020-09-01T07:25 2020-09-12T08:36 8 2 13 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T08:10 2020-09-01T07:25 2020-09-18T06:12 8 2 19 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T08:10 2020-09-01T07:25 2020-09-08T08:39 8 2 9 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-07T11:51 2020-09-30T18:15 2020-10-07T11:51 37 30 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-07T11:51 2020-10-01T19:11 2020-10-07T11:51 37 31 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-13T07:55 2020-10-06T20:06 2020-10-13T07:55 43 36 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-09T19:50 2020-09-09T19:50 2020-09-10T19:44 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-09T14:08 2020-09-09T14:08 2020-09-12T14:11 7 7 10 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-10T21:02 2020-09-04T20:32 2020-09-14T20:13 7 1 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-09T05:29 2020-10-10T06:18 36 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-10T13:31 2020-09-10T13:31 2020-09-11T14:17 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-10T13:31 2020-09-06T12:23 2020-09-11T14:17 7 3 8 DOSE 1

FDA-CBER-2022-1614-3816447



1 BLINDED 
TREATME
NT

2020-09-10T13:31 2020-09-10T13:31 2020-09-11T14:17 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-16T07:43 2020-09-10T09:55 2020-09-16T07:43 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-16T07:43 2020-09-10T09:55 2020-09-16T07:43 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-16T07:43 2020-09-10T09:55 2020-09-21T06:30 8 2 13 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-17T13:18 2020-09-11T14:53 2020-09-19T12:01 7 1 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-17T13:18 2020-09-11T14:53 2020-09-22T12:09 7 1 12 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-15T12:23 2020-10-09T16:48 2020-11-06T12:00 35 29 57 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-16T08:04 2020-10-16T08:04 2020-10-18T08:25 36 36 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-22T17:05 2020-09-21T21:30 2020-09-24T00:49 7 6 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-23T00:45 2020-09-19T02:41 2020-09-26T11:15 8 4 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-21T11:19 2020-10-18T11:08 2020-10-25T09:35 36 33 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-25T08:08 2020-09-21T09:41 2020-09-28T07:16 8 4 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-04T19:18 2020-10-01T17:21 2020-10-08T13:45 7 4 11 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-04T19:18 2020-09-29T17:57 2020-10-05T20:47 7 2 8 DOSE 1

FDA-CBER-2022-1614-3816448



1 BLINDED 
TREATME
NT

2020-10-04T19:18 2020-10-03T16:21 2020-10-05T20:48 7 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-12T04:32 2020-09-08T22:33 2020-09-20T14:13 36 32 44 DOSE 2

3 BLINDED 
TREATME
NT

2020-08-17T06:01 2020-08-11T20:44 2020-08-17T06:01 8 2 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-17T00:21 2020-09-10T21:46 2020-09-17T00:21 38 31 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-20T09:50 2020-08-17T17:07 2020-09-03T09:00 8 5 22 DOSE 1

3 BLINDED 
TREATME
NT

2020-08-20T07:33 2020-08-15T09:15 2020-08-20T07:33 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-20T07:33 2020-08-14T10:05 2020-08-20T07:33 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-20T19:13 2020-08-15T05:36 2020-08-27T05:15 7 2 14 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-21T00:12 2020-09-18T07:57 2020-09-21T00:12 36 33 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-03T15:18 2020-08-28T15:38 2020-09-24T03:05 7 1 28 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-03T15:18 2020-08-28T15:38 2020-09-24T03:05 7 1 28 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-25T12:11 2020-08-20T12:24 2020-08-28T19:55 7 2 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-25T22:29 2020-08-21T21:11 2020-08-31T15:40 7 3 13 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-23T12:29 2020-09-18T16:15 2020-09-30T12:18 35 30 42 DOSE 2

FDA-CBER-2022-1614-3816449



1 BLINDED 
TREATME
NT

2020-10-15T00:32 2020-10-15T00:32 2020-10-15T00:32 37 37 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-28T07:23 2020-09-22T19:27 2020-09-28T07:23 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-02T10:28 2020-09-02T10:28 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-02T00:24 2020-10-02T00:24 2020-10-02T00:24 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-07T16:56 2020-09-07T16:56 2020-09-08T12:03 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-08T00:27 2020-09-03T23:52 2020-09-08T00:27 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-08T01:16 2020-10-02T17:57 2020-10-08T01:16 37 31 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-08T01:16 2020-10-02T17:57 2020-10-08T01:16 37 31 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-10T09:10 2020-09-06T22:54 2020-09-10T09:10 8 4 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-07T19:18 2020-10-02T14:16 2020-10-15T05:40 35 30 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-11T07:16 2020-09-11T07:16 2020-09-11T07:16 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-11T01:52 2020-09-09T22:24 2020-09-11T01:52 8 6 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-14T22:31 2020-10-09T10:36 2020-10-15T22:58 33 28 34 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-21T05:48 2020-09-15T20:30 2020-09-21T23:24 8 2 8 DOSE 1

FDA-CBER-2022-1614-3816450



1 BLINDED 
TREATME
NT

2020-09-21T05:49 2020-09-18T10:21 2020-09-21T05:49 8 5 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-27T00:00 2020-10-21T02:59 2020-10-27T00:00 41 35 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-02T00:00 2020-09-25T21:46 2020-10-02T00:00 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-31T07:49 2020-10-25T17:53 2020-10-31T07:49 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-06T08:16 2020-10-06T08:16 2020-10-06T08:16 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-08T14:20 2020-11-03T15:05 2020-11-09T16:55 33 28 34 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-28T12:04 2020-10-29T16:03 7 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-11-25T00:40 2020-11-19T10:38 2020-11-25T00:40 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-29T00:28 2020-10-27T20:48 2020-10-29T00:28 8 6 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-29T00:28 2020-10-22T11:13 2020-10-29T22:14 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-29T00:28 2020-10-25T19:20 2020-10-31T19:44 8 4 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-26T10:27 2020-11-26T10:27 2020-11-26T10:27 35 35 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-25T09:40 2020-08-19T06:50 2020-08-27T10:43 8 2 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-21T19:36 2020-09-15T17:20 2020-09-23T11:35 35 29 37 DOSE 2

FDA-CBER-2022-1614-3816451



1 BLINDED 
TREATME
NT

2020-08-28T06:44 2020-08-28T06:44 2020-08-28T06:44 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-31T12:05 2020-08-31T12:05 2020-09-02T06:59 7 7 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-08T00:01 2020-09-01T13:41 2020-09-08T00:01 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-20T14:45 2020-10-20T14:45 2020-10-22T18:05 36 36 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-20T14:45 2020-10-20T14:45 2020-10-22T18:05 36 36 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-20T14:45 2020-10-20T14:45 2020-10-23T14:44 36 36 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-20T14:45 2020-10-20T14:45 2020-10-23T14:44 36 36 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-20T14:45 2020-10-20T14:45 2020-10-23T14:44 36 36 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-23T09:58 2020-09-18T12:41 2020-09-23T09:58 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-18T06:06 2020-11-18T06:06 2020-11-18T06:06 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-18T06:06 2020-11-18T06:06 2020-11-18T06:06 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-04T07:12 2020-08-28T17:49 2020-09-04T07:12 37 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-04T07:12 2020-08-29T20:14 2020-09-04T19:24 37 31 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-05T19:33 2020-08-05T19:33 2020-08-07T13:11 7 7 9 DOSE 1

FDA-CBER-2022-1614-3816452



2 BLINDED 
TREATME
NT

2020-08-06T07:05 2020-07-31T06:36 2020-08-06T07:05 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-06T07:05 2020-07-31T06:36 2020-08-06T07:05 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-31T07:59 2020-08-25T00:01 2020-08-31T07:59 33 27 33 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-31T08:00 2020-08-25T19:14 2020-09-01T01:40 33 27 34 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-02T21:22 2020-08-31T07:55 2020-09-03T23:59 35 33 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-06T11:39 2020-07-31T10:18 2020-08-06T11:39 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-05T21:20 2020-08-04T21:03 2020-08-06T21:11 7 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-02T07:17 2020-09-02T07:17 35 35 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-04T01:13 2020-08-31T00:16 2020-09-04T01:13 37 33 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-04T01:13 2020-08-29T23:18 2020-09-04T01:13 37 31 37 DOSE 2

3 BLINDED 
TREATME
NT

2020-08-30T22:32 2020-08-25T21:24 2020-08-31T13:56 32 27 33 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-07T07:55 2020-07-31T17:58 2020-08-07T07:55 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-04T04:41 2020-08-29T14:18 2020-09-04T04:41 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-08T07:47 2020-09-03T06:43 2020-09-08T07:47 39 34 39 DOSE 2

FDA-CBER-2022-1614-3816453



2 BLINDED 
TREATME
NT

2020-09-08T07:47 2020-09-06T22:39 2020-09-08T07:47 39 37 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-07T12:11 2020-08-01T16:47 2020-08-08T12:11 7 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-08T01:55 2020-08-03T00:27 2020-08-08T01:55 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-03T01:37 2020-08-27T21:48 2020-09-03T01:37 34 27 34 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-10T08:20 2020-08-10T08:20 2020-08-15T23:25 8 8 13 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-09T18:23 2020-08-07T18:21 2020-08-12T21:12 7 5 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-09T14:15 2020-08-07T15:08 2020-08-10T12:21 7 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T06:50 2020-09-06T05:52 2020-09-07T21:41 36 35 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-07T19:59 2020-09-02T20:37 2020-09-10T05:59 35 30 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-09T00:00 2020-09-09T00:00 2020-09-09T00:00 37 37 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-07T18:27 2020-09-01T17:11 2020-09-11T12:12 35 29 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-07T18:27 2020-09-01T17:11 2020-09-08T13:43 35 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-11T09:36 2020-08-08T13:46 2020-08-11T09:36 8 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-11T09:36 2020-08-05T10:02 2020-08-11T09:36 8 2 8 DOSE 1

FDA-CBER-2022-1614-3816454



2 BLINDED 
TREATME
NT

2020-09-15T05:59 2020-09-13T12:01 2020-09-15T05:59 42 40 42 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-11T00:04 2020-09-05T16:32 2020-09-11T00:04 38 32 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-08T12:28 2020-09-02T08:57 2020-09-11T00:15 34 28 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-13T05:09 2020-08-13T05:09 2020-08-13T05:09 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-12T12:01 2020-08-06T21:20 2020-08-14T13:22 7 1 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-12T13:42 2020-08-08T00:29 2020-08-14T12:01 7 3 9 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-16T07:32 2020-09-10T02:53 2020-09-16T07:32 41 35 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-01T22:46 2020-09-22T13:44 7 28 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-01T22:46 2020-09-22T13:44 7 28 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-01T22:46 2020-09-22T13:44 7 28 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-12T13:23 2020-10-12T13:23 2020-10-14T19:44 34 34 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-23T12:31 2020-09-19T21:16 2020-09-24T13:02 7 3 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-30T06:55 2020-09-23T16:50 2020-09-30T22:24 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-29T19:03 2020-10-25T22:22 2020-10-31T02:21 37 33 39 DOSE 2

FDA-CBER-2022-1614-3816455



1 BLINDED 
TREATME
NT

2020-10-06T21:50 2020-09-30T18:11 2020-10-08T18:19 7 1 9 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-07T08:02 2020-08-31T21:26 2020-09-07T08:02 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-07T12:02 2020-09-03T13:49 2020-09-08T17:47 36 32 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-07T12:02 2020-09-03T13:49 2020-09-10T19:50 36 32 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-07T12:02 2020-09-02T15:04 2020-09-10T19:50 36 31 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-07T12:02 2020-09-02T15:04 2020-09-10T19:50 36 31 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-11T14:29 2020-08-06T14:11 2020-08-12T21:56 7 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-12T13:52 2020-08-06T20:16 2020-08-13T12:24 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-17T16:54 2020-09-16T12:27 2020-09-19T12:01 36 35 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-20T09:34 2020-08-14T17:17 2020-08-20T09:34 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-21T02:32 2020-09-15T00:03 2020-09-21T02:32 40 34 40 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-21T02:33 2020-09-15T22:44 2020-09-21T02:33 40 34 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-21T02:33 2020-09-15T00:04 2020-09-21T02:33 40 34 40 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-21T02:33 2020-09-15T00:04 2020-09-21T02:33 40 34 40 DOSE 2

FDA-CBER-2022-1614-3816456



1 BLINDED 
TREATME
NT

2020-08-20T18:06 2020-08-19T21:12 2020-08-22T12:05 7 6 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-22T18:09 2020-09-16T17:49 2020-09-24T17:29 37 31 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T18:09 2020-09-16T17:49 2020-09-24T17:29 37 31 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-25T09:05 2020-08-25T09:05 2020-08-25T09:05 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-25T09:05 2020-08-22T07:02 2020-08-25T09:05 8 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-25T01:39 2020-08-19T18:45 2020-08-25T01:39 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-23T19:45 2020-09-19T17:01 2020-09-24T17:18 35 31 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-23T19:45 2020-09-19T17:01 2020-09-24T17:19 35 31 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-26T22:06 2020-08-26T22:06 2020-08-28T12:48 7 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-23T07:15 2020-09-18T15:50 2020-09-23T07:15 35 30 35 DOSE 2

3 BLINDED 
TREATME
NT

2020-08-27T01:31 2020-08-20T16:14 2020-09-17T08:50 8 1 29 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-27T01:31 2020-08-20T16:14 2020-09-17T08:50 8 1 29 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-27T01:31 2020-08-20T16:14 2020-09-17T08:50 8 1 29 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-27T01:31 2020-08-20T16:14 2020-09-17T08:50 8 1 29 DOSE 1

FDA-CBER-2022-1614-3816457



1 BLINDED 
TREATME
NT

2020-10-01T23:11 2020-09-25T22:43 2020-10-02T21:18 42 36 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-28T00:13 2020-09-21T21:26 2020-09-28T00:13 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-07T10:12 2020-09-07T10:12 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T10:12 2020-09-07T10:12 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-13T16:17 2020-10-09T19:13 2020-10-14T18:22 40 36 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-13T16:18 2020-10-07T21:42 2020-10-14T18:22 40 34 41 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-13T16:18 2020-10-07T21:42 2020-10-14T18:22 40 34 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-27T01:35 2020-10-20T10:49 2020-10-27T01:35 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-07T12:55 2020-10-07T12:55 2020-10-09T11:09 7 7 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-07T12:55 2020-10-01T19:32 2020-11-01T14:45 7 1 32 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T13:06 2020-09-01T16:25 2020-09-08T12:00 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-09T07:45 2020-09-09T07:45 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-10T16:26 2020-09-05T09:50 2020-09-12T13:08 7 2 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-10T16:26 2020-09-04T14:59 2020-10-02T13:16 7 1 29 DOSE 1

FDA-CBER-2022-1614-3816458



1 BLINDED 
TREATME
NT

2020-09-10T16:26 2020-09-04T14:59 2020-10-02T13:17 7 1 29 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-10T16:26 2020-09-04T14:59 2020-10-02T13:17 7 1 29 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-08T13:00 2020-10-19T12:47 35 46 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-08T13:00 2020-11-10T12:11 35 68 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-08T13:00 2020-10-09T12:57 35 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-08T13:00 2020-10-20T18:31 35 47 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-16T07:11 2020-10-09T13:29 2020-10-17T19:52 36 29 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-17T13:49 2020-09-14T12:42 2020-09-24T12:04 7 4 14 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-19T10:19 2020-10-13T08:29 2020-10-19T10:19 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-20T18:31 2020-09-14T19:57 2020-09-22T09:44 7 1 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-21T19:02 2020-09-15T20:21 2020-09-22T19:00 7 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-21T19:02 2020-09-16T19:11 2020-09-26T03:23 7 2 12 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-23T19:41 2020-09-24T19:56 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-23T19:41 2020-09-24T19:57 7 8 DOSE 1

FDA-CBER-2022-1614-3816459



2 BLINDED 
TREATME
NT

2020-10-26T08:55 2020-10-19T11:17 2020-10-26T08:55 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-26T08:55 2020-10-21T07:42 2020-10-26T17:35 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-26T08:55 2020-10-22T07:43 2020-10-26T08:55 8 4 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-11-23T00:01 2020-11-17T09:53 2020-11-23T00:01 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-23T00:01 2020-11-18T23:56 2020-11-23T00:01 36 31 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-23T00:01 2020-11-19T23:19 2020-11-23T00:01 36 32 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-27T17:36 2020-10-21T11:39 2020-10-28T17:37 7 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-19T00:02 2020-08-13T23:13 2020-08-25T09:35 8 2 14 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-16T09:19 2020-09-16T09:19 2020-09-16T09:19 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-21T00:12 2020-09-21T00:12 40 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-20T18:56 2020-08-20T18:56 2020-08-21T18:30 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-20T12:46 2020-08-20T12:46 2020-08-25T12:53 7 7 12 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-17T19:33 2020-09-12T19:33 2020-09-18T19:27 35 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-17T19:33 2020-09-12T19:34 2020-09-19T18:54 35 30 37 DOSE 2

FDA-CBER-2022-1614-3816460



2 BLINDED 
TREATME
NT

2020-08-24T08:05 2020-08-17T17:33 2020-09-04T12:21 8 1 19 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-20T12:32 2020-09-17T15:22 2020-09-22T12:16 35 32 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-24T05:47 2020-09-17T20:10 2020-09-24T05:47 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-29T02:20 2020-09-25T16:27 2020-09-29T02:20 41 37 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-01T20:46 2020-09-25T20:53 2020-10-05T20:27 35 29 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-08T23:47 2020-09-04T22:16 2020-09-09T23:56 7 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-05T12:00 2020-09-30T12:01 2020-10-07T12:01 35 30 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-12T00:24 2020-10-06T23:20 2020-10-13T23:50 41 35 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-23T07:13 2020-11-17T12:27 2020-11-28T12:00 36 30 41 DOSE 2

3 BLINDED 
TREATME
NT

2020-11-23T07:13 2020-11-17T12:27 2020-11-28T12:00 36 30 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-31T12:04 2020-08-28T12:30 2020-09-02T10:16 7 4 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-30T18:51 2020-10-05T18:19 36 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-30T00:32 2020-09-30T00:32 2020-09-30T00:32 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-08T08:06 2020-10-01T16:58 2020-10-16T12:05 38 31 46 DOSE 2

FDA-CBER-2022-1614-3816461



1 BLINDED 
TREATME
NT

2020-10-07T10:35 2020-10-01T11:49 2020-10-07T10:35 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-07T10:35 2020-09-30T12:22 2020-10-07T10:35 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-07T17:48 2020-10-01T10:49 2020-10-08T18:03 35 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-08T16:18 2020-10-31T16:10 35 58 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-08T20:42 2020-10-08T20:42 2020-10-09T19:58 34 34 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-11T22:08 2020-10-12T22:40 34 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-13T11:27 2020-10-09T11:37 2020-10-13T11:27 36 32 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-13T11:27 2020-10-09T11:37 2020-10-13T11:27 36 32 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-28T21:16 2020-09-22T17:05 2020-10-09T12:33 7 1 18 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-28T21:14 2020-09-29T17:33 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-29T12:04 2020-09-24T16:59 2020-09-30T12:01 7 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-02T01:26 2020-11-02T01:26 39 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-12T00:11 2020-10-05T23:15 2020-10-15T23:59 8 1 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-12T00:11 2020-10-05T16:48 2020-10-13T00:02 8 1 9 DOSE 1

FDA-CBER-2022-1614-3816462



2 BLINDED 
TREATME
NT

2020-09-24T12:04 2020-09-18T16:48 2020-09-25T15:27 35 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-31T09:50 2020-08-25T09:12 2020-08-31T09:50 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-03T21:33 2020-08-28T08:49 2020-09-05T13:00 7 1 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-02T06:11 2020-09-26T18:50 2020-10-02T06:11 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-04T17:38 2020-09-28T18:40 2020-10-06T06:08 38 32 40 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-05T00:00 2020-09-29T21:26 2020-10-05T00:00 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-06T19:58 2020-08-31T16:40 2020-09-07T18:58 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T10:35 2020-09-06T10:16 2020-09-08T12:25 7 6 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-06T11:58 2020-09-30T09:38 2020-10-06T11:58 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-06T11:58 2020-09-30T09:38 2020-10-08T14:09 36 30 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-08T19:00 2020-10-02T19:03 2020-10-13T00:22 35 29 40 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-08T19:01 2020-10-03T18:52 2020-10-11T07:09 35 30 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-08T19:01 2020-10-03T18:52 2020-10-19T19:00 35 30 46 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-10T20:42 2020-09-05T21:20 2020-09-14T20:43 7 2 11 DOSE 1

FDA-CBER-2022-1614-3816463



2 BLINDED 
TREATME
NT

2020-09-10T20:42 2020-09-05T21:20 2020-09-14T04:38 7 2 11 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-09T01:24 2020-10-03T02:29 2020-10-09T01:24 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-18T07:07 2020-09-11T20:28 2020-09-18T07:07 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-12T21:12 2020-10-12T21:12 2020-10-13T17:00 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-22T21:12 2020-11-23T12:56 39 40 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-22T13:43 2020-11-17T12:11 2020-11-24T12:39 35 30 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-17T00:15 2020-09-10T10:16 2020-09-17T00:15 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-20T22:23 2020-08-20T22:23 2020-08-21T21:08 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-27T12:03 2020-08-29T09:12 7 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-01T06:01 2020-09-25T18:55 2020-10-01T06:01 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-01T06:01 2020-09-29T20:19 2020-10-01T06:01 36 34 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-01T06:01 2020-09-25T18:55 2020-10-01T06:01 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-02T14:33 2020-08-29T13:30 2020-09-03T12:02 7 3 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-01T21:42 2020-09-25T22:16 2020-10-07T21:10 34 28 40 DOSE 2

FDA-CBER-2022-1614-3816464



1 BLINDED 
TREATME
NT

2020-10-07T04:17 2020-09-30T18:37 2020-10-07T04:17 36 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-16T07:12 2020-10-16T07:12 42 42 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-16T07:12 2020-10-16T07:12 42 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-16T09:59 2020-09-16T09:59 2020-09-16T09:59 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-15T16:37 2020-09-09T19:35 2020-10-13T14:04 7 1 35 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-16T20:33 2020-09-12T21:03 2020-09-17T20:53 7 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-06T12:27 2020-10-05T14:00 2020-10-30T21:22 7 6 31 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-06T12:28 2020-10-01T17:22 2020-10-11T14:37 7 2 12 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-10T20:13 2020-09-04T19:44 2020-09-11T21:01 36 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-12T17:56 2020-09-01T19:57 7 27 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-13T20:12 2020-08-07T23:02 2020-08-15T20:07 7 1 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-17T04:55 2020-09-12T17:16 2020-09-18T17:41 42 37 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-15T06:36 2020-09-10T06:54 2020-09-15T06:36 37 32 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-21T12:32 2020-09-17T12:31 2020-09-23T12:08 35 31 37 DOSE 2

FDA-CBER-2022-1614-3816465



2 BLINDED 
TREATME
NT

2020-09-22T18:29 2020-09-17T18:13 2020-09-24T18:21 35 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-26T17:02 2020-08-26T17:02 2020-08-28T17:24 7 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-26T12:58 2020-08-20T10:44 2020-08-27T14:04 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-26T12:58 2020-08-20T14:23 2020-09-02T20:04 7 1 14 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-21T02:49 2020-09-14T11:31 2020-09-24T15:26 33 26 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-21T02:49 2020-09-14T11:31 2020-09-24T15:26 33 26 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-21T02:49 2020-09-14T11:31 2020-09-24T15:27 33 26 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-27T19:42 2020-08-27T19:42 2020-08-28T23:47 7 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-23T18:59 2020-09-18T17:04 2020-10-01T14:53 34 29 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-24T12:09 2020-09-24T12:09 2020-09-25T12:15 35 35 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-29T08:30 2020-09-23T13:03 2020-09-29T08:30 37 31 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-02T07:37 2020-08-26T19:30 2020-09-02T07:37 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-03T04:07 2020-08-27T13:02 2020-09-03T04:07 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-01T12:03 2020-09-25T11:46 2021-01-22T12:32 36 30 149 DOSE 2

FDA-CBER-2022-1614-3816466



1 BLINDED 
TREATME
NT

2020-10-07T06:04 2020-09-30T20:26 2020-10-07T06:04 41 34 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-06T00:55 2020-10-03T02:07 2020-10-06T00:55 40 37 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-06T00:55 2020-10-06T00:55 2020-10-06T00:55 40 40 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-05T09:53 2020-09-30T21:33 2020-10-05T09:53 36 31 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-04T21:46 2020-09-28T09:24 2020-10-17T21:49 34 28 47 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-09T06:34 2020-10-02T10:01 2020-10-09T06:34 38 31 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-09T06:35 2020-10-02T10:01 2020-10-09T06:35 38 31 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-09T06:35 2020-10-02T10:01 2020-10-09T06:35 38 31 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-09T06:35 2020-10-02T10:01 2020-10-09T06:35 38 31 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-05T08:07 2020-09-29T09:40 2020-10-05T08:07 33 27 33 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-11T00:22 2020-09-11T00:22 2020-09-11T00:22 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-11T09:35 2020-09-04T12:07 2020-09-11T09:35 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-06T00:00 2020-09-30T23:59 2020-10-06T00:00 33 27 33 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-06T00:00 2020-09-30T00:09 2020-10-06T00:00 33 27 33 DOSE 2

FDA-CBER-2022-1614-3816467



1 BLINDED 
TREATME
NT

2020-10-06T00:00 2020-09-30T00:09 2020-10-06T00:00 33 27 33 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-14T12:38 2020-09-08T17:10 2020-09-17T12:07 7 1 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-12T12:29 2020-10-06T13:50 2020-10-13T18:42 35 29 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-12T12:30 2020-10-06T17:57 2020-10-15T23:33 35 29 38 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-12T12:30 2020-10-06T17:57 2020-10-14T18:18 35 29 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-20T23:28 2020-09-14T15:04 2020-09-24T12:01 7 1 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-22T06:02 2020-09-22T06:02 2020-09-22T06:02 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-22T06:02 2020-09-22T06:02 2020-09-22T06:02 36 36 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T15:07 2020-09-17T18:24 2020-09-23T20:52 35 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-27T17:21 2020-09-22T17:17 2020-09-29T17:12 35 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-30T21:15 2020-08-27T21:13 2020-09-09T22:41 7 4 17 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-30T16:26 2020-09-25T19:28 2020-10-02T12:44 35 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-05T02:10 2020-10-03T01:16 2020-10-05T02:10 36 34 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-06T21:44 2020-09-30T21:32 2020-10-08T08:53 34 28 36 DOSE 2

FDA-CBER-2022-1614-3816468



1 BLINDED 
TREATME
NT

2020-09-24T00:01 2020-09-18T22:05 2020-09-24T00:01 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-30T16:27 2020-08-25T12:03 2020-09-01T12:33 7 2 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-31T14:04 2020-08-30T13:17 2020-09-01T12:24 7 6 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-01T08:43 2020-08-29T20:18 2020-09-01T08:43 8 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-29T00:04 2020-09-24T00:02 2020-10-01T20:35 35 30 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-04T10:04 2020-08-29T09:57 2020-09-10T10:06 8 2 14 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-03T12:36 2020-09-03T12:36 2020-09-04T15:47 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-09T16:38 2020-09-09T16:38 2020-09-10T18:39 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-15T00:01 2020-09-15T00:01 2020-09-15T00:01 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-16T06:00 2020-10-10T06:14 2020-10-16T06:00 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-18T20:27 2020-10-12T17:55 2020-10-19T19:27 34 28 35 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-29T10:27 2020-09-24T21:30 2020-09-30T00:30 8 3 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-11-03T08:02 2020-10-30T04:42 2020-11-03T20:36 43 39 43 DOSE 2

3 BLINDED 
TREATME
NT

2020-11-03T08:02 2020-10-28T18:04 2020-11-05T06:36 43 37 45 DOSE 2

FDA-CBER-2022-1614-3816469



2 BLINDED 
TREATME
NT

2020-11-03T08:02 2020-10-28T18:04 2020-11-05T06:36 43 37 45 DOSE 2

3 BLINDED 
TREATME
NT

2020-11-03T08:02 2020-10-28T18:04 2020-11-05T06:36 43 37 45 DOSE 2

3 BLINDED 
TREATME
NT

2020-11-03T08:02 2020-10-28T18:04 2020-11-05T06:37 43 37 45 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-09T05:26 2020-10-09T05:26 2020-10-09T05:26 8 8 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-11-22T12:01 2020-11-17T23:06 2020-11-24T23:39 38 33 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-28T23:10 2020-10-27T16:37 2020-10-31T12:00 7 6 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-16T06:23 2020-09-09T20:55 2020-09-16T06:23 36 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-21T14:46 2020-08-21T14:46 2020-08-22T20:18 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-25T20:09 2020-08-28T19:52 7 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-22T03:07 2020-09-16T06:58 2020-09-22T03:07 35 29 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-24T00:01 2020-09-24T00:01 2020-09-24T00:01 34 34 34 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-30T13:15 2020-08-28T12:14 2020-09-09T12:02 7 5 17 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-27T12:56 2020-09-26T12:05 2020-09-30T12:07 35 34 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-02T09:57 2020-09-25T22:17 2020-10-02T09:57 39 32 39 DOSE 2

FDA-CBER-2022-1614-3816470



3 BLINDED 
TREATME
NT

2020-10-02T09:57 2020-09-25T22:17 2020-10-02T09:57 39 32 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-01T05:36 2020-08-26T20:49 2020-09-01T05:36 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-29T06:54 2020-09-29T06:54 2020-09-29T06:54 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-29T06:54 2020-09-29T06:54 2020-09-29T06:54 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-29T06:54 2020-09-29T06:54 2020-09-29T06:54 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-03T05:07 2020-09-03T05:07 2020-09-03T05:07 8 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-29T20:20 2020-10-08T07:49 32 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-15T04:59 2020-10-15T04:59 2020-10-15T04:59 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-15T04:59 2020-10-15T04:59 2020-10-15T04:59 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-23T08:30 2020-09-17T09:16 2020-09-23T08:30 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-25T05:47 2020-09-25T05:47 2020-09-25T05:47 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-29T07:50 2020-10-27T00:16 2020-10-29T07:50 36 34 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-15T18:56 2020-09-14T17:58 2020-09-18T19:05 7 6 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-16T17:37 2020-09-10T18:37 2020-09-18T12:55 7 1 9 DOSE 1

FDA-CBER-2022-1614-3816471



1 BLINDED 
TREATME
NT

2020-10-22T09:56 2020-10-22T09:56 42 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-22T23:13 2020-09-16T20:36 2020-09-23T20:58 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-16T09:50 2020-10-12T17:41 2020-10-16T09:50 8 4 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-16T09:50 2020-10-10T20:30 2020-10-17T20:01 8 2 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-16T09:50 2020-10-10T20:30 2020-10-18T19:32 8 2 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-22T05:01 2020-10-15T16:53 2020-10-23T09:50 8 1 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-11-20T06:00 2020-11-14T10:33 2020-11-20T06:00 37 31 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-26T00:20 2020-08-19T14:45 2020-08-26T00:20 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-29T19:40 2020-09-23T19:50 2020-09-30T21:49 41 35 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-27T09:02 2020-08-25T09:40 2020-08-27T09:02 8 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-27T09:02 2020-08-27T09:02 2020-08-27T09:02 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-26T23:10 2020-08-26T23:10 2020-08-30T01:15 7 7 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-27T20:40 2020-08-21T22:54 2020-08-28T22:43 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-27T20:40 2020-08-24T21:31 2020-08-28T22:43 7 4 8 DOSE 1

FDA-CBER-2022-1614-3816472



2 BLINDED 
TREATME
NT

2020-09-29T00:03 2020-09-29T00:03 40 40 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-29T00:03 2020-09-29T23:59 40 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-27T12:01 2020-08-23T12:01 2020-08-28T12:00 7 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-30T23:29 2020-08-30T23:29 2020-09-04T00:17 7 7 12 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-30T00:00 2020-09-26T17:54 2020-09-30T00:00 37 33 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-31T22:43 2020-09-02T05:59 7 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-29T22:03 2020-09-23T15:45 2020-10-04T00:02 36 30 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-29T22:04 2020-10-05T12:04 36 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-29T22:04 2020-10-05T12:04 36 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-29T22:04 2020-09-23T15:46 2020-10-21T12:00 36 30 58 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-08T22:57 2020-10-03T21:05 2020-10-10T20:52 36 31 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-03T15:46 2020-09-05T23:41 7 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-03T14:03 2020-09-01T13:20 2020-09-07T17:48 7 5 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-06T21:52 2020-09-03T00:41 2020-09-07T22:36 7 4 8 DOSE 1

FDA-CBER-2022-1614-3816473



1 BLINDED 
TREATME
NT

2020-10-07T07:59 2020-10-07T07:59 37 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-07T07:59 2020-10-07T07:59 37 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-14T06:19 2020-09-09T06:06 2020-09-14T06:19 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-13T20:30 2020-09-07T11:38 2020-09-14T21:36 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-13T20:30 2020-09-11T19:25 2020-09-14T21:36 7 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-28T12:02 2020-09-28T12:02 2020-10-03T12:01 7 7 12 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-02T07:31 2020-10-28T10:06 2020-11-03T07:08 42 37 43 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-30T00:00 2020-10-23T19:01 2020-10-30T00:00 38 31 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-30T00:00 2020-10-23T19:01 2020-10-30T00:00 38 31 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-17T19:09 2020-11-11T19:13 2020-11-30T19:44 40 34 53 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-19T19:21 2020-10-17T19:51 2020-10-20T19:16 7 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-18T05:43 2020-11-12T20:29 2020-11-18T05:43 37 31 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-21T08:24 2020-10-18T12:16 2020-10-21T20:24 8 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-21T08:24 2020-10-14T18:51 2020-10-21T08:24 8 1 8 DOSE 1

FDA-CBER-2022-1614-3816474



2 BLINDED 
TREATME
NT

2020-09-15T06:24 2020-09-09T22:13 2020-09-15T06:24 8 2 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-12T22:37 2020-10-09T01:17 2020-10-14T21:30 34 31 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-15T10:41 2020-10-15T10:41 2020-10-15T10:41 36 36 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-15T10:42 2020-10-09T09:15 2020-10-16T09:36 36 30 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-15T10:42 2020-10-09T09:15 2020-10-15T10:42 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-16T18:34 2020-09-11T15:20 2020-09-18T00:02 7 2 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-18T00:40 2020-09-16T20:09 2020-09-18T00:40 8 6 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-07T10:06 2020-10-01T01:09 2020-10-07T10:06 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-11-17T07:42 2020-11-17T21:11 37 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-12T10:54 2020-09-06T08:42 2020-09-16T08:40 36 30 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-14T21:33 2020-08-11T17:45 2020-08-19T09:35 7 4 12 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-12T05:34 2020-09-05T19:48 2020-09-12T05:34 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-12T05:34 2020-09-05T09:24 2020-09-12T05:34 36 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-15T22:50 2020-08-13T19:04 2020-08-16T16:36 7 5 8 DOSE 1

FDA-CBER-2022-1614-3816475



2 BLINDED 
TREATME
NT

2020-09-14T21:54 2020-09-08T10:25 2020-09-15T20:58 35 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-14T21:55 2020-09-08T10:25 2020-09-17T18:04 35 29 38 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-14T21:55 2020-09-08T10:25 2020-09-19T19:12 35 29 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-21T23:18 2020-08-18T16:32 2020-08-24T12:25 7 4 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-24T02:46 2020-08-17T21:11 2020-08-24T02:46 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-24T02:46 2020-08-22T03:32 2020-08-24T02:46 8 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-10T03:23 2020-09-05T16:11 2020-09-10T20:31 8 3 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-15T17:24 2020-10-09T18:53 2020-10-17T19:44 35 29 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-15T12:06 2020-10-09T14:43 2020-10-16T12:10 35 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-15T12:06 2020-10-09T14:43 2020-10-16T12:10 35 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-17T19:40 2020-09-17T19:40 2020-09-25T17:27 7 7 15 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-22T15:31 2020-10-17T08:46 2020-10-24T00:17 35 30 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-22T15:31 2020-10-17T08:41 2020-10-28T12:00 35 30 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-22T15:31 2020-10-17T08:41 2020-10-27T20:01 35 30 40 DOSE 2

FDA-CBER-2022-1614-3816476



3 BLINDED 
TREATME
NT

2020-10-22T15:31 2020-10-17T08:41 2020-10-26T08:21 35 30 39 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-22T15:31 2020-10-17T08:41 2020-10-24T00:17 35 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-24T19:10 2020-09-24T19:10 2020-09-25T19:23 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-24T19:22 2020-09-24T19:22 2020-09-25T20:07 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-28T21:24 2020-09-28T21:24 2020-10-01T21:55 7 7 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-30T12:15 2020-09-24T21:02 2020-10-09T19:16 7 1 16 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-30T12:15 2020-09-24T21:02 2020-10-21T12:45 7 1 28 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-01T19:00 2020-09-25T18:57 2020-10-02T22:56 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-01T19:00 2020-09-25T18:57 2020-10-02T22:56 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-01T19:00 2020-10-01T19:00 2020-10-02T22:56 7 7 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-29T23:50 2020-10-23T21:11 2020-11-04T17:50 35 29 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-05T00:29 2020-11-05T00:29 37 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-05T00:29 2020-11-05T00:29 37 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-12T15:57 2020-10-06T17:22 2020-11-02T19:00 7 1 28 DOSE 1

FDA-CBER-2022-1614-3816477



2 BLINDED 
TREATME
NT

2020-11-09T20:07 2020-11-03T12:40 2020-11-11T20:58 35 29 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-15T19:03 2020-11-10T12:50 2020-11-19T12:26 32 27 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-15T19:03 2020-11-10T12:50 2020-11-18T13:09 32 27 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-21T13:13 2020-10-20T14:03 2020-10-23T12:08 7 6 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-27T12:04 2020-10-22T12:03 2020-10-28T14:03 40 35 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-29T22:29 2020-10-24T21:52 2020-10-31T19:18 7 2 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-26T22:54 2020-11-20T20:31 2020-11-28T22:59 35 29 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-26T22:54 2020-11-20T20:31 2020-12-02T18:43 35 29 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-26T22:55 2020-11-20T20:34 2020-11-27T21:40 35 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-16T21:32 2020-09-18T05:24 35 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-23T13:26 2020-09-19T13:07 2020-09-27T12:03 35 31 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-23T13:26 2020-09-17T16:07 2020-09-27T12:03 35 29 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-06T00:02 2020-10-06T00:02 2020-10-06T00:02 36 36 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-09T02:36 2020-09-02T22:50 2020-09-09T02:36 8 1 8 DOSE 1

FDA-CBER-2022-1614-3816478



1 BLINDED 
TREATME
NT

2020-09-14T15:54 2020-09-11T13:05 2020-09-15T22:38 7 4 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-14T15:54 2020-09-11T13:05 2020-09-15T22:39 7 4 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-25T02:40 2020-09-24T00:39 2020-09-25T02:40 8 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-27T01:00 2020-10-27T01:00 2020-10-27T01:00 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-27T01:00 2020-10-27T01:00 2020-10-27T01:00 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-18T23:18 2020-10-14T22:59 2020-10-22T00:00 7 3 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-17T23:47 2020-11-23T23:39 37 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-23T00:00 2020-10-18T20:09 2020-10-23T00:00 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-27T11:06 2020-10-27T11:06 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-14T20:25 2020-09-14T20:25 2020-09-15T21:24 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-16T08:53 2020-10-16T08:53 2020-10-16T08:53 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-16T08:53 2020-10-16T08:53 2020-10-16T08:53 36 36 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T21:34 2020-09-18T23:07 2020-09-23T23:33 7 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-26T05:05 2020-10-20T05:21 2020-10-26T05:05 36 30 36 DOSE 2

FDA-CBER-2022-1614-3816479



2 BLINDED 
TREATME
NT

2020-10-26T05:05 2020-10-20T05:21 2020-10-26T05:05 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-28T21:26 2020-09-28T21:26 2020-10-01T08:01 7 7 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-13T08:03 2020-10-13T08:03 2020-10-13T08:03 8 8 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-11-16T00:35 2020-11-10T12:01 2020-11-16T00:35 42 36 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-15T23:20 2020-11-11T23:43 2020-11-16T22:26 34 30 35 DOSE 2

3 BLINDED 
TREATME
NT

2020-11-27T01:43 2020-11-20T23:35 2020-11-27T01:43 39 32 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-30T13:43 2020-09-25T14:05 2020-10-03T15:30 37 32 40 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-30T03:36 2020-09-25T18:15 2020-09-30T03:36 36 31 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-03T08:53 2020-08-28T04:46 2020-09-03T08:53 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-30T17:43 2020-09-24T19:44 2020-10-03T09:35 35 29 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-03T03:58 2020-09-26T18:24 2020-10-03T18:14 36 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-04T16:42 2020-09-28T20:58 2020-10-08T19:39 35 29 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-05T00:12 2020-09-29T14:01 2020-10-05T00:12 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-16T06:25 2020-09-16T06:25 2020-09-16T06:25 8 8 8 DOSE 1

FDA-CBER-2022-1614-3816480



2 BLINDED 
TREATME
NT

2020-10-16T09:52 2020-10-10T06:26 2020-10-16T09:52 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-18T19:46 2020-09-13T11:22 2020-09-20T19:39 7 2 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-18T19:46 2020-09-13T11:22 2020-09-19T18:33 7 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-18T19:46 2020-09-12T12:19 2020-09-22T16:43 7 1 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-21T16:39 2020-10-16T21:51 2020-10-22T17:58 38 33 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-26T06:11 2020-09-26T06:11 2020-09-26T06:11 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-25T12:15 2020-09-22T12:20 2020-09-26T12:01 7 4 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-25T21:25 2020-09-19T17:12 2020-09-27T21:07 7 1 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-08T22:22 2020-10-17T22:00 7 16 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-16T17:49 2020-09-15T15:07 2020-09-18T15:44 7 6 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-14T12:05 2020-10-09T14:18 2020-10-16T14:55 35 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-23T00:00 2020-09-20T15:52 2020-09-23T00:00 8 5 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-09T00:56 2020-10-04T04:51 2020-10-09T00:56 8 3 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-13T22:47 2020-10-07T11:07 2020-10-14T22:44 7 1 8 DOSE 1

FDA-CBER-2022-1614-3816481



2 BLINDED 
TREATME
NT

2020-10-26T12:52 2020-10-24T12:03 2020-10-27T12:02 7 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-13T17:03 2020-10-09T17:09 2020-10-16T12:01 34 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-24T20:23 2020-09-23T21:21 2020-10-16T05:56 7 6 29 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-22T20:03 2020-10-16T21:41 2020-10-25T00:00 35 29 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-22T20:26 2020-10-22T20:26 2020-11-01T00:13 35 35 45 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-10T22:03 2020-09-08T18:54 2020-09-24T19:01 7 5 21 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-14T18:55 2020-09-10T22:04 2020-09-22T10:45 7 3 15 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-18T22:13 2020-10-17T20:38 2020-10-20T20:38 35 34 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-18T19:02 2020-10-13T16:52 2020-10-20T19:08 39 34 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-18T19:02 2020-10-13T16:52 2020-10-20T19:08 39 34 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-21T06:21 2020-09-16T06:34 2020-09-21T06:21 8 3 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-19T12:46 2020-10-13T23:15 2020-10-24T20:34 35 29 40 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-19T12:46 2020-10-13T23:15 2020-10-28T12:00 35 29 44 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-19T12:46 2020-10-13T23:15 2020-10-22T22:25 35 29 38 DOSE 2

FDA-CBER-2022-1614-3816482



2 BLINDED 
TREATME
NT

2020-10-19T12:46 2020-10-13T23:15 2020-10-20T12:01 35 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-22T00:01 2020-10-15T13:31 2020-10-22T00:01 37 30 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T18:14 2020-09-17T19:42 2020-10-03T16:22 7 2 18 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-22T18:14 2020-09-17T19:42 2020-09-25T19:21 7 2 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-22T18:14 2020-09-17T19:42 2020-09-23T18:03 7 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-22T18:14 2020-09-18T22:17 2020-10-01T12:00 7 3 16 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-24T12:02 2020-10-19T23:17 2020-11-02T00:13 38 33 47 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-29T00:01 2020-10-25T17:42 2020-10-29T00:01 36 32 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-29T23:26 2020-10-24T18:31 2020-11-19T05:59 35 30 56 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-03T01:16 2020-11-03T01:16 2020-11-03T01:16 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-09T03:44 2020-10-03T22:53 2020-10-09T03:44 8 2 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-11T23:40 2020-10-06T21:40 2020-10-15T20:05 7 2 11 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-11T23:40 2020-10-06T21:40 2020-10-12T21:54 7 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-11-08T21:52 2020-11-03T22:00 2020-11-09T20:17 35 30 36 DOSE 2

FDA-CBER-2022-1614-3816483



3 BLINDED 
TREATME
NT

2020-10-27T00:02 2020-10-24T18:47 2020-10-27T00:02 8 5 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-27T00:02 2020-10-23T12:02 2020-10-31T23:34 8 4 12 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-27T00:02 2020-10-22T23:43 2020-10-27T00:02 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-24T19:25 2020-11-18T14:06 2020-11-29T00:39 34 28 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-24T19:25 2020-11-19T23:34 2020-12-02T22:52 34 29 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-24T19:25 2020-11-23T20:08 2020-12-09T22:33 34 33 49 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-24T19:25 2020-11-21T23:23 2020-11-26T21:27 34 31 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-14T23:48 2020-09-08T22:36 2020-09-15T23:49 40 34 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-15T09:11 2020-09-08T23:43 2020-09-15T09:11 41 34 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-15T22:11 2020-09-10T20:55 2020-09-19T06:00 40 35 44 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-18T07:08 2020-08-15T07:02 2020-08-18T07:08 8 5 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-17T01:08 2020-09-14T18:07 2020-09-17T01:08 36 33 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-20T00:21 2020-08-13T20:51 2020-08-22T00:34 8 1 10 DOSE 1

3 BLINDED 
TREATME
NT

2020-08-24T07:36 2020-08-24T07:36 2020-08-24T07:36 8 8 8 DOSE 1

FDA-CBER-2022-1614-3816484



1 BLINDED 
TREATME
NT

2020-08-23T17:44 2020-08-18T17:56 2020-09-14T12:08 7 2 29 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-24T12:07 2020-08-19T13:36 2020-08-28T12:09 7 2 11 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-28T07:56 2020-09-21T22:06 2020-09-28T07:56 42 35 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T09:37 2020-09-16T08:01 2020-09-22T09:37 35 29 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-23T06:43 2020-09-17T22:25 2020-09-23T23:11 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-23T06:44 2020-09-17T22:26 2020-09-23T06:44 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-30T07:20 2020-09-25T18:08 2020-10-05T06:12 38 33 43 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-08T13:04 2020-10-04T12:41 2020-11-10T09:39 45 41 78 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-29T02:00 2020-09-22T23:47 2020-09-29T02:00 35 28 35 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-05T08:48 2020-09-29T09:01 2020-10-05T08:48 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-06T23:49 2020-10-07T13:44 35 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-16T06:35 2020-10-10T19:28 2020-10-16T06:35 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-21T00:09 2020-10-14T22:26 2020-10-21T00:09 36 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-22T07:09 2020-10-17T23:02 2020-10-22T07:09 36 31 36 DOSE 2

FDA-CBER-2022-1614-3816485



1 BLINDED 
TREATME
NT

2020-10-07T08:25 2020-10-07T08:25 2020-10-07T08:25 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-15T09:38 2020-10-08T21:35 2020-10-15T09:38 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-30T23:46 2020-09-29T23:47 2020-10-01T14:52 35 34 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-03T09:35 2020-08-29T18:31 2020-09-05T08:47 8 3 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-03T09:36 2020-08-27T20:16 2020-09-03T09:36 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-10T08:12 2020-09-07T22:45 2020-09-10T22:39 8 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-13T00:00 2020-10-13T00:00 2020-10-13T00:00 35 35 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-17T10:36 2020-09-16T09:57 2020-09-17T10:36 8 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-17T10:36 2020-09-16T09:57 2020-09-17T10:36 8 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-15T10:54 2020-10-08T19:06 2020-10-15T10:54 36 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-15T10:54 2020-10-08T19:06 2020-10-16T09:53 36 29 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-15T10:54 2020-10-08T19:06 2020-10-15T10:54 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-16T09:37 2020-10-09T15:00 2020-10-16T09:37 36 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-16T09:38 2020-10-09T18:55 2020-10-16T09:38 36 29 36 DOSE 2

FDA-CBER-2022-1614-3816486



2 BLINDED 
TREATME
NT

2020-10-16T09:38 2020-10-10T15:53 2020-10-16T09:38 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-17T21:37 2020-09-12T12:09 2020-09-18T12:00 7 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-21T08:25 2020-09-21T08:25 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-21T16:24 2020-09-15T21:38 2020-09-22T15:24 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-28T08:45 2020-09-28T08:45 2020-09-28T08:45 8 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-28T00:00 2020-09-28T00:00 2020-09-28T00:00 8 8 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-11-08T19:40 2020-11-09T23:59 34 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-17T08:02 2020-11-16T03:14 2020-11-17T13:55 36 35 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-15T00:02 2020-10-10T00:42 2020-10-15T00:02 36 31 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-27T15:17 2020-09-27T15:17 2020-10-01T12:48 7 7 11 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-27T15:17 2020-09-21T18:44 2020-10-02T19:35 7 1 12 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-21T22:18 2020-09-15T20:13 2020-09-25T20:37 7 1 11 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-20T00:00 2020-10-13T19:29 2020-10-22T14:19 36 29 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-23T00:02 2020-10-16T13:42 2020-10-23T00:02 36 29 36 DOSE 2

FDA-CBER-2022-1614-3816487



1 BLINDED 
TREATME
NT

2020-09-29T19:55 2020-09-28T19:27 2020-10-07T18:38 7 6 15 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-14T22:07 2020-10-10T18:23 2020-10-15T23:19 7 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-23T21:30 2020-11-25T21:35 34 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-24T12:31 2020-11-18T11:05 2020-11-26T12:00 35 29 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-25T12:22 2020-10-24T12:02 2020-10-27T14:39 7 6 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-25T15:18 2020-11-26T15:19 35 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-29T19:05 2020-10-29T19:05 2020-11-02T03:36 7 7 11 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-30T06:00 2020-10-24T10:44 2020-10-30T06:00 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-30T06:00 2020-10-24T10:44 2020-10-30T06:00 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-30T06:00 2020-10-24T10:44 2020-10-30T06:00 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-04T00:21 2020-08-29T15:12 2020-09-04T00:21 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-09T07:55 2020-08-03T19:56 2020-08-09T07:55 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-09T00:09 2020-08-05T23:59 2020-08-09T00:09 8 4 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-06T15:04 2020-08-31T19:59 2020-09-08T08:41 35 29 37 DOSE 2

FDA-CBER-2022-1614-3816488



1 BLINDED 
TREATME
NT

2020-09-10T22:31 2020-09-05T12:18 2020-09-13T09:35 39 34 42 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-10T22:31 2020-09-04T23:06 2020-09-19T15:28 39 33 48 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-10T12:20 2020-09-04T17:53 2020-09-13T12:40 36 30 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-14T01:44 2020-08-11T22:22 2020-08-14T01:44 8 5 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-14T22:07 2020-09-10T00:06 2020-09-25T23:23 39 35 50 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-14T22:07 2020-09-08T21:13 2020-09-28T09:40 39 33 53 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-13T22:56 2020-08-07T19:30 2020-08-14T16:37 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-13T22:29 2020-08-07T21:46 2020-08-16T06:12 7 1 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-18T07:26 2020-08-15T07:55 2020-08-18T07:26 8 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-17T22:10 2020-08-13T20:51 2020-08-20T13:18 7 3 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-17T12:01 2020-08-12T08:00 2020-08-20T19:55 7 2 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-20T21:11 2020-08-15T10:18 2020-08-23T23:05 7 2 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-20T21:11 2020-08-15T10:18 2020-08-23T23:06 7 2 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-20T18:51 2020-08-20T18:51 2020-08-21T23:18 7 7 8 DOSE 1

FDA-CBER-2022-1614-3816489



1 BLINDED 
TREATME
NT

2020-09-19T05:49 2020-09-19T05:49 37 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-21T12:04 2020-08-18T12:01 2020-08-23T15:12 7 4 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-21T12:05 2020-08-15T17:07 2020-08-23T15:12 7 1 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-25T17:23 2020-08-23T19:49 2020-08-26T19:53 7 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-28T06:09 2020-08-28T06:09 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-28T06:09 2020-08-28T06:09 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-30T10:04 2020-09-25T07:41 2020-10-01T09:25 37 32 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-30T10:04 2020-09-23T19:00 2020-10-02T23:59 37 30 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-30T10:04 2020-10-02T09:35 37 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-07T02:32 2020-10-07T02:32 2020-10-07T02:32 41 41 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-17T22:33 2020-09-12T21:54 2020-09-21T19:42 6 1 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-10T15:43 2020-08-05T12:23 2020-08-13T18:08 7 2 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-16T18:25 2020-08-11T16:20 2020-08-19T12:01 7 2 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-18T15:47 2020-08-13T06:30 2020-09-08T14:22 7 2 28 DOSE 1

FDA-CBER-2022-1614-3816490



1 BLINDED 
TREATME
NT

2020-08-18T15:47 2020-08-13T06:30 2020-09-08T14:23 7 2 28 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-15T12:41 2020-09-14T15:50 2020-09-23T12:27 35 34 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-15T12:41 2020-09-10T17:53 2020-09-23T12:27 35 30 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-15T12:41 2020-09-09T09:52 2020-09-23T12:27 35 29 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-17T05:51 2020-09-17T05:51 2020-09-17T05:51 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-25T00:03 2020-09-25T00:03 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-25T00:03 2020-09-25T00:03 36 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-08-27T20:23 2020-08-27T20:23 2020-08-28T21:28 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-02T09:36 2020-09-02T09:36 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-30T23:31 2020-09-30T23:31 2020-10-05T10:01 35 35 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-07T19:08 2020-09-07T19:08 2020-09-26T23:44 7 7 26 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-05T18:18 2020-09-29T21:35 2020-10-06T21:23 35 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-05T18:18 2020-09-29T21:35 2020-10-06T21:23 35 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-08T18:58 2020-10-02T20:01 2020-10-14T16:50 35 29 41 DOSE 2

FDA-CBER-2022-1614-3816491



2 BLINDED 
TREATME
NT

2020-10-08T18:58 2020-10-02T20:01 2020-10-14T16:50 35 29 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-08T18:40 2020-10-03T15:40 2020-10-12T09:35 35 30 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-08T18:40 2020-10-03T15:40 2020-10-10T07:10 35 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-14T23:19 2020-09-14T23:19 2020-09-15T22:48 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-16T22:53 2020-09-10T21:09 2020-09-17T21:46 7 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-18T10:53 2020-09-18T10:53 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-18T21:02 2020-10-12T18:21 2020-10-19T19:55 35 29 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-18T21:00 2020-10-21T12:04 35 38 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-18T21:00 2020-10-21T12:05 35 38 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-18T21:00 2020-10-21T12:05 35 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T00:29 2020-09-16T00:11 2020-09-22T00:29 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-22T00:29 2020-09-16T00:11 2020-09-22T00:29 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-21T22:43 2020-09-16T02:31 2020-10-14T12:25 7 2 30 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-23T09:38 2020-09-16T21:34 2020-09-23T09:38 8 1 8 DOSE 1

FDA-CBER-2022-1614-3816492



1 BLINDED 
TREATME
NT

2020-09-24T06:36 2020-09-18T22:05 2020-09-24T06:36 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-24T06:36 2020-09-24T06:36 2020-09-24T06:36 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-26T09:18 2020-10-20T00:22 2020-10-26T09:18 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-30T00:00 2020-10-30T00:00 2020-10-30T00:00 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-04T05:51 2020-10-29T09:52 2020-11-04T05:51 38 32 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-26T09:03 2020-10-19T22:10 2020-10-29T19:39 8 1 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-28T15:41 2020-10-26T19:01 2020-10-29T19:49 7 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-31T06:36 2020-08-31T06:36 2020-08-31T16:28 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-03T06:01 2020-08-27T21:58 2020-09-03T06:01 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-03T06:01 2020-08-29T13:12 2020-09-03T06:01 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-03T06:01 2020-08-29T13:12 2020-09-03T06:01 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-28T19:15 2020-09-23T19:15 2020-10-05T19:01 35 30 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-31T21:47 2020-09-01T19:53 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-31T16:54 2020-08-31T16:54 2020-09-02T15:38 7 7 9 DOSE 1

FDA-CBER-2022-1614-3816493



1 BLINDED 
TREATME
NT

2020-09-01T23:59 2020-09-01T23:59 2020-09-03T10:30 7 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-01T18:19 2020-08-27T16:45 2020-09-02T19:52 7 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-30T16:03 2020-09-25T08:27 2020-10-05T23:59 35 30 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-03T08:36 2020-09-01T03:44 2020-09-03T08:36 8 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-03T12:14 2020-09-01T17:21 2020-09-04T18:56 7 5 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-01T18:04 2020-09-25T19:23 2020-10-02T21:15 35 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-07T14:20 2020-10-01T19:14 2020-10-08T13:22 38 32 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-07T10:44 2020-08-31T21:18 2020-09-09T10:30 8 1 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-07T10:44 2020-08-31T21:18 2020-09-09T10:30 8 1 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-06T16:54 2020-09-06T16:54 2020-09-07T18:19 7 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-04T21:53 2020-09-29T19:26 2020-10-06T21:46 34 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-07T03:09 2020-09-30T21:07 2020-10-07T03:09 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-08T06:01 2020-10-02T17:30 2020-10-08T12:00 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-06T21:48 2020-10-01T09:36 2020-10-07T12:11 34 29 35 DOSE 2

FDA-CBER-2022-1614-3816494



3 BLINDED 
TREATME
NT

2020-09-10T01:10 2020-09-04T12:36 2020-09-10T01:10 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-10T01:10 2020-09-05T19:55 2020-09-10T01:10 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-09T20:07 2020-10-09T20:07 2020-10-11T23:37 35 35 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-11T22:15 2020-09-11T00:00 2020-09-12T15:56 7 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-10T08:44 2020-10-03T19:43 2020-10-10T08:44 36 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-12T20:06 2020-10-06T23:13 2020-10-14T19:01 35 29 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-15T13:42 2020-09-15T13:42 2020-09-17T12:58 7 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-15T13:42 2020-09-11T12:29 2020-09-16T13:37 7 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-25T22:40 2020-10-23T19:08 2020-10-31T16:08 35 33 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-21T12:21 2020-10-20T12:01 2020-10-24T23:59 35 34 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-14T22:52 2020-10-09T00:28 2020-10-15T23:51 34 29 35 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-14T22:52 2020-10-09T00:28 2020-10-15T23:51 34 29 35 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-15T10:33 2020-10-09T12:34 2020-10-15T10:33 35 29 35 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-15T10:33 2020-10-09T12:34 2020-10-15T10:33 35 29 35 DOSE 2

FDA-CBER-2022-1614-3816495



1 BLINDED 
TREATME
NT

2020-10-20T00:01 2020-10-13T22:15 2020-10-20T00:01 35 28 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-24T09:07 2020-09-19T01:15 2020-09-24T09:07 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-20T18:57 2020-09-15T19:29 2020-09-24T08:05 7 2 11 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-18T18:23 2020-10-13T18:16 2020-10-21T08:34 35 30 38 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-07T23:26 2020-10-08T23:00 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-07T23:26 2020-10-08T23:03 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-11-11T23:33 2020-11-06T15:53 2020-12-09T00:00 42 37 70 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-25T22:02 2020-09-25T22:02 2020-09-29T12:00 7 7 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-23T21:46 2020-10-17T21:48 2020-10-25T21:58 35 29 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-23T21:46 2020-10-18T21:47 2020-10-24T21:54 35 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-26T00:00 2020-09-26T00:00 2020-09-26T00:00 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-24T10:49 2020-10-19T18:58 2020-10-24T10:49 36 31 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-31T10:55 2020-10-24T12:27 2020-10-31T10:55 41 34 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-28T22:11 2020-10-25T01:34 2020-10-29T22:29 35 32 36 DOSE 2

FDA-CBER-2022-1614-3816496



2 BLINDED 
TREATME
NT

2020-11-03T09:37 2020-10-27T20:11 2020-11-03T09:37 43 36 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-03T09:37 2020-10-29T21:10 2020-11-03T09:37 43 38 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-03T09:37 2020-10-27T20:12 2020-11-03T09:37 43 36 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-03T09:37 2020-10-27T20:12 2020-11-03T09:37 43 36 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-03T09:37 2020-10-28T12:43 2020-11-03T09:37 43 37 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-03T09:37 2020-10-28T12:43 2020-11-03T09:37 43 37 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-03T09:37 2020-10-28T12:43 2020-11-03T09:37 43 37 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-03T09:37 2020-10-28T12:43 2020-11-03T09:37 43 37 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-07T22:03 2020-10-28T21:18 7 28 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-17T07:17 2020-09-17T07:17 38 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-20T18:04 2020-08-19T19:24 2020-08-22T21:31 7 6 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-22T09:39 2020-09-15T14:21 2020-09-22T09:39 35 28 35 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T17:38 2020-09-17T12:03 2021-01-05T12:05 35 30 140 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T17:38 2020-09-17T12:05 2021-01-07T12:24 35 30 142 DOSE 2

FDA-CBER-2022-1614-3816497



2 BLINDED 
TREATME
NT

2020-09-22T17:38 2020-09-17T12:05 2020-10-07T14:44 35 30 50 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T17:38 2020-09-17T12:05 2020-10-03T19:25 35 30 46 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T17:38 2020-09-17T12:05 2020-09-27T14:44 35 30 40 DOSE 2

3 BLINDED 
TREATME
NT

2020-08-26T19:53 2020-08-26T19:53 2020-08-29T14:42 7 7 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-22T22:10 2020-09-16T20:17 2020-09-23T22:31 34 28 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-26T22:55 2020-08-25T22:23 2020-08-28T12:00 7 6 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-27T16:52 2020-08-27T16:52 2020-09-17T21:42 7 7 28 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-28T05:27 2020-08-24T04:50 2020-08-28T05:27 8 4 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-31T10:18 2020-08-27T21:01 2020-08-31T10:18 8 4 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-31T10:18 2020-08-31T10:18 2020-08-31T10:18 8 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-31T22:11 2020-08-25T22:24 2020-09-01T21:24 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-01T12:08 2020-09-01T12:08 2020-09-05T12:44 7 7 11 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-06T04:39 2020-09-29T18:29 2020-10-06T04:39 41 34 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-02T12:01 2020-08-27T15:39 2020-09-28T23:27 7 1 33 DOSE 1

FDA-CBER-2022-1614-3816498



2 BLINDED 
TREATME
NT

2020-10-06T00:04 2020-09-29T23:00 2020-10-16T01:29 41 34 51 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-06T00:04 2020-09-29T23:00 2020-10-16T01:29 41 34 51 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-04T04:50 2020-08-28T19:54 2020-09-04T04:50 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-04T04:50 2020-09-04T04:50 2020-09-04T04:50 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-08T06:50 2020-09-05T20:49 2020-09-08T06:50 8 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T23:59 2020-09-07T01:26 2020-09-09T16:33 7 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-04T12:07 2020-09-29T12:01 2020-10-05T13:01 33 28 34 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-09T18:39 2020-09-08T19:18 2020-09-22T15:26 7 6 20 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-09T18:39 2020-09-08T19:19 2020-09-11T17:28 7 6 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-25T08:55 2020-09-20T09:08 2020-09-25T08:55 36 31 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-28T12:24 2020-09-23T06:24 2020-09-30T06:56 35 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-01T07:56 2020-09-01T07:56 2020-09-01T07:56 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-01T07:56 2020-09-01T07:56 2020-09-01T07:56 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-06T09:43 2020-10-03T08:24 2020-10-06T09:43 36 33 36 DOSE 2

FDA-CBER-2022-1614-3816499



1 BLINDED 
TREATME
NT

2020-10-06T09:43 2020-10-06T09:43 2020-10-06T09:43 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-09T08:13 2020-09-04T09:17 2020-09-09T08:13 8 3 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-09T20:51 2020-09-04T18:53 2020-10-09T22:52 7 2 37 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-12T09:36 2020-10-06T06:17 2020-10-12T09:36 39 33 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-13T00:00 2020-10-07T19:14 2020-10-13T00:00 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-13T00:00 2020-10-07T19:14 2020-10-13T00:00 36 30 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-13T00:00 2020-10-07T19:14 2020-10-13T00:00 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-13T22:38 2020-10-08T19:57 2020-10-18T05:48 35 30 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-16T07:42 2020-09-16T07:42 2020-09-16T07:42 8 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-16T00:01 2020-10-10T13:18 2020-10-16T00:01 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-22T10:15 2020-09-16T09:57 2020-10-03T18:17 8 2 19 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-22T10:15 2020-09-16T09:57 2020-10-12T18:58 8 2 28 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-22T10:15 2020-09-16T09:57 2020-10-12T18:59 8 2 28 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-22T10:15 2020-09-16T09:57 2020-10-12T18:59 8 2 28 DOSE 1

FDA-CBER-2022-1614-3816500



1 BLINDED 
TREATME
NT

2020-09-15T10:31 2020-09-15T10:31 41 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-15T10:31 2020-09-15T10:31 41 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-18T15:45 2020-08-19T15:47 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-19T22:11 2020-08-14T17:15 2020-08-20T18:57 7 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-19T22:11 2020-08-16T17:04 2020-08-20T18:57 7 4 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-20T19:00 2020-08-15T21:51 2020-08-21T14:22 7 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-20T21:03 2020-09-15T19:23 2020-09-22T20:39 35 30 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-25T02:21 2020-08-18T18:22 2020-08-25T02:21 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-25T02:21 2020-08-18T18:22 2020-08-25T02:21 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-25T02:21 2020-08-19T16:47 2020-08-25T02:21 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-24T07:53 2020-09-17T18:09 2020-09-24T18:27 38 31 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-24T07:54 2020-09-18T20:25 2020-09-24T07:54 38 32 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-24T07:54 2020-09-18T20:25 2020-09-24T07:54 38 32 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-24T07:54 2020-09-17T18:10 2020-09-24T07:54 38 31 38 DOSE 2

FDA-CBER-2022-1614-3816501



2 BLINDED 
TREATME
NT

2020-09-23T21:29 2020-09-18T19:10 2020-09-24T22:31 36 31 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-26T16:18 2020-08-22T18:14 2020-08-27T15:34 7 3 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-08-26T16:19 2020-08-20T19:06 2020-09-08T13:29 7 1 20 DOSE 1

3 BLINDED 
TREATME
NT

2020-08-26T16:19 2020-08-20T19:06 2020-08-31T15:31 7 1 12 DOSE 1

3 BLINDED 
TREATME
NT

2020-08-26T16:19 2020-08-20T19:06 2020-08-27T15:33 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-24T03:54 2020-09-18T20:16 2020-09-24T03:54 35 29 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-24T03:54 2020-09-20T20:36 2020-09-24T03:54 35 31 35 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-04T21:10 2020-09-29T20:44 2020-10-09T16:27 35 30 40 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-08T21:17 2020-09-08T21:17 2020-09-09T18:30 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-16T04:37 2020-10-14T19:20 2020-10-16T04:37 37 35 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-17T22:10 2020-09-11T20:40 2020-09-21T22:15 7 1 11 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-20T09:36 2020-10-18T19:31 2020-10-20T09:36 40 38 40 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-21T08:49 2020-10-15T15:48 2020-10-21T08:49 40 34 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-21T05:17 2020-08-21T05:17 2020-08-21T05:17 8 8 8 DOSE 1

FDA-CBER-2022-1614-3816502



1 BLINDED 
TREATME
NT

2020-09-22T02:59 2020-09-22T02:59 2020-09-22T02:59 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-22T02:59 2020-09-22T02:59 2020-09-22T02:59 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-22T02:59 2020-09-22T02:59 2020-09-22T02:59 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-28T08:00 2020-09-22T23:55 2020-09-28T08:00 41 35 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-22T06:00 2020-09-22T06:00 2020-09-22T06:00 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-13T00:03 2020-10-13T00:03 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-22T18:36 2020-10-19T19:05 2020-10-23T17:55 7 4 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-13T20:47 2020-08-08T20:00 2020-08-14T21:12 7 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-17T06:04 2020-09-15T22:38 2020-09-17T06:04 36 34 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-22T17:53 2020-09-22T17:53 2020-09-26T01:37 7 7 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-30T17:13 2020-09-26T17:33 2020-10-01T20:18 7 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-30T17:13 2020-09-26T17:33 2020-10-01T20:19 7 3 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-11-07T19:45 2020-11-09T20:14 38 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-11T21:26 2020-10-06T21:17 2020-10-12T22:54 7 2 8 DOSE 1

FDA-CBER-2022-1614-3816503



1 BLINDED 
TREATME
NT

2020-11-12T20:03 2020-11-09T19:51 2020-11-14T19:40 39 36 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-25T01:05 2020-08-18T22:23 2020-08-28T19:57 8 1 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-25T01:05 2020-08-25T01:05 2020-08-27T14:55 8 8 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-25T17:58 2020-08-26T18:30 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-25T17:58 2020-08-28T18:31 7 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-22T21:49 2020-09-21T20:44 2020-09-30T01:12 35 34 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-22T21:49 2020-09-21T20:44 2020-09-24T08:19 35 34 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-22T21:49 2020-09-21T20:44 2020-09-24T08:20 35 34 37 DOSE 2

3 BLINDED 
TREATME
NT

2020-08-26T23:01 2020-08-21T21:14 2020-08-28T22:38 7 2 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-28T11:56 2020-09-22T11:54 2020-09-30T11:51 36 30 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-28T11:56 2020-09-22T11:54 2020-09-30T11:51 36 30 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-28T11:56 2020-09-22T11:54 2020-09-30T11:51 36 30 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-30T05:34 2020-09-24T22:18 2020-09-30T05:34 35 29 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-05T21:49 2020-10-02T21:30 2020-10-07T23:10 35 32 37 DOSE 2

FDA-CBER-2022-1614-3816504



1 BLINDED 
TREATME
NT

2020-10-08T02:41 2020-10-07T01:38 2020-10-08T16:26 36 35 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-08T02:41 2020-10-02T20:55 2020-10-08T16:26 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-17T19:25 2020-09-16T19:53 2020-10-08T23:56 7 6 28 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-19T04:40 2020-10-12T20:42 2020-10-19T04:40 36 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T10:32 2020-09-16T20:27 2020-09-22T10:32 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-22T02:41 2020-09-21T06:00 2020-09-22T02:41 8 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-22T00:01 2020-10-15T19:54 2020-10-22T00:01 38 31 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-09T20:24 2020-08-12T23:42 7 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T06:12 2020-09-01T03:35 2020-09-07T06:12 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-11T12:15 2020-08-07T12:01 2020-08-13T08:37 7 3 9 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-07T00:00 2020-09-01T17:24 2020-09-07T00:00 34 28 34 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-06T16:10 2020-09-01T14:40 2020-09-08T07:37 32 27 34 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-12T20:01 2020-08-12T20:01 2020-08-13T21:04 7 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-14T08:29 2020-08-14T08:29 2020-08-14T08:29 8 8 8 DOSE 1

FDA-CBER-2022-1614-3816505



1 BLINDED 
TREATME
NT

2020-08-14T08:29 2020-08-12T08:03 2020-08-14T08:29 8 6 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-16T20:48 2020-08-16T09:23 2020-08-20T19:59 7 7 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-17T12:10 2020-08-12T12:53 2020-08-19T12:56 7 2 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-22T01:00 2020-09-18T00:01 2020-09-22T01:00 43 39 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-15T23:16 2020-09-10T19:58 2020-09-21T23:59 35 30 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-19T20:52 2020-08-13T17:35 2020-08-24T12:12 7 1 12 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-20T18:12 2020-09-15T15:48 2020-09-21T21:06 37 32 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-20T18:12 2020-09-20T18:12 2020-09-21T21:07 37 37 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-23T09:45 2020-09-17T18:53 2020-09-23T09:45 40 34 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-21T16:26 2020-08-17T17:40 2020-08-24T12:05 7 3 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-18T00:25 2020-09-18T00:25 2020-09-18T00:25 35 35 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-24T16:38 2020-08-24T16:38 2020-08-27T23:15 7 7 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-24T00:00 2020-09-17T13:58 2020-09-24T00:00 37 30 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-26T22:53 2020-08-25T20:10 2020-08-28T07:11 7 6 9 DOSE 1

FDA-CBER-2022-1614-3816506



2 BLINDED 
TREATME
NT

2020-08-26T22:53 2020-08-25T20:10 2020-08-28T07:11 7 6 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-24T12:51 2020-09-18T13:03 2020-09-26T14:06 35 29 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-02T08:43 2020-08-26T19:01 2020-09-02T08:43 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-02T08:43 2020-08-26T19:01 2020-09-02T08:43 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-02T08:43 2020-08-27T20:13 2020-09-02T08:43 8 2 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-04T21:47 2020-09-28T20:10 2020-10-07T21:53 38 32 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-04T21:47 2020-09-28T20:10 2020-10-07T21:53 38 32 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-08T22:36 2020-10-03T22:33 2020-10-19T22:30 35 30 46 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-15T13:45 2020-10-09T15:00 2020-10-17T13:13 35 29 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-15T13:45 2020-10-09T19:19 2020-10-17T13:14 35 29 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-15T13:44 2020-10-09T19:20 2020-10-16T13:12 35 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-15T13:44 2020-10-14T13:08 2020-10-16T13:12 35 34 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-22T00:21 2020-10-16T01:18 2020-10-22T00:21 35 29 35 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-22T12:53 2020-10-17T15:21 2020-10-24T12:13 35 30 37 DOSE 2

FDA-CBER-2022-1614-3816507



2 BLINDED 
TREATME
NT

2020-10-01T12:03 2020-09-26T13:24 2020-10-02T16:53 7 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-11T22:59 2020-08-13T12:00 7 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-11T22:59 2020-08-05T14:10 2020-08-13T12:00 7 1 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T18:42 2020-09-04T00:35 2020-09-11T07:28 34 31 38 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-10T10:18 2020-09-04T12:02 2020-09-10T22:06 35 29 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-13T12:23 2020-08-14T12:19 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-13T22:37 2020-08-08T17:31 2020-08-29T21:59 7 2 23 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-09T20:39 2020-09-09T20:39 2020-09-10T20:31 34 34 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-09T20:39 2020-09-09T20:39 2020-09-14T21:33 34 34 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-09T20:39 2020-09-09T20:39 2020-09-11T17:28 34 34 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-16T18:36 2020-08-17T18:29 7 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-08-18T09:37 2020-08-11T12:57 2020-08-22T15:34 8 1 12 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-17T20:48 2020-08-15T20:10 2020-08-18T12:05 7 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-16T22:56 2020-09-16T22:56 2020-09-18T22:46 35 35 37 DOSE 2

FDA-CBER-2022-1614-3816508



2 BLINDED 
TREATME
NT

2020-09-23T13:03 2020-09-17T21:25 2020-09-26T13:33 42 36 45 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-23T13:03 2020-09-17T21:25 2020-09-24T12:39 42 36 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-23T13:03 2020-09-17T21:25 2020-09-24T12:39 42 36 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-21T10:46 2020-08-19T09:45 2020-08-23T09:23 8 6 10 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-21T10:46 2020-08-16T07:24 2020-08-21T10:46 8 3 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-28T06:05 2020-09-21T14:57 2020-09-28T06:05 43 36 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-20T20:15 2020-09-14T20:25 2020-09-24T23:40 35 29 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-20T20:15 2020-09-14T20:25 2020-09-21T23:08 35 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-20T20:15 2020-09-14T20:25 2020-09-21T23:08 35 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-24T23:04 2020-08-24T23:04 2020-08-26T16:55 7 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-22T02:29 2020-09-17T18:07 2020-09-22T20:41 36 31 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T02:29 2020-09-15T21:48 2020-09-23T16:16 36 29 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T02:29 2020-09-15T21:48 2020-09-23T16:16 36 29 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T02:29 2020-09-17T18:07 2020-09-22T20:41 36 31 36 DOSE 2

FDA-CBER-2022-1614-3816509



2 BLINDED 
TREATME
NT

2020-09-22T02:29 2020-09-19T16:13 2020-09-22T20:41 36 33 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-24T22:27 2020-08-24T22:27 2020-08-25T22:05 7 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-24T20:16 2020-08-19T18:43 2020-08-27T20:09 7 2 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-25T06:05 2020-08-19T11:29 2020-08-25T06:05 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-30T04:31 2020-09-27T21:48 2020-09-30T04:31 44 41 44 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-30T04:31 2020-09-24T21:07 2020-09-30T04:31 44 38 44 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-30T04:31 2020-09-24T21:07 2020-09-30T04:31 44 38 44 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-24T21:22 2020-08-24T06:32 2020-08-26T09:21 7 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-23T07:53 2020-09-20T20:11 2020-09-23T07:53 37 34 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-25T21:31 2020-08-19T20:10 2020-08-26T22:18 7 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-30T21:41 2020-09-24T11:30 2020-10-02T06:05 43 37 45 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-30T18:56 2020-09-24T18:58 2020-10-04T19:52 43 37 47 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-25T20:16 2020-08-24T13:57 2020-08-29T12:10 7 6 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-23T08:45 2020-09-16T12:39 2020-09-25T00:04 36 29 38 DOSE 2

FDA-CBER-2022-1614-3816510



1 BLINDED 
TREATME
NT

2020-09-24T22:36 2020-09-19T19:28 2020-09-25T20:19 36 31 37 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-21T20:24 2020-09-15T23:14 2020-09-22T13:52 33 27 34 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-27T02:13 2020-08-27T02:13 2020-08-27T02:13 8 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-24T22:05 2020-09-20T22:06 2020-10-01T21:50 36 32 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-24T22:05 2020-09-20T22:06 2020-10-02T12:02 36 32 44 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-28T07:35 2020-08-21T21:04 2020-08-28T07:35 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-27T23:32 2020-08-22T00:08 2020-08-29T23:59 7 2 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-01T16:05 2020-09-26T16:56 2020-10-02T16:47 42 37 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-30T13:07 2020-08-25T21:39 2020-09-09T12:12 7 2 17 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-28T10:38 2020-10-08T13:03 35 45 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-01T08:40 2020-09-01T08:40 2020-09-16T12:53 8 8 23 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-31T14:39 2020-08-25T19:54 2020-09-01T16:35 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-31T14:39 2020-08-25T19:54 2020-09-01T16:35 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-29T21:02 2020-09-23T08:27 2020-10-01T13:26 35 29 37 DOSE 2

FDA-CBER-2022-1614-3816511



1 BLINDED 
TREATME
NT

2020-09-01T17:16 2020-08-28T19:46 2020-09-03T11:01 7 3 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-27T15:58 2020-09-21T17:37 2020-09-28T12:20 33 27 34 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-02T00:06 2020-09-26T13:32 2020-10-02T00:06 38 32 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-02T00:06 2020-09-25T20:13 2020-10-02T00:06 38 31 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-02T21:51 2020-08-31T12:02 2020-09-09T13:19 7 5 14 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-02T18:33 2020-08-27T19:32 2020-09-04T18:30 7 1 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-02T18:33 2020-08-29T19:01 2020-09-04T18:29 7 3 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-02T18:34 2020-09-04T18:29 7 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-02T06:00 2020-09-25T20:57 2020-10-04T08:05 36 29 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-02T06:00 2020-10-02T22:31 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-10T08:21 2020-09-05T22:17 2020-09-10T20:47 8 3 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-22T09:39 2020-09-15T21:20 2020-09-23T07:03 8 1 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-27T23:03 2020-09-22T19:56 2020-09-28T23:19 7 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-27T15:18 2020-09-21T20:50 2020-09-29T17:32 7 1 9 DOSE 1

FDA-CBER-2022-1614-3816512



1 BLINDED 
TREATME
NT

2020-11-22T21:22 2020-11-16T20:47 2020-11-23T19:42 35 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-22T21:23 2020-11-16T10:20 2020-11-23T19:40 35 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-29T22:09 2020-11-24T12:02 2020-12-01T19:48 38 33 40 DOSE 2

3 BLINDED 
TREATME
NT

2020-11-29T22:09 2020-11-24T12:02 2020-11-30T21:44 38 33 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-26T12:27 2020-11-21T12:48 2020-11-29T12:00 35 30 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-07T06:57 2020-08-07T06:57 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-07T06:57 2020-08-07T06:57 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-14T02:18 2020-08-09T03:39 2020-08-31T00:13 8 3 25 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-11T06:14 2020-09-11T06:14 2020-09-11T06:14 36 36 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-16T00:00 2020-09-10T20:24 2020-09-16T00:00 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-17T22:57 2020-09-13T21:56 2020-09-21T23:37 35 31 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-26T00:00 2020-08-20T22:44 2020-08-26T00:00 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-26T00:00 2020-08-26T00:00 2020-08-26T00:00 8 8 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-22T22:16 2020-09-18T22:40 2020-09-23T21:50 35 31 36 DOSE 2

FDA-CBER-2022-1614-3816513



2 BLINDED 
TREATME
NT

2020-09-21T03:49 2020-09-14T20:25 2020-09-21T03:49 34 27 34 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-21T03:50 2020-09-14T20:25 2020-09-21T03:50 34 27 34 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-21T03:50 2020-09-16T20:12 2020-09-21T03:50 34 29 34 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-07T01:00 2020-09-30T23:52 2020-10-07T01:00 43 36 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-15T20:28 2020-10-10T12:33 2020-10-16T16:45 34 29 35 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-15T20:28 2020-10-10T12:33 2020-10-16T16:45 34 29 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-22T09:59 2020-09-16T07:30 2020-09-22T09:59 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-21T09:00 2020-10-14T14:14 2020-10-29T05:59 37 30 45 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-21T09:00 2020-10-14T14:14 2020-10-25T08:09 37 30 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-06T20:11 2020-10-08T19:21 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-08T13:16 2020-10-05T12:57 2020-10-10T16:56 7 4 9 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-05T05:34 2020-09-28T10:35 2020-11-04T12:30 40 33 70 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-04T06:00 2020-08-29T23:01 2020-09-04T06:00 8 2 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-29T19:51 2020-10-31T05:19 38 40 DOSE 2

FDA-CBER-2022-1614-3816514



1 BLINDED 
TREATME
NT

2020-08-21T09:06 2020-08-19T18:34 2020-08-21T09:06 8 6 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-31T10:06 2020-08-31T10:06 2020-08-31T10:06 8 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-31T10:06 2020-08-29T23:27 2020-08-31T10:06 8 6 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-31T10:06 2020-08-29T23:27 2020-08-31T10:06 8 6 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-31T10:06 2020-08-29T23:27 2020-08-31T10:06 8 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-01T22:55 2020-09-25T22:10 2020-10-02T16:48 35 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-04T12:44 2020-09-30T12:14 2020-10-05T14:22 35 31 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-07T09:51 2020-09-08T09:53 8 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-06T23:19 2020-09-30T20:57 2020-10-07T12:04 35 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-15T22:22 2020-09-09T13:43 2020-09-21T22:00 7 1 13 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-17T15:07 2020-09-11T18:10 2020-09-18T15:58 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-17T21:31 2020-09-16T18:45 2020-09-18T17:50 7 6 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-05T14:50 2020-10-01T12:06 2020-10-06T16:27 7 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-07T01:28 2020-10-04T01:00 2020-10-11T12:25 7 4 11 DOSE 1

FDA-CBER-2022-1614-3816515



2 BLINDED 
TREATME
NT

2020-10-29T02:22 2020-10-29T02:22 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-29T02:22 2020-10-29T02:22 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-13T00:45 2020-08-06T19:16 2020-08-13T00:45 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-13T20:20 2020-08-07T18:40 2020-08-14T12:02 7 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-13T22:48 2020-08-09T21:25 2020-09-06T13:00 7 3 31 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-13T22:48 2020-08-22T14:16 7 16 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-10T19:11 2020-09-06T19:02 2020-09-12T12:00 35 31 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-17T00:00 2020-08-10T18:57 2020-08-17T00:00 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-16T17:54 2020-08-15T00:03 2020-08-19T00:00 7 6 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-14T17:37 2020-09-09T18:13 2020-09-22T21:22 36 31 44 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-21T09:35 2020-09-24T17:59 41 44 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-25T00:00 2020-09-19T12:24 2020-09-25T00:00 45 39 45 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-15T02:55 2020-09-15T02:55 2020-09-15T02:55 34 34 34 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-20T15:57 2020-09-18T14:31 2020-09-23T12:38 39 37 42 DOSE 2

FDA-CBER-2022-1614-3816516



1 BLINDED 
TREATME
NT

2020-09-20T15:57 2020-09-20T15:57 2020-09-23T12:38 39 39 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-20T15:57 2020-09-20T15:57 2020-09-23T12:38 39 39 42 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T22:06 2020-09-21T18:19 2020-09-23T20:23 35 34 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T17:02 2020-09-16T17:15 2020-09-28T18:29 35 29 41 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-22T18:08 2020-09-17T18:32 2020-09-25T18:24 35 30 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-08-27T16:25 2020-08-21T20:11 2020-08-31T21:53 7 1 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-27T18:53 2020-08-21T15:50 2020-08-31T23:29 7 1 11 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-20T08:46 2020-10-21T20:23 61 62 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-20T08:46 2020-10-21T20:23 61 62 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-30T16:03 2020-08-30T16:03 2020-09-02T12:14 7 7 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-05T10:54 2020-10-03T10:53 2020-10-05T10:54 43 41 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-05T10:55 2020-09-29T11:23 2020-10-05T10:55 43 37 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-07T05:21 2020-09-30T09:14 2020-10-07T05:21 44 37 44 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-01T20:38 2020-08-26T20:12 2020-09-02T20:32 7 1 8 DOSE 1

FDA-CBER-2022-1614-3816517



1 BLINDED 
TREATME
NT

2020-09-01T20:38 2020-08-26T20:12 2020-09-02T20:30 7 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-02T00:35 2020-09-26T17:43 2020-10-02T00:35 37 31 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-03T19:00 2020-08-28T12:45 2020-09-04T20:46 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-03T19:00 2020-08-28T12:45 2020-10-08T16:27 7 1 42 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-22T08:13 2020-10-22T08:13 52 52 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-07T10:36 2020-10-07T10:36 37 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-08T07:30 2020-09-01T19:52 2020-09-08T07:30 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-08T07:30 2020-09-01T19:52 2020-09-08T07:30 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-08T07:30 2020-09-01T19:53 2020-09-08T07:30 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-08T07:30 2020-09-01T19:53 2020-09-08T07:30 8 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-23T02:57 2020-10-23T02:57 2020-10-25T11:26 53 53 55 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-23T02:57 2020-10-23T02:57 2020-10-25T11:26 53 53 55 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-09T23:07 2020-09-09T23:07 2020-09-13T20:33 7 7 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-10T17:38 2020-09-05T17:22 2020-09-11T20:58 7 2 8 DOSE 1

FDA-CBER-2022-1614-3816518



1 BLINDED 
TREATME
NT

2020-09-10T17:38 2020-09-04T17:30 2020-09-11T20:58 7 1 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-19T19:32 2020-10-13T16:34 2020-10-26T07:33 40 34 47 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-19T19:32 2020-10-19T19:32 2020-10-26T07:34 40 40 47 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-16T12:16 2020-09-12T12:19 2020-11-24T12:51 7 3 76 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-02T14:44 2020-09-03T16:15 7 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-11T17:26 2020-10-06T18:39 2020-10-14T16:12 34 29 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-11T17:26 2020-10-06T18:39 2020-10-12T17:57 34 29 35 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-25T07:18 2020-09-18T12:40 2020-09-26T02:59 8 1 9 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-22T19:28 2020-10-29T01:24 35 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-11T21:12 2020-10-06T15:43 2020-10-16T09:35 7 2 12 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-24T12:11 2020-11-22T14:26 2020-11-27T12:16 34 32 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-29T12:05 2020-10-26T03:24 2020-11-16T08:04 7 4 25 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-27T23:59 2020-09-21T20:06 2020-09-29T12:00 34 28 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-02T21:04 2020-08-29T21:09 2020-09-03T22:42 7 3 8 DOSE 1

FDA-CBER-2022-1614-3816519



1 BLINDED 
TREATME
NT

2020-09-15T06:01 2020-09-11T13:51 2020-09-15T06:01 8 4 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-20T18:02 2020-09-19T22:50 2020-09-23T12:01 7 6 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-20T18:18 2020-10-29T13:02 37 46 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-07T16:17 2020-10-04T14:40 2020-10-10T13:07 37 34 40 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-10T08:52 2020-09-04T08:49 2020-09-10T08:52 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-10T08:52 2020-09-04T08:49 2020-09-10T08:52 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-10T08:52 2020-09-04T08:49 2020-09-10T08:52 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-10T08:51 2020-09-04T08:52 2020-09-10T08:51 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-10T09:44 2020-09-10T09:44 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-15T08:30 2020-09-10T09:49 2020-09-15T08:30 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-17T05:46 2020-09-17T05:46 2020-09-17T05:46 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-17T05:46 2020-09-15T06:29 2020-09-20T09:13 8 6 11 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-23T09:36 2020-10-27T17:48 36 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-01T19:25 2020-09-28T21:04 2020-10-02T20:10 35 32 36 DOSE 2

FDA-CBER-2022-1614-3816520



1 BLINDED 
TREATME
NT

2020-09-07T08:17 2020-09-05T07:25 2020-09-07T08:17 8 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-07T09:33 2020-10-01T10:22 2020-10-07T09:33 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-07T09:33 2020-10-07T09:33 2020-10-07T09:33 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-10T00:19 2020-09-07T22:27 2020-09-10T21:52 8 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-10T00:19 2020-09-03T17:45 2020-09-10T21:52 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-08T01:05 2020-10-05T22:16 2020-10-08T01:05 36 33 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-08T01:05 2020-10-05T22:16 2020-10-08T01:05 36 33 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-08T00:00 2020-10-01T23:31 2020-10-08T00:00 35 28 35 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-12T20:41 2020-10-08T20:41 2020-10-13T20:05 35 31 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-12T20:41 2020-10-08T20:41 2020-10-18T06:24 35 31 41 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-12T20:41 2020-10-08T20:41 2020-10-18T20:20 35 31 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-12T20:41 2020-10-08T20:41 2020-10-18T06:25 35 31 41 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-30T00:54 2020-10-24T19:24 2020-10-30T00:54 33 27 33 DOSE 2

3 BLINDED 
TREATME
NT

2020-11-11T20:10 2020-11-05T18:42 2021-02-14T22:04 35 29 130 DOSE 2

FDA-CBER-2022-1614-3816521



2 BLINDED 
TREATME
NT

2020-11-11T20:10 2020-11-05T18:42 2020-12-06T20:29 35 29 60 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-11T20:10 2020-11-05T18:42 2020-12-06T20:28 35 29 60 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-11T20:10 2020-11-05T18:42 2020-12-06T20:28 35 29 60 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-30T21:03 2020-08-30T21:03 2020-09-01T07:47 7 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-30T04:15 2020-09-30T04:15 2020-09-30T04:15 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-30T04:15 2020-09-24T23:05 2020-09-30T04:15 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-01T12:12 2020-09-29T17:04 2020-10-02T14:50 35 33 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-02T09:29 2020-09-30T16:45 2020-10-02T09:29 35 33 35 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-06T19:10 2020-08-31T15:52 2020-09-10T19:09 7 1 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-09T12:09 2020-09-03T21:12 2020-09-10T18:14 7 1 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-09T20:06 2020-09-07T21:29 2020-09-10T20:07 7 5 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-21T05:17 2020-09-21T05:17 8 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-18T15:33 2020-10-12T19:00 2020-10-19T12:03 7 1 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-18T15:34 2020-10-12T13:39 2020-10-19T12:03 7 1 8 DOSE 1

FDA-CBER-2022-1614-3816522



3 BLINDED 
TREATME
NT

2020-10-18T15:34 2020-10-13T13:11 2020-10-19T12:03 7 2 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-18T15:34 2020-10-14T12:51 2020-10-19T12:03 7 3 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-12-06T12:01 2020-11-30T12:16 2020-12-08T17:00 56 50 58 DOSE 2

2 BLINDED 
TREATME
NT

2020-12-06T12:01 2020-12-01T15:08 2020-12-07T17:53 56 51 57 DOSE 2

3 BLINDED 
TREATME
NT

2020-12-06T12:01 2020-12-01T15:08 2020-12-07T17:53 56 51 57 DOSE 2

3 BLINDED 
TREATME
NT

2020-12-06T12:01 2020-12-01T15:08 2020-12-07T17:53 56 51 57 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-01T05:42 2020-09-26T08:48 2020-10-01T05:42 35 30 35 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-02T23:22 2020-09-26T09:40 2020-10-06T21:52 35 29 39 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-09T00:02 2020-09-02T19:28 2020-09-09T00:02 8 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-06T20:36 2020-10-06T20:36 2020-10-07T19:40 35 35 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-14T14:38 2020-09-08T17:29 2020-09-23T22:02 7 1 16 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-14T14:38 2020-09-08T17:29 2020-09-23T22:02 7 1 16 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-22T09:35 2020-10-15T18:48 2020-10-22T09:35 41 34 41 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-22T03:18 2020-09-15T22:39 2020-09-22T03:18 8 1 8 DOSE 1

FDA-CBER-2022-1614-3816523



1 BLINDED 
TREATME
NT

2020-09-22T03:18 2020-09-16T18:27 2020-09-22T03:18 8 2 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-22T12:03 2020-09-18T06:24 2020-09-30T12:00 7 3 15 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-22T12:03 2020-09-25T14:20 7 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-22T23:38 2020-09-18T23:19 2020-09-25T01:02 7 3 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-30T12:19 2020-09-25T11:50 2020-10-02T10:16 7 2 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-11T20:18 2020-10-20T15:45 7 16 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-11T20:23 2020-11-02T00:55 7 29 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-11T20:23 2020-11-02T00:55 7 29 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-11T20:23 2020-10-13T22:32 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-11T20:23 2020-11-02T00:56 7 29 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-13T07:30 2020-10-08T10:02 2020-10-14T19:54 8 3 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-18T17:42 2020-10-17T17:35 2020-10-24T00:01 7 6 13 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-18T17:43 2020-10-12T16:35 2020-11-09T12:50 7 1 29 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-18T17:43 2020-10-13T12:05 2020-11-09T12:50 7 2 29 DOSE 1

FDA-CBER-2022-1614-3816524



3 BLINDED 
TREATME
NT

2020-10-18T17:43 2020-10-13T12:05 2020-11-09T12:50 7 2 29 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-18T17:43 2020-10-13T12:05 2020-11-09T12:50 7 2 29 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-22T08:32 2020-10-16T06:59 2020-10-22T08:32 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-22T08:32 2020-10-22T08:32 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-22T08:33 2020-10-16T07:00 2020-10-22T08:33 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-22T08:33 2020-10-16T07:00 2020-10-22T08:33 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-22T08:33 2020-10-22T08:33 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-22T08:33 2020-10-22T08:33 8 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-11-24T13:07 2020-11-19T12:00 2020-12-04T12:58 39 34 49 DOSE 2

3 BLINDED 
TREATME
NT

2020-11-24T13:07 2020-11-19T12:00 2020-12-04T12:58 39 34 49 DOSE 2

3 BLINDED 
TREATME
NT

2020-11-24T13:07 2020-11-19T12:00 2020-12-03T18:58 39 34 48 DOSE 2

2 BLINDED 
TREATME
NT

2020-11-24T13:07 2020-11-23T12:09 2020-12-04T12:58 39 38 49 DOSE 2

3 BLINDED 
TREATME
NT

2020-11-24T13:06 2020-11-22T14:33 2020-12-04T12:58 39 37 49 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-23T13:49 2020-10-25T12:07 7 9 DOSE 1

FDA-CBER-2022-1614-3816525



3 BLINDED 
TREATME
NT

2020-11-25T09:09 2020-11-18T18:08 2020-11-25T09:09 38 31 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-25T09:11 2020-11-25T09:11 38 38 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-27T01:23 2020-10-21T02:20 2020-10-27T01:23 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-27T01:23 2020-10-27T01:23 2020-10-27T01:23 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-12-01T02:15 2020-11-28T04:47 2020-12-01T02:15 43 40 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-12-01T02:15 2020-11-24T13:45 2020-12-01T02:15 43 36 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-12-01T02:15 2020-11-27T00:43 2020-12-01T02:15 43 39 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-12-01T02:15 2020-11-24T13:45 2020-12-01T02:15 43 36 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-12-01T02:15 2020-11-26T04:55 2020-12-01T02:15 43 38 43 DOSE 2

2 BLINDED 
TREATME
NT

2020-12-01T02:15 2020-11-24T13:45 2020-12-01T02:15 43 36 43 DOSE 2

1 BLINDED 
TREATME
NT

2020-08-27T06:33 2020-09-24T05:25 8 36 DOSE 1

2 BLINDED 
TREATME
NT

2020-08-27T06:33 2020-09-24T05:25 8 36 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-28T14:02 2020-09-22T12:02 2020-10-06T15:11 36 30 44 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-07T13:58 2020-09-01T15:01 2020-09-30T01:27 7 1 30 DOSE 1

FDA-CBER-2022-1614-3816526



1 BLINDED 
TREATME
NT

2020-10-06T15:34 2020-10-01T07:56 2020-10-11T03:09 36 31 41 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-06T15:34 2020-09-30T13:51 2020-10-11T03:10 36 30 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-08T01:40 2020-10-08T01:40 2020-10-08T01:40 34 34 34 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-08T01:40 2020-10-01T21:33 2020-10-08T14:53 34 27 34 DOSE 2

3 BLINDED 
TREATME
NT

2020-09-16T20:45 2020-09-13T20:38 2020-09-18T06:40 7 4 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-17T12:05 2020-09-16T12:02 2020-10-08T12:18 7 6 28 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-15T20:53 2020-10-09T12:47 2020-11-13T14:45 35 29 64 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-18T12:39 2020-11-18T12:39 2020-11-19T12:40 35 35 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-15T12:02 2020-10-09T22:19 2020-10-16T12:01 7 1 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-09T06:21 2020-09-03T21:41 2020-09-10T21:15 8 2 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T18:33 2020-09-14T18:53 7 14 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T18:33 2020-09-13T19:24 7 13 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T18:35 2020-09-14T18:53 7 14 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T18:35 2020-09-13T19:22 7 13 DOSE 1

FDA-CBER-2022-1614-3816527



1 BLINDED 
TREATME
NT

2020-09-07T18:35 2020-09-13T19:22 7 13 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T18:35 2020-09-13T19:23 7 13 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T18:35 2020-09-13T19:23 7 13 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-07T18:35 2020-09-13T19:23 7 13 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-08T20:38 2020-09-03T17:42 2020-09-16T23:01 7 2 15 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-08T20:39 2020-09-03T17:43 2020-09-16T23:00 7 2 15 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-08T20:39 2020-09-03T17:43 2020-09-16T23:00 7 2 15 DOSE 1

3 BLINDED 
TREATME
NT

2020-09-08T20:39 2020-09-03T17:43 2020-09-16T23:01 7 2 15 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-21T08:12 2020-09-14T15:17 2020-09-24T08:21 8 1 11 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-02T06:00 2020-10-26T15:46 2020-11-24T12:11 36 29 58 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-05T12:15 2020-10-03T12:42 2020-10-06T13:44 7 5 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-20T21:17 2020-10-15T20:31 2020-10-21T20:24 7 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-11T02:51 2020-09-07T21:53 2020-09-11T02:51 8 4 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-24T21:57 2020-09-18T12:33 2020-09-25T22:12 35 29 36 DOSE 2

FDA-CBER-2022-1614-3816528



2 BLINDED 
TREATME
NT

2020-09-24T21:57 2020-09-18T12:33 2020-09-25T22:12 35 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-24T21:57 2020-09-18T21:34 2020-09-27T21:06 35 29 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-30T21:10 2020-09-24T11:06 2020-10-02T12:43 35 29 37 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-06T22:07 2020-09-27T22:44 7 28 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-07T19:44 2020-09-01T19:03 2020-10-07T18:48 7 1 37 DOSE 1

4 BLINDED 
TREATME
NT

2020-09-09T10:48 2020-09-09T10:48 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-07T09:45 2020-10-07T09:45 2020-10-07T09:45 36 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-07T09:45 2020-09-30T12:02 2020-10-07T09:45 36 29 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-09T21:57 2020-09-04T08:02 2020-09-10T12:12 7 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-07T21:29 2020-10-01T10:43 2020-10-08T12:01 35 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-09T06:31 2020-10-09T06:31 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-09T06:31 2020-10-09T06:31 36 36 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-22T14:57 2020-10-22T00:01 2020-10-27T00:09 39 39 44 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-22T14:57 2020-10-22T14:57 2020-10-27T21:50 39 39 44 DOSE 2

FDA-CBER-2022-1614-3816529



1 BLINDED 
TREATME
NT

2020-10-22T14:57 2020-10-22T14:57 2020-10-24T19:25 39 39 41 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-22T14:57 2020-10-22T14:57 2020-10-23T12:10 39 39 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-20T06:50 2020-10-13T20:17 2020-10-20T06:50 36 29 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-22T13:24 2020-09-17T10:00 2020-10-14T12:00 7 2 29 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-25T16:46 2020-10-19T18:51 2020-10-29T14:03 38 32 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-04T12:16 2020-10-03T19:17 2020-10-05T15:22 7 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-20T10:51 2020-10-20T10:51 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-20T10:51 2020-10-20T10:51 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-20T10:51 2020-10-20T10:51 8 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-18T22:46 2020-10-12T22:33 2020-10-19T20:05 7 1 8 DOSE 1

3 BLINDED 
TREATME
NT

2020-10-18T22:46 2020-10-12T22:33 2020-10-22T22:13 7 1 11 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-18T22:46 2020-10-17T21:57 2020-10-23T22:04 7 6 12 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-31T00:00 2020-08-26T23:14 2020-08-31T22:16 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-08-31T00:00 2020-08-25T11:36 2020-08-31T00:00 8 2 8 DOSE 1

FDA-CBER-2022-1614-3816530



2 BLINDED 
TREATME
NT

2020-09-02T15:59 2020-08-27T13:06 2020-09-03T14:08 7 1 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-14T12:41 2020-10-09T15:55 2020-10-17T00:22 41 36 44 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-14T12:41 2020-10-10T21:53 2020-10-17T00:22 41 37 44 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-14T12:41 2020-10-08T21:32 2020-10-17T00:23 41 35 44 DOSE 2

2 BLINDED 
TREATME
NT

2020-10-14T12:41 2020-10-09T15:55 2020-10-17T00:23 41 36 44 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-09T06:18 2020-10-03T16:53 2020-10-09T06:18 36 30 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-18T17:17 2020-10-17T17:37 2020-10-22T17:58 41 40 45 DOSE 2

2 BLINDED 
TREATME
NT

2020-09-23T22:08 2020-09-17T23:45 2020-09-29T22:00 7 1 13 DOSE 1

2 BLINDED 
TREATME
NT

2020-09-27T18:02 2020-09-27T18:02 2020-09-28T19:40 7 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-28T15:45 2020-10-22T20:50 2020-10-30T12:40 38 32 40 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-28T15:45 2020-10-22T20:51 2020-10-30T12:40 38 32 40 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-02T09:35 2020-09-30T20:54 2020-10-02T09:35 8 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-04T16:34 2020-10-04T16:34 2020-10-13T22:40 7 7 16 DOSE 1

2 BLINDED 
TREATME
NT

2020-11-02T00:49 2020-10-26T11:52 2020-11-02T00:49 36 29 36 DOSE 2

FDA-CBER-2022-1614-3816531



2 BLINDED 
TREATME
NT

2020-11-02T00:49 2020-10-26T14:45 2020-11-02T00:49 36 29 36 DOSE 2

3 BLINDED 
TREATME
NT

2020-11-19T09:00 2020-11-19T09:00 36 36 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-20T16:35 2020-10-19T19:40 2020-10-21T19:57 7 6 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-29T07:11 2020-10-23T14:47 2020-10-29T07:11 39 33 39 DOSE 2

3 BLINDED 
TREATME
NT

2020-10-29T07:11 2020-10-23T14:47 2020-10-29T07:11 39 33 39 DOSE 2

1 BLINDED 
TREATME
NT

2020-09-28T18:29 2020-09-30T22:23 7 9 DOSE 1

1 BLINDED 
TREATME
NT

2020-09-30T07:55 2020-09-24T16:41 2020-09-30T07:55 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-02T01:15 2020-09-27T18:59 2020-10-02T01:15 8 3 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-09T09:56 2020-10-03T11:44 2020-10-09T09:56 8 2 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-11-08T16:35 2020-11-03T07:51 2020-11-15T13:15 35 30 42 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-08T16:35 2020-11-03T07:51 2020-11-11T15:09 35 30 38 DOSE 2

1 BLINDED 
TREATME
NT

2020-11-08T16:35 2020-11-03T07:51 2020-11-18T14:11 35 30 45 DOSE 2

1 BLINDED 
TREATME
NT

2020-10-13T00:00 2020-10-12T00:11 2020-10-13T00:00 8 7 8 DOSE 1

2 BLINDED 
TREATME
NT

2020-10-13T00:00 2020-10-12T00:11 2020-10-13T00:00 8 7 8 DOSE 1

FDA-CBER-2022-1614-3816532



1 BLINDED 
TREATME
NT

2020-10-13T00:00 2020-10-13T00:00 2020-10-13T00:00 8 8 8 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-28T00:03 2020-10-22T21:00 2020-10-30T22:39 8 2 10 DOSE 1

1 BLINDED 
TREATME
NT

2020-10-28T00:03 2020-10-26T23:14 2020-10-28T00:03 8 6 8 DOSE 1

FDA-CBER-2022-1614-3816533



CERFTDTC days_ AESEQ AETERM AEDECOD AESEV AETOXGR AESTDTC AEENDTC
2020-07-28T13:06 2
2020-09-02T16:45 2
2020-08-13T11:04 1
2020-08-21T15:33 1
2020-08-21T15:33 1
2020-09-01T12:23 1
2020-09-02T10:45 9
2020-10-16T12:26 1
2020-10-05T15:07 4
2020-09-04T12:46 2
2020-09-28T11:08 1
2020-11-10T09:31 1
2020-11-10T09:31 1
2020-10-23T15:34 2
2020-07-27T18:24 1
2020-07-27T18:24 1
2020-07-28T17:41 1
2020-07-31T15:36 2
2020-08-28T15:26 9
2020-09-03T08:49 4
2020-09-08T12:09 2
2020-09-08T12:39 1
2020-09-08T12:39 1
2020-08-14T15:02 1
2020-09-11T15:27 15
2020-09-11T17:39 2

2020-09-11T17:39 2

2020-08-26T19:23 4

2020-09-28T08:44 5

2020-09-01T14:16 2

2020-09-01T15:20 6

FDA-CBER-2022-1614-3816534



2020-10-05T13:10 1

2020-09-11T12:52 2

2020-09-14T15:14 21

2020-09-14T15:14 21

2020-09-14T15:14 4

2020-10-20T11:15 1

2020-07-27T10:33 3

2020-08-24T13:19 5

2020-08-24T13:19 4

2020-07-28T10:40 1

2020-09-04T11:12 1

2020-08-28T11:06 2

2020-07-30T17:38 1

2020-07-31T15:04 1

FDA-CBER-2022-1614-3816535



2020-09-11T17:46 2

2020-08-11T13:00 1

2020-09-14T09:40 1

2020-08-17T11:01 1

2020-09-14T12:25 2

2020-09-14T12:25 2

2020-08-20T09:49 1

2020-08-20T09:49 1

2020-08-20T09:49 2

2020-09-17T10:20 1

2020-09-18T09:45 1

2020-08-21T14:49 1

2020-09-18T14:37 3

2020-09-25T13:46 1

FDA-CBER-2022-1614-3816536



2020-08-21T17:07 1

2020-07-27T19:34 1

2020-07-27T19:34 2

2020-07-27T20:55 1

2020-07-28T21:35 1

2020-07-29T14:50 2

2020-07-29T14:50 2

2020-07-29T15:42 2

2020-07-29T15:42 2

2020-07-29T18:51 12

2020-07-30T14:52 4

2020-09-03T16:35 1

2020-08-06T15:08 1

2020-09-03T12:37 2

FDA-CBER-2022-1614-3816537



2020-08-07T14:04 1

2020-09-16T13:04 13

2020-08-07T16:04 1

2020-08-07T16:04 1

2020-09-11T10:07 1

2020-09-11T10:07 1

2020-09-11T10:07 1

2020-09-10T14:00 4

2020-08-11T19:06 6

2020-08-18T14:21 2

2020-08-18T14:21 21

2020-08-18T14:21 21

2020-08-20T13:44 6

2020-09-22T10:05 8

FDA-CBER-2022-1614-3816538



2020-09-17T14:51 1

2020-09-23T17:11 1

2020-09-23T10:42 3

2020-09-23T10:42 1

2020-09-24T11:03 1

2020-09-24T11:03 1

2020-07-29T14:34 1

2020-07-29T15:07 1

2020-08-27T17:32 1

2020-09-02T15:54 1

2020-09-04T16:57 1

2020-08-06T10:52 5

2020-08-06T10:52 21

2020-09-03T09:55 49

FDA-CBER-2022-1614-3816539



2020-08-11T08:40 1

2020-08-12T08:15 10

2020-08-12T08:15 10

2020-08-12T08:15 8

2020-08-12T08:15 9

2020-09-17T10:50 1

2020-09-17T10:50 5

2020-08-14T09:04 1

2020-08-14T16:37 1

2020-08-17T14:50 5

2020-08-17T14:50 5

2020-09-14T14:40 1

2020-08-17T17:13 1

2020-09-16T17:36 2

FDA-CBER-2022-1614-3816540



2020-09-16T17:34 1

2020-09-16T17:34 6

2020-09-16T17:34 1

2020-08-21T15:03 1

2020-08-21T15:03 1

2020-08-21T15:03 1

2020-08-21T15:03 1

2020-08-21T15:03 1

2020-08-21T15:03 1

2020-08-21T18:14 1

2020-08-21T18:14 1

2020-08-21T18:14 1

2020-07-30T13:02 1

2020-08-25T14:47 5

FDA-CBER-2022-1614-3816541



2020-08-25T14:47 25

2020-07-31T09:27 2

2020-08-27T10:00 1

2020-08-27T10:00 1

2020-07-31T11:01 4

2020-09-04T10:04 6

2020-09-08T15:28 1

2020-09-09T11:40 2

2020-08-07T12:20 3

2020-09-03T11:54 1

2020-09-03T11:54 1

2020-09-03T11:54 4

2020-09-03T11:54 4

2020-08-12T12:18 1

FDA-CBER-2022-1614-3816542



2020-08-12T17:02 1

2020-08-13T10:23 2

2020-09-08T09:28 1

2020-09-08T09:28 1

2020-09-08T09:28 1

2020-08-13T16:57 29

2020-08-13T16:57 29

2020-09-16T13:14 5

2020-08-17T10:32 1

2020-08-17T15:42 3

2020-08-19T16:05 1

2020-08-19T17:25 1

2020-09-01T10:00 1

2020-09-02T09:08 1

FDA-CBER-2022-1614-3816543



2020-10-05T09:00 1

2020-10-05T16:14 1

2020-10-08T15:57 1

2020-10-08T15:57 1

2020-09-04T11:32 1

2020-08-28T11:39 1

2020-08-31T10:57 2

2020-08-04T09:48 2

2020-08-07T15:10 1

2020-08-14T11:44 1

2020-09-12T13:40 5

2020-09-12T15:13 1

2020-08-18T17:12 3

2020-08-19T12:15 1

FDA-CBER-2022-1614-3816544



2020-09-01T10:34 1

2020-10-02T10:56 1

2020-10-29T11:19 4

2020-10-29T11:19 4

2020-10-29T11:19 4

2020-10-29T11:19 4

2020-10-29T11:19 4

2020-10-29T11:19 4

2020-10-29T11:19 4

2020-10-29T11:19 4

2020-08-13T10:18 3

2020-09-18T11:51 1

2020-08-19T15:15 1

2020-08-19T15:15 1

FDA-CBER-2022-1614-3816545



2020-09-25T09:05 3

2020-08-24T10:45 1

2020-08-24T10:45 3

2020-09-22T12:16 2

2020-09-22T12:16 5

2020-08-26T15:14 15

2020-09-28T13:53 2

2020-08-27T14:38 1

2020-10-01T09:17 1

2020-09-28T15:10 1

2020-09-29T09:19 1

2020-10-01T12:07 1

2020-08-31T15:02 1

2020-10-05T12:13 1

FDA-CBER-2022-1614-3816546



2020-10-02T10:30 9

2020-10-02T10:30 1

2020-10-02T10:30 1

2020-09-04T12:41 1

2020-10-05T10:51 1

2020-10-05T10:51 1

2020-10-05T10:51 1

2020-10-05T10:51 1

2020-10-05T10:51 1

2020-10-05T10:51 1

2020-09-08T10:17 2

2020-09-11T14:43 1

2020-08-05T13:23 1

2020-08-05T13:23 1

FDA-CBER-2022-1614-3816547



2020-09-10T11:12 1

2020-09-10T11:12 1

2020-09-10T11:12 1

2020-08-08T13:59 1

2020-08-08T13:59 1

2020-08-08T13:59 1

2020-09-09T13:52 2

2020-08-10T13:52 3

2020-08-10T13:52 3

2020-09-08T10:03 4

2020-09-14T11:17 2

2020-08-11T18:06 2

2020-09-08T13:47 2

2020-09-08T13:47 1

FDA-CBER-2022-1614-3816548



2020-09-08T13:47 1

2020-09-12T10:42 6

2020-10-06T16:33 2

2020-08-21T11:38 2

2020-08-21T11:38 27

2020-08-21T11:38 27

2020-08-21T11:38 3

2020-09-24T09:05 1

2020-09-24T09:05 1

2020-08-26T09:33 1

2020-08-26T11:29 2

2020-09-22T10:44 8

2020-09-22T10:44 3

2020-10-02T14:18 2

FDA-CBER-2022-1614-3816549



2020-08-28T14:41 1

2020-09-02T08:24 2

2020-10-02T12:48 1

2020-09-02T14:23 1

2020-10-05T14:03 2

2020-09-04T09:54 1

2020-09-04T09:54 1

2020-08-21T12:59 2

2020-08-21T12:59 2

2020-08-21T12:59 4

2020-08-21T12:59 6

2020-07-29T17:46 2

2020-07-30T15:25 1

2020-07-30T15:25 1

FDA-CBER-2022-1614-3816550



2020-07-30T15:25 1

2020-08-10T16:08 1

2020-08-11T12:37 1

2020-09-17T09:55 2

2020-09-15T16:40 1

2020-09-15T16:40 1

2020-09-23T10:07 1

2020-09-23T10:07 1

2020-08-28T16:34 1

2020-09-17T14:54 1

2020-09-23T15:38 1

2020-07-29T12:14 8

2020-08-28T11:54 1

2020-08-31T14:15 4

FDA-CBER-2022-1614-3816551



2020-08-04T16:03 4

2020-08-04T17:03 2

2020-08-05T12:58 1

2020-08-07T10:09 6

2020-08-10T17:19 3

2020-08-11T12:48 1

2020-08-11T12:48 1

2020-08-13T17:22 1

2020-09-11T09:49 1

2020-09-15T11:10 1

2020-09-15T11:10 1

2020-09-15T11:10 1

2020-08-19T13:02 22

2020-08-19T13:02 22

FDA-CBER-2022-1614-3816552



2020-08-19T13:02 22

2020-09-16T15:24 2

2020-09-16T15:24 86

2020-09-16T15:24 10

2020-09-17T14:27 5

2020-09-23T15:25 1

2020-08-31T13:36 1

2020-09-03T16:49 3

2020-07-27T15:46 1

2020-07-27T17:02 18

2020-08-25T18:05 4

2020-08-27T17:59 3

2020-07-28T13:12 3

2020-08-25T15:53 1

FDA-CBER-2022-1614-3816553



2020-08-27T15:54 1

2020-08-25T12:47 9

2020-07-29T17:32 1

2020-09-29T11:09 1

2020-08-05T11:39 1

2020-09-14T14:29 1

2020-09-17T11:54 1

2020-09-17T11:54 1

2020-10-22T08:04 1

2020-10-22T08:04 1

2020-11-10T11:50 3

2020-11-10T11:50 3

2020-11-10T10:50 1

2020-11-10T10:50 1

FDA-CBER-2022-1614-3816554



2020-11-10T10:50 1

2020-11-13T15:06 12

2020-11-17T08:43 1

2020-11-17T08:43 1

2020-09-03T11:41 4

2020-09-04T09:19 1

2020-08-06T16:22 1

2020-08-06T16:22 1

2020-08-06T16:22 1

2020-09-09T16:10 1

2020-09-15T17:35 1

2020-08-17T14:38 1

2020-09-29T08:23 1

2020-09-17T12:06 1

FDA-CBER-2022-1614-3816555



2020-08-19T17:08 4

2020-10-28T11:14 4

2020-10-28T11:14 1

2020-07-27T16:15 2

2020-07-27T16:15 1

2020-07-30T17:21 1

2020-08-17T12:53 1

2020-07-31T15:22 2

2020-09-01T11:20 2

2020-08-07T11:21 1

2020-08-13T12:17 1

2020-09-15T15:35 1

2020-08-15T09:53 1

2020-08-15T14:25 3

FDA-CBER-2022-1614-3816556



2020-09-15T09:11 1

2020-09-24T11:27 1

2020-09-24T14:24 1

2020-10-13T16:30 1

2020-10-02T12:26 5

2020-10-02T12:26 5

2020-11-04T10:28 1

2020-11-13T16:33 1

2020-10-21T11:37 1

2020-11-19T10:53 2

2020-11-23T11:47 1

2020-08-25T13:46 2

2020-08-27T20:18 8

2020-08-31T15:48 7

FDA-CBER-2022-1614-3816557



2020-09-04T14:27 3

2020-09-04T17:50 3

2020-09-09T12:44 7

2020-08-12T14:51 1

2020-09-09T09:52 1

2020-08-13T19:48 1

2020-08-13T19:48 1

2020-08-14T19:35 2

2020-11-05T15:37 5

2020-10-14T17:17 1

2020-10-15T18:43 2

2020-09-08T10:30 2

2020-09-08T10:30 2

2020-08-11T12:40 1

FDA-CBER-2022-1614-3816558



2020-08-11T12:40 1

2020-08-11T13:34 6

2020-09-08T11:45 1

2020-09-08T11:45 2

2020-08-12T10:31 1

2020-09-09T13:32 2

2020-08-13T15:07 2

2020-08-17T12:10 1

2020-09-14T10:19 1

2020-09-14T10:19 1

2020-08-20T16:33 2

2020-08-20T16:33 2

2020-08-21T16:15 1

2020-09-24T11:30 1

FDA-CBER-2022-1614-3816559



2020-09-24T11:30 9

2020-09-24T11:30 4

2020-11-13T10:02 1

2020-11-13T10:02 1

2020-11-13T10:02 1

2020-11-13T10:02 1

2020-11-13T10:02 1

2020-11-13T10:02 1

2020-10-16T16:44 1

2020-10-16T16:44 1

2020-10-16T16:44 1

2020-10-19T11:54 3

2020-11-16T16:25 1

2020-11-16T16:25 1

FDA-CBER-2022-1614-3816560



2020-11-16T16:25 1

2020-11-16T16:25 1

2020-11-16T16:25 1

2020-11-16T16:25 1

2020-11-17T13:47 1

2020-11-17T13:47 1

2020-07-27T09:25 1

2020-07-27T14:32 1

2020-07-27T16:37 1

2020-08-27T11:34 1

2020-08-27T11:34 1

2020-08-27T11:34 1

2020-08-27T11:34 1

2020-08-27T11:34 1

FDA-CBER-2022-1614-3816561



2020-07-29T17:15 6

2020-07-30T11:48 3

2020-07-31T16:23 8

2020-09-04T15:31 5

2020-09-14T08:37 1

2020-09-14T08:37 1

2020-09-09T14:57 4

2020-09-09T14:57 2

2020-08-04T10:06 7

2020-09-01T10:07 1

2020-08-06T09:48 1

2020-08-06T09:48 1

2020-08-06T10:55 5

2020-09-04T17:58 1

FDA-CBER-2022-1614-3816562



2020-08-09T08:26 3

2020-09-06T10:16 1

2020-09-06T10:16 1

2020-09-06T10:16 1

2020-09-06T10:16 1

2020-09-06T10:16 1

2020-09-06T10:16 1

2020-09-06T10:16 1

2020-09-06T10:16 1

2020-08-13T14:57 1

2020-09-10T17:23 4

2020-08-14T13:18 5

2020-08-15T14:25 1

2020-08-16T11:47 1

FDA-CBER-2022-1614-3816563



2020-08-25T11:41 1

2020-08-25T11:41 5

2020-08-25T11:41 1

2020-08-25T11:41 1

2020-08-23T16:30 1

2020-09-18T12:25 1

2020-08-23T15:13 3

2020-09-23T11:56 1

2020-09-23T11:56 1

2020-08-22T12:36 6

2020-08-23T14:43 1

2020-08-26T09:12 1

2020-09-23T15:04 3

2020-09-28T18:01 1

FDA-CBER-2022-1614-3816564



2020-09-25T17:17 2

2020-09-25T17:17 2

2020-08-31T17:36 1

2020-09-29T09:11 1

2020-09-29T09:11 1

2020-09-03T16:43 2

2020-10-02T14:12 1

2020-09-05T12:30 1

2020-11-10T09:12 2

2020-10-15T13:37 1

2020-10-15T13:37 1

2020-11-13T12:26 1

2020-10-18T10:07 24

2020-10-22T16:37 2

FDA-CBER-2022-1614-3816565



2020-10-22T16:37 1

2020-10-22T16:37 1

2020-11-20T15:45 6

2020-11-20T15:43 1

2020-11-20T15:43 1

2020-11-20T15:43 1

2020-10-23T17:18 1

2020-08-06T11:41 6

2020-08-07T16:04 1

2020-09-03T14:15 3

2020-09-03T14:15 3

2020-09-18T10:41 10

2020-09-14T17:45 1

2020-08-12T11:31 1

FDA-CBER-2022-1614-3816566



2020-08-13T16:04 3

2020-09-11T16:28 3

2020-08-14T13:17 1

2020-08-15T09:50 1

2020-09-17T11:45 1

2020-10-07T16:13 5

2020-10-07T16:13 1

2020-08-19T13:52 8

2020-09-22T11:16 3

2020-08-26T12:00 3

2020-09-28T16:15 4

2020-09-29T09:58 1

2020-09-29T09:58 1

2020-09-29T09:58 1

FDA-CBER-2022-1614-3816567



2020-09-29T09:58 1

2020-10-05T09:31 1

2020-10-05T09:31 1

2020-10-05T09:31 1

2020-09-03T10:42 5

2020-09-03T11:39 3

2020-09-03T11:39 4

2020-08-05T15:48 2

2020-09-03T10:08 1

2020-09-03T10:08 1

2020-08-10T14:46 2

2020-09-09T10:39 1

2020-08-14T15:25 5

2020-08-19T15:45 1

FDA-CBER-2022-1614-3816568



2020-08-19T15:45 1

2020-08-20T11:24 1

2020-09-17T10:29 1

2020-09-17T10:29 5

2020-09-24T10:50 1

2020-09-24T10:50 1

2020-09-22T11:09 1

2020-09-30T11:11 1

2020-09-30T11:11 1

2020-09-30T11:11 1

2020-10-02T10:18 1

2020-09-11T16:40 3

2020-09-07T14:10 1

2020-08-07T14:55 22

FDA-CBER-2022-1614-3816569



2020-08-07T14:55 22

2020-09-04T15:57 21

2020-09-04T15:57 21

2020-09-04T15:57 21

2020-08-07T15:51 29

2020-09-11T15:28 158

2020-09-07T13:36 1

2020-09-11T13:58 1

2020-09-11T13:58 2

2020-08-13T17:11 7

2020-08-18T14:04 6

2020-08-24T16:58 1

2020-08-25T11:49 1

2020-09-24T10:23 5

FDA-CBER-2022-1614-3816570



2020-09-24T10:23 10

2020-08-29T09:34 3

2020-08-29T12:18 9

2020-09-28T10:46 5

2020-10-01T08:50 3

2020-10-01T08:50 3

2020-10-01T08:50 2

2020-10-01T08:50 4

2020-10-01T08:50 3

2020-09-03T12:04 1

2020-09-05T10:40 3

2020-09-05T11:27 2

2020-09-06T09:07 1

2020-09-06T12:46 2

FDA-CBER-2022-1614-3816571



2020-10-09T09:15 6

2020-09-10T11:44 3

2020-09-10T11:44 1

2020-10-10T12:28 1

2020-10-10T12:28 1

2020-10-10T12:28 1

2020-09-14T12:33 1

2020-10-15T12:38 1

2020-10-15T12:38 1

2020-10-15T12:38 1

2020-09-17T11:25 1

2020-09-19T11:10 2

2020-09-19T11:10 2

2020-10-24T09:38 5

FDA-CBER-2022-1614-3816572



2020-10-24T09:38 2

2020-09-19T11:04 8

2020-10-20T15:48 6

2020-10-24T14:11 1

2020-10-01T14:02 2

2020-08-06T10:49 1

2020-09-04T10:12 1

2020-08-13T10:03 1

2020-09-10T10:38 1

2020-09-22T11:00 1

2020-09-22T11:00 1

2020-09-22T11:00 2

2020-08-20T12:38 2

2020-08-25T11:12 2

FDA-CBER-2022-1614-3816573



2020-09-23T10:02 1

2020-08-26T10:15 1

2020-08-26T10:15 3

2020-09-25T10:50 1

2020-09-29T10:16 1

2020-09-01T13:55 1

2020-10-01T13:08 9

2020-10-01T13:08 8

2020-09-18T12:13 2

2020-09-18T12:13 2

2020-09-18T12:13 2

2020-09-18T12:13 2

2020-10-23T12:44 1

2020-10-23T12:44 1

FDA-CBER-2022-1614-3816574



2020-10-23T12:44 1

2020-10-23T12:44 1

2020-10-23T12:44 1

2020-09-12T12:43 1

2020-09-18T13:15 2

2020-09-19T11:25 3

2020-08-06T16:23 1

2020-08-07T15:15 1

2020-08-15T10:54 1

2020-08-17T18:40 1

2020-09-23T10:49 1

2020-09-25T10:07 1

2020-09-01T10:37 3

2020-09-21T15:33 2

FDA-CBER-2022-1614-3816575



2020-09-22T14:52 1

2020-10-20T15:17 1

2020-10-20T15:17 1

2020-10-20T15:42 1

2020-10-21T14:16 1

2020-10-26T10:45 1

2020-10-27T14:37 6

2020-10-27T14:37 8

2020-10-27T14:37 8

2020-10-27T14:37 1

2020-11-04T13:31 1

2020-08-03T19:00 1

2020-08-03T19:00 1

2020-08-31T11:56 1

FDA-CBER-2022-1614-3816576



2020-08-05T13:02 1

2020-08-06T10:16 4

2020-08-06T13:58 1

2020-09-10T08:22 1

2020-09-15T14:08 5

2020-08-12T11:28 4

2020-08-14T10:43 1

2020-08-18T09:13 1

2020-09-15T08:41 1

2020-08-25T11:37 1

2020-08-25T11:37 1

2020-08-26T08:39 1

2020-08-26T12:42 1

2020-09-30T12:14 1

FDA-CBER-2022-1614-3816577



2020-09-26T13:15 1

2020-09-02T14:35 1

2020-09-03T09:01 1

2020-09-29T14:59 3

2020-09-04T16:56 5

2020-09-15T10:46 1

2020-09-15T10:46 1

2020-09-16T14:19 2

2020-10-14T11:12 1

2020-10-14T11:12 1

2020-09-18T17:00 2

2020-10-16T15:53 3

2020-10-20T08:15 4

2020-09-22T12:11 4

FDA-CBER-2022-1614-3816578



2020-09-22T12:11 4

2020-09-22T12:11 3

2020-09-22T12:11 2

2020-09-23T10:47 1

2020-10-26T14:34 1

2020-10-28T16:35 1

2020-10-23T11:31 20

2020-10-23T11:31 20

2020-10-23T11:31 20

2020-10-23T11:31 20

2020-10-22T14:01 12

2020-09-25T14:50 7

2020-10-23T15:48 3

2020-10-29T09:54 2

FDA-CBER-2022-1614-3816579



2020-10-02T11:01 4

2020-10-02T11:01 1

2020-11-02T15:36 1

2020-10-05T16:57 1

2020-10-09T16:02 4

2020-11-11T10:58 1

2020-11-13T10:42 1

2020-11-13T09:56 2

2020-11-13T15:22 1

2020-10-17T09:44 6

2020-10-17T09:44 4

2020-10-17T09:44 12

2020-10-17T09:44 4

2020-11-16T13:41 2

FDA-CBER-2022-1614-3816580



2020-10-21T10:51 3

2020-08-25T14:18 1

2020-08-25T12:27 4

2020-07-29T08:40 1

2020-07-29T11:47 1

2020-08-05T13:57 1

2020-08-05T13:57 1

2020-09-03T15:01 1

2020-08-05T15:14 1

2020-08-05T15:14 1

2020-09-08T14:31 2

2020-09-08T14:31 2

2020-08-08T12:36 1

2020-08-08T12:36 1

FDA-CBER-2022-1614-3816581



2020-08-08T12:36 1

2020-09-05T14:02 1

2020-09-05T14:02 11

2020-09-05T15:23 1

2020-08-10T12:07 2

2020-09-09T12:16 1

2020-09-09T14:30 1

2020-09-21T12:57 11

2020-09-21T12:57 11

2020-09-21T12:57 11

2020-08-18T10:27 11

2020-08-18T10:27 11

2020-08-18T10:27 9

2020-09-21T12:50 4

FDA-CBER-2022-1614-3816582



2020-09-21T12:50 6

2020-09-21T12:50 2

2020-09-21T12:50 3

2020-08-20T08:43 29

2020-08-20T08:43 29

2020-08-21T13:39 2

2020-08-24T13:19 4

2020-09-22T13:26 1

2020-09-22T13:26 1

2020-09-22T13:26 2

2020-09-22T13:26 1

2020-09-25T08:59 4

2020-09-25T08:59 1

2020-10-01T08:34 2

FDA-CBER-2022-1614-3816583



2020-09-01T16:44 1

2020-09-01T16:44 1

2020-10-08T14:32 1

2020-08-01T11:52 1

2020-08-06T10:36 2

2020-08-06T16:18 1

2020-09-10T09:32 5

2020-09-09T11:20 2

2020-08-13T10:46 1

2020-08-13T10:46 1

2020-08-13T10:46 1

2020-09-18T10:00 5

2020-09-14T17:18 2

2020-08-15T14:39 2

FDA-CBER-2022-1614-3816584



2020-08-15T14:39 2

2020-08-15T14:39 1

2020-09-15T16:45 2

2020-09-15T16:45 1

2020-09-15T16:45 2

2020-08-15T14:52 8

2020-08-19T11:35 2

2020-09-17T14:26 8

2020-08-20T17:03 1

2020-08-22T13:48 8

2020-09-25T13:31 8

2020-08-22T16:27 1

2020-09-21T13:51 3

2020-09-21T13:51 3

FDA-CBER-2022-1614-3816585



2020-09-21T13:51 3

2020-09-21T09:38 1

2020-09-21T09:38 1

2020-08-23T14:29 27

2020-08-23T14:29 27

2020-08-23T14:29 27

2020-08-23T15:38 5

2020-08-23T15:38 9

2020-08-28T10:42 1

2020-10-22T15:14 4

2020-09-04T14:29 2

2020-08-20T10:56 1

2020-10-19T08:39 1

2020-10-21T15:50 1

FDA-CBER-2022-1614-3816586



2020-10-01T14:38 9

2020-08-04T11:22 1

2020-08-04T11:22 5

2020-09-03T14:59 1

2020-08-08T10:53 1

2020-08-08T10:19 5

2020-09-03T12:13 1

2020-08-11T14:22 1

2020-08-11T14:22 2

2020-08-11T14:22 22

2020-09-08T12:14 64

2020-09-08T12:14 64

2020-09-08T12:14 64

2020-09-08T10:33 4

FDA-CBER-2022-1614-3816587



2020-09-12T12:47 1

2020-08-15T10:41 1

2020-08-15T12:54 3

2020-09-12T09:51 1

2020-09-12T09:51 1

2020-09-19T12:59 154

2020-09-22T10:03 1

2020-09-24T09:15 1

2020-09-24T12:54 1

2020-10-27T11:46 1

2020-11-02T14:56 4

2020-10-20T14:51 3

2020-08-03T12:55 1

2020-08-04T10:04 17

FDA-CBER-2022-1614-3816588



2020-08-04T10:04 4

2020-08-04T11:50 1

2020-08-04T11:50 4

2020-08-04T11:50 3

2020-08-04T11:50 1

2020-09-01T09:01 12

2020-08-31T14:45 1

2020-08-05T09:23 1

2020-08-05T09:37 1

2020-09-02T11:30 1

2020-09-02T11:30 4

2020-09-02T10:47 21

2020-08-05T11:34 7

2020-08-05T11:34 16

FDA-CBER-2022-1614-3816589



2020-08-05T11:34 17

2020-08-05T11:34 15

2020-09-03T08:59 1

2020-08-06T11:31 3

2020-08-06T12:05 1

2020-08-06T15:12 5

2020-09-03T10:29 4

2020-08-28T14:43 5

2020-08-07T14:52 1

2020-08-07T14:52 12

2020-08-07T14:52 14

2020-08-07T14:52 14

2020-08-07T14:52 1

2020-09-04T11:02 1

FDA-CBER-2022-1614-3816590



2020-09-04T11:02 1

2020-08-08T10:15 5

2020-08-08T12:00 3

2020-08-08T12:00 3

2020-08-08T12:00 3

2020-08-08T12:00 3

2020-08-10T14:01 15

2020-09-10T10:53 9

2020-09-10T10:53 13

2020-09-09T10:26 1

2020-09-09T11:06 2

2020-09-09T11:24 2

2020-08-12T11:45 1

2020-08-12T17:14 1

FDA-CBER-2022-1614-3816591



2020-08-12T17:14 1

2020-08-13T17:02 21

2020-08-14T09:28 2

2020-08-14T09:28 9

2020-08-14T09:28 2

2020-08-14T09:28 2

2020-08-14T09:45 2

2020-08-14T09:45 2

2020-08-14T15:37 5

2020-09-14T10:14 2

2020-09-14T10:14 1

2020-09-14T10:40 14

2020-09-14T10:40 26

2020-09-14T10:40 30

FDA-CBER-2022-1614-3816592



2020-09-14T10:32 1

2020-08-20T09:44 1

2020-09-18T10:57 5

2020-08-21T09:17 2

2020-08-21T09:13 2

2020-09-18T08:41 1

2020-08-24T09:19 2

2020-08-25T10:00 8

2020-08-26T09:42 1

2020-09-24T09:10 1

2020-08-26T14:23 1

2020-08-26T16:10 8

2020-08-26T16:10 8

2020-08-26T15:24 2

FDA-CBER-2022-1614-3816593



2020-09-24T09:00 2

2020-09-24T08:55 1

2020-08-27T16:58 1

2020-08-27T16:58 1

2020-08-27T16:58 1

2020-08-27T16:58 1

2020-09-25T09:12 6

2020-08-28T16:16 3

2020-08-28T16:21 1

2020-08-31T10:28 1

2020-10-14T13:15 4

2020-10-12T11:37 2

2020-10-06T14:17 3

2020-10-06T14:17 6

FDA-CBER-2022-1614-3816594



2020-10-06T14:17 2

2020-10-14T14:44 2

2020-10-14T14:44 2

2020-08-10T16:32 3

2020-09-07T11:03 34

2020-08-11T16:25 1

2020-08-11T16:25 1

2020-08-11T16:25 1

2020-08-11T16:25 1

2020-09-08T15:42 2

2020-08-12T15:29 1

2020-08-13T13:22 5

2020-08-13T13:22 1

2020-08-13T13:22 5

FDA-CBER-2022-1614-3816595



2020-08-13T13:22 4

2020-09-11T11:55 4

2020-08-14T17:12 1

2020-08-14T17:12 1

2020-09-14T11:32 2

2020-09-16T09:56 1

2020-09-15T14:46 3

2020-08-19T13:20 1

2020-08-20T10:31 1

2020-09-17T11:10 1

2020-08-20T13:34 1

2020-08-20T13:34 1

2020-08-20T13:34 1

2020-09-17T13:24 1

FDA-CBER-2022-1614-3816596



2020-09-17T13:24 1

2020-09-17T13:24 1

2020-09-17T13:24 1

2020-09-17T09:38 2

2020-09-18T11:51 3

2020-09-18T11:51 3

2020-09-23T11:19 1

2020-08-27T16:12 1

2020-08-27T16:56 1

2020-08-27T16:56 1

2020-08-27T16:56 1

2020-08-28T11:12 2

2020-08-28T16:57 1

2020-09-02T14:53 6

FDA-CBER-2022-1614-3816597



2020-09-03T14:49 1

2020-10-08T09:58 54

2020-10-07T10:06 1

2020-10-05T11:24 1

2020-09-10T11:29 7

2020-10-08T10:30 12

2020-09-10T12:57 8

2020-08-21T16:02 2

2020-09-18T10:05 1

2020-08-27T14:33 1

2020-09-28T09:40 5

2020-09-28T09:40 4

2020-10-02T13:16 1

2020-09-30T11:58 58

FDA-CBER-2022-1614-3816598



2020-10-08T15:24 1

2020-09-10T14:25 26

2020-10-12T10:43 1

2020-10-12T10:43 1

2020-10-05T14:40 1

2020-10-12T10:37 1

2020-09-10T12:03 1

2020-08-12T14:15 1

2020-08-12T14:15 1

2020-08-12T14:15 1

2020-09-18T14:42 4

2020-09-28T16:04 1

2020-09-17T10:48 4

2020-09-17T10:48 1

FDA-CBER-2022-1614-3816599



2020-10-13T17:11 1

2020-10-13T17:11 1

2020-10-13T17:11 1

2020-08-10T17:08 2

2020-08-11T16:09 3

2020-08-11T16:09 3

2020-09-11T13:27 2

2020-09-16T15:11 2

2020-09-15T16:10 6

2020-09-10T15:11 5

2020-08-14T17:13 4

2020-08-20T09:53 5

2020-09-15T11:43 1

2020-09-15T11:43 1

FDA-CBER-2022-1614-3816600



2020-08-19T13:06 1

2020-08-20T14:50 4

2020-08-28T14:52 6

2020-10-13T16:50 1

2020-10-13T16:50 1

2020-09-03T12:32 3

2020-09-03T12:32 2

2020-09-03T17:11 1

2020-10-13T14:31 1

2020-10-14T14:53 2

2020-10-14T14:53 2

2020-09-18T16:48 28

2020-09-18T16:48 3

2020-09-18T16:48 28

FDA-CBER-2022-1614-3816601



2020-09-24T11:11 1

2020-10-26T15:39 1

2020-12-16T09:31 1

2020-12-16T09:31 1

2020-12-16T09:31 1

2020-10-12T12:37 4

2020-10-12T12:37 3

2020-10-12T12:37 7

2020-11-17T14:18 1

2020-11-17T14:18 1

2020-11-09T16:09 1

2020-11-09T16:09 1

2020-11-24T16:13 1

2020-11-24T16:13 1

FDA-CBER-2022-1614-3816602



2020-11-24T16:13 1

2020-09-01T10:54 2

2020-08-06T16:18 1

2020-08-06T16:18 1

2020-08-06T16:18 1

2020-08-06T16:18 1

2020-08-13T10:47 21

2020-08-13T13:01 8

2020-08-13T13:01 18

2020-08-13T13:01 2

2020-08-13T13:01 1

2020-08-13T16:27 1

2020-08-13T16:47 1

2020-08-13T16:47 1

FDA-CBER-2022-1614-3816603



2020-09-17T14:59 1

2020-09-17T14:59 1

2020-09-17T14:59 1

2020-08-20T16:37 1

2020-08-20T16:37 1

2020-09-19T09:26 2

2020-09-22T09:44 2

2020-09-22T14:09 1

2020-08-25T16:07 1

2020-10-08T09:31 1

2020-09-10T11:03 1

2020-09-10T11:03 1

2020-09-10T11:03 1

2020-09-10T11:03 1

FDA-CBER-2022-1614-3816604



2020-09-10T11:03 1

2020-09-10T11:03 1

2020-09-10T11:03 1

2020-09-10T11:03 1

2020-09-19T14:39 21

2020-10-17T12:41 25

2020-09-24T10:23 1

2020-09-24T10:23 1

2020-09-24T10:23 1

2020-10-15T17:22 1

2020-10-15T17:22 1

2020-08-01T11:29 1

2020-09-01T16:07 2

2020-09-01T16:07 2

FDA-CBER-2022-1614-3816605



2020-09-01T16:07 2

2020-08-05T14:34 2

2020-08-05T14:41 1

2020-08-06T08:48 1

2020-09-03T07:52 2

2020-08-07T14:35 2

2020-08-07T14:35 1

2020-08-07T14:35 1

2020-09-11T11:48 1

2020-09-11T14:24 1

2020-08-15T09:48 1

2020-10-01T13:37 6

2020-10-01T13:37 6

2020-08-19T11:08 1

FDA-CBER-2022-1614-3816606



2020-08-20T14:39 1

2020-08-20T14:39 1

2020-09-21T09:31 1

2020-09-21T09:31 1

2020-09-24T15:11 2

2020-09-26T09:53 1

2020-11-05T09:04 3

2020-08-05T14:32 29

2020-08-10T11:37 3

2020-09-09T10:19 1

2020-09-11T09:37 1

2020-09-15T10:17 1

2020-08-11T11:49 1

2020-08-11T16:11 23

FDA-CBER-2022-1614-3816607



2020-08-11T16:11 23

2020-08-11T16:11 23

2020-08-12T16:40 1

2020-08-12T16:40 2

2020-08-12T16:40 2

2020-08-12T16:40 2

2020-09-10T14:04 2

2020-08-13T12:10 3

2020-08-14T16:36 4

2020-08-17T11:39 3

2020-08-17T12:23 3

2020-08-17T12:23 3

2020-09-16T10:08 1

2020-08-19T12:21 2

FDA-CBER-2022-1614-3816608



2020-08-20T15:13 5

2020-09-24T10:35 1

2020-09-24T10:35 1

2020-09-24T10:35 1

2020-09-21T13:35 2

2020-08-24T13:08 3

2020-08-24T13:08 3

2020-09-28T10:18 1

2020-09-24T12:15 3

2020-09-23T12:54 1

2020-08-26T15:54 5

2020-08-27T16:02 3

2020-08-27T16:02 3

2020-08-27T16:02 2

FDA-CBER-2022-1614-3816609



2020-10-02T09:44 8

2020-09-28T09:58 1

2020-09-28T09:58 1

2020-09-28T09:58 1

2020-09-03T14:47 3

2020-09-03T14:47 13

2020-09-03T14:47 13

2020-10-12T09:27 1

2020-10-12T09:27 1

2020-10-12T12:30 3

2020-10-19T15:43 1

2020-09-22T10:48 19

2020-11-05T15:27 1

2020-11-05T15:27 1

FDA-CBER-2022-1614-3816610



2020-11-05T15:27 1

2020-10-16T12:49 2

2020-10-16T12:49 2

2020-08-14T14:09 1

2020-08-14T13:40 3

2020-08-18T14:03 1

2020-08-18T14:03 1

2020-09-24T12:19 1

2020-10-01T15:43 1

2020-08-28T16:02 1

2020-09-29T13:54 1

2020-10-12T12:02 22

2020-09-17T13:32 1

2020-09-18T11:24 1

FDA-CBER-2022-1614-3816611



2020-10-19T12:55 1

2020-10-19T14:13 5

2020-09-14T14:31 1

2020-09-14T14:31 1

2020-09-14T14:31 1

2020-09-22T12:04 1

2020-08-28T15:40 4

2020-09-28T11:30 2

2020-09-29T11:29 1

2020-09-04T12:09 1

2020-09-09T17:35 1

2020-10-07T14:27 1

2020-09-10T18:51 1

2020-10-08T11:24 1

FDA-CBER-2022-1614-3816612



2020-09-11T10:15 2

2020-09-11T18:06 1

2020-09-11T18:06 1

2020-09-14T17:29 1

2020-09-18T10:08 4

2020-09-18T15:13 3

2020-07-27T11:15 2

2020-08-24T10:50 2

2020-07-27T16:32 3

2020-07-27T16:32 7

2020-07-27T16:32 7

2020-08-26T14:06 1

2020-08-26T14:06 1

2020-08-27T13:55 1

FDA-CBER-2022-1614-3816613



2020-09-04T13:35 2

2020-09-04T13:35 2

2020-09-04T07:50 2

2020-09-08T08:15 1

2020-09-08T08:15 1

2020-08-06T10:40 1

2020-09-03T14:48 18

2020-08-08T08:53 7

2020-08-08T08:53 7

2020-09-09T16:13 6

2020-09-11T15:19 1

2020-08-09T14:39 2

2020-08-09T14:44 6

2020-09-08T14:05 1

FDA-CBER-2022-1614-3816614



2020-08-11T14:54 1

2020-09-15T10:11 1

2020-09-15T10:11 1

2020-09-16T08:12 1

2020-09-11T09:50 2

2020-08-15T13:40 1

2020-08-16T14:21 1

2020-09-15T12:05 1

2020-08-22T12:38 1

2020-08-22T12:38 1

2020-08-22T12:38 1

2020-08-22T12:38 1

2020-08-22T13:01 1

2020-09-23T16:11 3

FDA-CBER-2022-1614-3816615



2020-09-23T16:11 1

2020-11-24T11:00 2

2020-11-24T11:00 1

2020-11-24T11:00 1

2020-10-22T20:55 3

2020-11-25T08:11 5

2020-07-30T13:30 1

2020-07-30T13:30 1

2020-07-30T13:25 1

2020-08-27T14:55 1

2020-08-28T12:30 4

2020-08-28T12:30 6

2020-08-28T12:30 5

2020-08-28T12:30 5

FDA-CBER-2022-1614-3816616



2020-08-28T12:30 4

2020-08-31T13:35 1

2020-08-04T15:55 1

2020-08-04T15:55 1

2020-08-05T10:30 3

2020-09-15T08:05 7

2020-09-11T10:55 1

2020-08-12T14:05 3

2020-09-11T12:15 5

2020-09-14T14:50 3

2020-08-18T09:15 1

2020-08-18T11:45 2

2020-08-31T08:55 1

2020-11-10T18:00 21

FDA-CBER-2022-1614-3816617



2020-08-14T08:57 1

2020-08-14T08:57 1

2020-08-14T08:57 1

2020-08-14T09:37 1

2020-09-15T09:18 1

2020-08-17T12:07 1

2020-08-17T12:07 2

2020-09-15T08:56 2

2020-08-18T09:28 2

2020-09-15T09:06 3

2020-09-15T09:06 13

2020-09-15T09:06 3

2020-09-16T14:30 2

2020-08-21T09:20 1

FDA-CBER-2022-1614-3816618



2020-08-25T09:52 3

2020-09-22T14:04 3

2020-09-24T10:39 1

2020-08-27T10:52 11

2020-08-27T10:52 6

2020-08-27T10:52 1

2020-08-27T10:52 1

2020-09-24T13:42 2

2020-09-24T13:42 1

2020-08-27T12:33 4

2020-09-25T11:08 5

2020-09-25T12:22 1

2020-09-25T12:22 1

2020-09-25T12:14 5

FDA-CBER-2022-1614-3816619



2020-08-31T11:05 22

2020-09-29T11:05 21

2020-08-31T10:57 6

2020-08-31T10:57 12

2020-08-31T10:57 2

2020-09-30T09:08 1

2020-09-30T09:08 1

2020-10-06T13:22 1

2020-09-03T10:36 1

2020-09-03T13:12 3

2020-09-04T11:21 4

2020-10-02T10:00 2

2020-09-04T11:41 1

2020-09-04T11:41 1

FDA-CBER-2022-1614-3816620



2020-09-04T11:41 1

2020-09-09T12:42 1

2020-09-09T12:42 1

2020-09-09T12:42 6

2020-09-11T14:13 2

2020-09-11T14:13 5

2020-10-09T13:02 22

2020-10-09T10:44 3

2020-09-16T09:27 2

2020-09-16T12:50 4

2020-10-14T12:44 5

2020-09-18T11:52 4

2020-09-28T12:49 4

2020-09-28T12:49 1

FDA-CBER-2022-1614-3816621



2020-09-28T12:49 1

2020-09-05T11:56 9

2020-08-10T11:52 1

2020-09-10T10:05 1

2020-08-13T10:08 15

2020-08-13T12:57 1

2020-08-13T12:57 1

2020-08-14T11:00 7

2020-09-14T09:51 1

2020-08-28T08:12 21

2020-08-28T08:12 21

2020-08-19T15:49 3

2020-08-19T15:39 6

2020-09-17T11:13 7

FDA-CBER-2022-1614-3816622



2020-10-08T13:20 1

2020-09-21T12:17 1

2020-08-26T16:46 1

2020-09-25T13:23 1

2020-09-01T09:47 1

2020-09-01T13:40 1

2020-10-01T14:49 1

2020-10-01T14:49 1

2020-09-03T09:24 1

2020-10-01T08:23 8

2020-09-04T15:35 1

2020-09-04T16:22 1

2020-10-08T16:08 1

2020-09-14T16:54 1

FDA-CBER-2022-1614-3816623



2020-09-14T16:54 1

2020-10-20T08:37 1

2020-09-25T17:55 1

2020-10-24T11:17 1

2020-09-29T17:19 1

2020-11-02T09:00 1

2020-10-22T15:40 1

2020-11-18T17:24 1

2020-10-22T10:38 1

2020-10-22T10:38 1

2020-10-22T10:38 3

2020-11-19T12:52 1

2020-08-18T10:26 3

2020-09-15T09:09 2

FDA-CBER-2022-1614-3816624



2020-08-21T13:56 1

2020-08-25T17:35 2

2020-09-01T13:06 1

2020-10-14T13:49 2

2020-10-14T13:49 2

2020-10-14T13:49 3

2020-10-14T13:49 3

2020-10-14T13:49 3

2020-09-16T13:16 1

2020-11-11T15:17 1

2020-11-11T15:17 1

2020-08-28T09:18 1

2020-08-28T09:18 1

2020-07-30T10:41 2

FDA-CBER-2022-1614-3816625



2020-07-30T10:22 1

2020-07-30T10:22 1

2020-08-24T15:59 1

2020-08-24T15:59 2

2020-08-27T14:06 1

2020-07-30T10:53 1

2020-07-30T14:11 1

2020-08-26T14:52 1

2020-08-28T10:47 1

2020-08-28T10:47 1

2020-08-24T16:03 1

2020-07-31T10:38 1

2020-08-28T10:23 1

2020-09-01T12:04 1

FDA-CBER-2022-1614-3816626



2020-09-01T12:04 1

2020-08-01T13:01 1

2020-08-01T14:27 1

2020-08-27T13:54 1

2020-08-03T09:25 6

2020-08-03T13:48 3

2020-08-03T17:05 1

2020-08-31T08:32 1

2020-09-01T11:34 3

2020-09-02T13:31 1

2020-09-01T11:18 4

2020-09-01T11:18 1

2020-08-04T15:24 1

2020-08-04T15:24 1

FDA-CBER-2022-1614-3816627



2020-09-08T09:29 1

2020-09-04T11:23 1

2020-09-02T08:24 3

2020-08-06T16:49 1

2020-08-06T17:20 2

2020-08-06T17:17 2

2020-09-09T09:39 1

2020-08-26T13:49 21

2020-08-26T13:49 21

2020-08-26T13:49 21

2020-10-06T10:49 2

2020-09-17T13:20 1

2020-09-23T10:45 1

2020-10-23T10:06 2

FDA-CBER-2022-1614-3816628



2020-09-30T10:49 2

2020-08-31T12:58 1

2020-09-01T09:34 1

2020-09-01T09:34 3

2020-09-01T09:34 3

2020-09-01T09:34 3

2020-08-05T11:11 1

2020-08-06T13:20 1

2020-09-11T11:07 2

2020-08-13T16:40 1

2020-09-14T08:12 1

2020-09-14T08:12 1

2020-09-14T08:12 1

2020-09-14T08:12 1

FDA-CBER-2022-1614-3816629



2020-08-14T14:25 2

2020-09-16T07:34 2

2020-09-16T07:34 2

2020-08-18T10:04 1

2020-08-18T10:04 1

2020-08-18T15:53 1

2020-09-17T08:36 1

2020-09-17T08:36 1

2020-08-20T09:57 2

2020-09-16T09:25 1

2020-08-20T15:35 22

2020-08-20T15:35 22

2020-08-20T15:35 22

2020-08-20T15:35 22

FDA-CBER-2022-1614-3816630



2020-09-25T13:55 1

2020-09-21T13:56 1

2020-08-31T12:32 1

2020-08-31T12:32 1

2020-10-07T16:17 1

2020-10-07T16:17 1

2020-10-07T16:17 1

2020-10-20T10:18 1

2020-10-01T15:38 2

2020-10-01T15:38 25

2020-09-01T11:59 1

2020-09-02T18:39 1

2020-09-04T14:08 2

2020-09-04T14:08 22

FDA-CBER-2022-1614-3816631



2020-09-04T14:08 22

2020-09-04T14:08 22

2020-10-02T12:51 11

2020-10-02T12:51 33

2020-10-02T12:51 1

2020-10-02T12:51 12

2020-10-09T12:59 2

2020-09-11T16:27 7

2020-10-12T11:36 1

2020-09-14T13:39 2

2020-09-15T14:28 1

2020-09-15T14:28 5

2020-09-17T16:10 1

2020-09-17T16:10 1

FDA-CBER-2022-1614-3816632



2020-10-19T10:53 1

2020-10-19T10:53 1

2020-10-19T10:53 1

2020-11-16T13:44 1

2020-11-16T13:44 1

2020-11-16T13:44 1

2020-10-21T11:18 1

2020-08-12T17:00 7

2020-09-09T12:00 1

2020-09-14T14:27 1

2020-08-14T13:25 1

2020-08-14T13:45 5

2020-09-11T12:41 1

2020-09-11T12:41 2

FDA-CBER-2022-1614-3816633



2020-08-17T17:04 12

2020-09-14T11:58 2

2020-09-17T09:26 1

2020-09-22T10:03 1

2020-09-25T09:44 4

2020-09-02T09:48 1

2020-09-29T12:10 2

2020-10-05T12:07 2

2020-11-16T12:09 6

2020-11-16T12:09 6

2020-08-25T11:09 2

2020-09-24T11:09 5

2020-09-23T13:58 1

2020-10-01T16:32 9

FDA-CBER-2022-1614-3816634



2020-09-30T11:55 1

2020-09-30T11:55 1

2020-10-01T10:21 1

2020-10-02T12:20 23

2020-10-02T14:59 1

2020-10-05T10:01 1

2020-10-06T10:52 1

2020-10-06T10:52 1

2020-09-22T16:42 11

2020-09-22T16:42 1

2020-09-23T10:46 1

2020-10-26T12:08 1

2020-10-05T16:26 4

2020-10-05T16:26 2

FDA-CBER-2022-1614-3816635



2020-09-18T09:08 1

2020-08-24T15:20 1

2020-08-28T08:22 2

2020-09-25T08:15 1

2020-09-28T14:49 2

2020-09-28T13:27 1

2020-08-31T16:12 1

2020-09-01T15:31 1

2020-09-29T15:00 1

2020-09-29T15:00 3

2020-10-02T10:31 5

2020-10-02T10:31 3

2020-10-02T10:31 11

2020-09-04T12:05 4

FDA-CBER-2022-1614-3816636



2020-09-04T12:05 4

2020-10-02T11:49 1

2020-09-11T13:52 1

2020-10-06T16:19 1

2020-11-16T16:24 1

2020-11-16T12:51 2

2020-09-10T09:43 1

2020-08-14T12:46 1

2020-08-21T11:15 2

2020-09-24T13:49 1

2020-09-24T13:49 1

2020-09-24T13:49 1

2020-08-27T15:20 1

2020-09-25T11:57 6

FDA-CBER-2022-1614-3816637



2020-09-30T13:29 1

2020-10-09T09:07 1

2020-10-09T09:07 1

2020-09-09T15:58 1

2020-09-09T15:46 28

2020-09-10T12:51 1

2020-09-30T13:44 24

2020-09-30T13:44 5

2020-09-04T10:00 1

2020-08-06T10:35 20

2020-08-07T11:00 2

2020-09-10T12:48 2

2020-09-08T12:38 1

2020-09-15T09:58 2

FDA-CBER-2022-1614-3816638



2020-09-16T10:03 2

2020-08-20T09:00 2

2020-08-20T10:19 1

2020-08-20T10:19 7

2020-09-14T11:05 4

2020-09-14T11:05 4

2020-09-14T11:05 4

2020-08-21T08:46 1

2020-09-17T11:33 8

2020-09-18T10:48 1

2020-09-22T12:59 1

2020-08-26T08:58 1

2020-08-27T10:29 1

2020-09-25T11:10 113

FDA-CBER-2022-1614-3816639



2020-09-30T13:02 1

2020-09-29T13:22 1

2020-09-29T13:22 1

2020-09-28T13:55 1

2020-09-28T08:55 13

2020-10-02T09:24 1

2020-10-02T09:24 1

2020-10-02T09:24 1

2020-10-02T09:24 1

2020-09-28T11:15 1

2020-09-04T09:40 1

2020-09-04T11:35 1

2020-09-29T08:35 1

2020-09-29T08:35 1

FDA-CBER-2022-1614-3816640



2020-09-29T08:35 1

2020-09-08T13:04 3

2020-10-06T13:20 1

2020-10-06T13:20 3

2020-10-06T13:20 2

2020-09-14T14:28 4

2020-09-15T08:57 1

2020-09-15T08:57 1

2020-09-16T10:22 1

2020-09-21T10:25 2

2020-08-24T15:00 10

2020-09-24T08:26 2

2020-09-28T08:45 1

2020-09-30T12:57 2

FDA-CBER-2022-1614-3816641



2020-09-17T16:09 1

2020-08-24T15:17 2

2020-08-25T14:38 1

2020-08-25T15:16 1

2020-09-23T08:24 2

2020-08-28T10:17 7

2020-08-28T13:08 1

2020-09-03T09:49 1

2020-09-08T11:40 1

2020-10-09T10:37 1

2020-10-12T12:49 1

2020-09-22T12:28 2

2020-10-27T12:39 1

2020-10-27T12:39 3

FDA-CBER-2022-1614-3816642



2020-10-27T12:39 3

2020-10-27T12:39 3

2020-10-27T12:39 3

2020-10-02T10:54 1

2020-11-16T14:28 2

2020-10-22T11:46 3

2020-09-09T16:50 1

2020-08-15T15:36 1

2020-08-19T11:58 3

2020-09-15T09:32 1

2020-09-17T09:46 1

2020-08-24T14:36 10

2020-09-21T12:14 3

2020-09-25T08:27 1

FDA-CBER-2022-1614-3816643



2020-09-25T08:27 1

2020-08-25T09:34 1

2020-09-22T11:17 1

2020-09-22T11:17 1

2020-09-22T11:17 1

2020-08-27T09:47 1

2020-09-23T10:52 9

2020-10-08T08:21 1

2020-10-08T08:21 1

2020-09-16T14:54 1

2020-09-18T15:46 1

2020-10-22T15:50 1

2020-09-09T11:01 3

2020-09-10T09:13 2

FDA-CBER-2022-1614-3816644



2020-10-15T11:04 1

2020-09-16T16:02 1

2020-10-09T15:47 1

2020-10-09T15:47 2

2020-10-09T15:47 3

2020-10-15T16:16 2

2020-11-13T11:24 1

2020-08-19T12:09 1

2020-09-23T15:50 1

2020-08-20T11:32 1

2020-08-20T11:32 1

2020-08-20T13:53 4

2020-08-21T12:34 1

2020-08-21T12:34 1

FDA-CBER-2022-1614-3816645



2020-09-22T10:57 1

2020-09-22T10:57 1

2020-08-21T13:24 1

2020-08-24T10:59 5

2020-09-23T10:05 1

2020-08-25T14:41 2

2020-09-23T15:14 5

2020-09-23T15:14 6

2020-09-23T15:14 6

2020-09-23T15:14 22

2020-10-02T13:39 2

2020-08-28T10:53 2

2020-08-28T13:15 4

2020-08-31T12:59 1

FDA-CBER-2022-1614-3816646



2020-09-30T11:48 1

2020-09-30T11:48 1

2020-09-07T10:27 1

2020-09-07T11:00 1

2020-09-07T11:00 1

2020-09-22T12:45 5

2020-10-26T14:19 2

2020-10-23T11:25 1

2020-10-23T11:25 1

2020-11-11T10:45 13

2020-10-13T12:54 1

2020-11-11T09:04 1

2020-10-14T13:59 1

2020-10-14T13:59 1

FDA-CBER-2022-1614-3816647



2020-09-08T12:30 1

2020-10-06T16:43 2

2020-10-08T10:20 1

2020-10-08T10:20 2

2020-10-08T10:20 1

2020-09-10T16:58 2

2020-09-11T14:30 1

2020-09-30T16:02 1

2020-11-10T16:23 1

2020-09-05T11:00 5

2020-08-08T13:49 5

2020-09-05T09:02 1

2020-09-05T09:02 1

2020-08-09T11:38 1

FDA-CBER-2022-1614-3816648



2020-09-08T09:53 1

2020-09-08T09:53 3

2020-09-08T09:53 5

2020-08-15T11:46 3

2020-08-17T16:35 1

2020-08-17T16:35 1

2020-09-03T15:54 1

2020-10-09T11:04 2

2020-10-09T10:55 1

2020-10-09T10:55 1

2020-09-11T15:05 8

2020-10-16T13:44 2

2020-10-16T13:44 6

2020-10-16T13:44 5

FDA-CBER-2022-1614-3816649



2020-10-16T13:44 4

2020-10-16T13:44 2

2020-09-18T13:59 1

2020-09-18T15:54 1

2020-09-22T15:30 3

2020-09-24T11:31 9

2020-09-24T11:31 21

2020-09-25T10:55 1

2020-09-25T10:55 1

2020-09-25T10:55 1

2020-10-23T10:32 6

2020-10-29T15:17 1

2020-10-29T15:17 1

2020-10-06T13:31 21

FDA-CBER-2022-1614-3816650



2020-11-03T12:14 2

2020-11-09T13:22 4

2020-11-09T13:22 3

2020-10-15T15:50 2

2020-10-21T10:07 1

2020-10-23T10:32 2

2020-11-20T12:33 2

2020-11-20T12:33 6

2020-11-20T12:47 1

2020-09-10T09:40 2

2020-09-17T11:55 4

2020-09-17T11:55 4

2020-09-29T13:44 1

2020-09-02T12:28 1

FDA-CBER-2022-1614-3816651



2020-09-08T10:36 1

2020-09-08T10:36 1

2020-09-18T15:05 1

2020-10-20T10:00 1

2020-10-20T10:00 1

2020-10-12T13:56 4

2020-11-11T13:12 6

2020-10-16T12:23 1

2020-10-20T10:19 1

2020-09-08T15:02 1

2020-10-09T11:36 1

2020-10-09T11:36 1

2020-09-16T16:26 1

2020-10-19T14:25 1

FDA-CBER-2022-1614-3816652



2020-10-19T14:25 1

2020-09-22T14:31 3

2020-10-06T14:12 1

2020-11-09T15:33 1

2020-11-09T09:58 1

2020-11-20T16:11 1

2020-09-24T15:20 3

2020-09-23T14:51 1

2020-08-27T15:16 1

2020-09-24T14:50 3

2020-09-26T10:57 1

2020-09-28T16:35 4

2020-09-28T17:28 1

2020-09-09T16:51 1

FDA-CBER-2022-1614-3816653



2020-10-09T15:39 1

2020-09-12T11:13 2

2020-09-12T11:13 1

2020-09-12T11:13 4

2020-10-15T14:41 1

2020-09-19T11:09 1

2020-09-19T12:00 1

2020-09-19T16:45 2

2020-10-02T15:09 9

2020-09-10T10:00 2

2020-10-08T10:02 2

2020-09-16T13:52 1

2020-10-02T15:21 1

2020-10-07T10:34 1

FDA-CBER-2022-1614-3816654



2020-10-20T14:27 1

2020-10-07T09:43 3

2020-09-18T14:07 22

2020-10-16T13:52 3

2020-10-16T13:52 10

2020-09-04T09:04 14

2020-09-08T12:38 8

2020-10-12T09:13 2

2020-10-12T15:30 2

2020-10-12T15:30 2

2020-09-14T09:40 1

2020-10-13T10:56 5

2020-10-13T10:56 9

2020-10-13T10:56 3

FDA-CBER-2022-1614-3816655



2020-10-13T10:56 1

2020-10-15T12:50 1

2020-09-16T16:32 11

2020-09-16T16:32 3

2020-09-16T16:32 1

2020-09-16T16:32 9

2020-10-19T15:14 8

2020-10-22T14:16 1

2020-10-23T11:02 21

2020-10-27T13:35 1

2020-10-02T14:20 1

2020-10-05T14:33 4

2020-10-05T14:33 1

2020-11-02T13:14 1

FDA-CBER-2022-1614-3816656



2020-10-20T12:25 1

2020-10-20T12:25 5

2020-10-20T12:25 1

2020-11-18T13:28 5

2020-11-18T13:28 8

2020-11-18T13:28 15

2020-11-18T13:28 2

2020-09-08T11:17 1

2020-09-08T11:21 1

2020-09-09T09:46 4

2020-08-11T16:20 1

2020-09-10T13:51 1

2020-08-13T16:22 3

2020-08-17T11:56 1

FDA-CBER-2022-1614-3816657



2020-08-17T11:56 22

2020-08-18T17:56 4

2020-09-21T14:07 1

2020-09-15T15:34 1

2020-09-16T18:02 1

2020-09-16T18:02 1

2020-09-23T08:40 6

2020-10-02T13:55 33

2020-09-22T10:07 1

2020-09-28T11:39 1

2020-09-30T14:22 1

2020-10-09T11:22 1

2020-10-14T14:38 1

2020-10-15T15:40 1

FDA-CBER-2022-1614-3816658



2020-09-30T15:02 1

2020-10-08T16:19 1

2020-09-24T13:34 1

2020-08-27T16:06 3

2020-08-27T16:06 1

2020-09-03T10:13 1

2020-10-06T09:50 1

2020-09-10T10:28 1

2020-09-10T10:28 1

2020-10-08T10:42 1

2020-10-08T10:42 2

2020-10-08T10:42 1

2020-10-09T14:25 1

2020-10-09T14:25 1

FDA-CBER-2022-1614-3816659



2020-10-09T14:25 1

2020-09-11T15:50 1

2020-09-14T09:39 1

2020-09-15T12:36 1

2020-09-21T11:58 1

2020-09-21T10:56 1

2020-11-02T11:27 1

2020-11-10T11:22 1

2020-10-08T11:57 1

2020-09-21T09:10 4

2020-09-21T09:10 5

2020-09-15T12:27 4

2020-10-13T11:03 3

2020-10-16T09:56 1

FDA-CBER-2022-1614-3816660



2020-09-23T12:09 8

2020-10-08T11:32 1

2020-11-18T09:35 1

2020-11-18T10:23 2

2020-10-19T14:17 2

2020-11-19T12:41 1

2020-10-23T16:58 4

2020-10-23T17:37 1

2020-10-23T17:37 1

2020-10-23T17:37 1

2020-08-28T16:42 1

2020-08-02T08:34 1

2020-08-02T15:01 1

2020-08-31T11:36 2

FDA-CBER-2022-1614-3816661



2020-09-04T12:52 3

2020-09-04T12:52 9

2020-09-04T12:32 3

2020-08-07T10:06 1

2020-09-08T11:49 11

2020-09-08T11:49 14

2020-08-07T15:33 1

2020-08-07T16:39 3

2020-08-11T12:07 1

2020-08-11T19:43 3

2020-08-11T20:08 3

2020-08-14T08:53 3

2020-08-14T08:53 3

2020-08-14T09:40 1

FDA-CBER-2022-1614-3816662



2020-09-12T12:19 1

2020-08-15T12:06 2

2020-08-15T12:06 2

2020-08-19T15:01 1

2020-08-21T15:14 1

2020-08-21T15:14 1

2020-09-23T09:23 2

2020-09-23T09:23 3

2020-09-23T09:23 3

2020-09-30T16:26 1

2020-09-12T12:37 3

2020-08-04T11:02 3

2020-08-10T15:10 3

2020-08-12T12:02 21

FDA-CBER-2022-1614-3816663



2020-08-12T12:02 21

2020-09-09T09:18 8

2020-09-09T09:18 8

2020-09-09T09:18 8

2020-09-10T14:02 1

2020-09-18T16:37 1

2020-09-18T16:37 1

2020-08-21T10:31 1

2020-08-26T16:14 1

2020-09-24T11:43 5

2020-09-01T11:46 19

2020-09-29T10:40 1

2020-09-29T10:40 1

2020-10-02T11:06 6

FDA-CBER-2022-1614-3816664



2020-10-02T11:06 6

2020-10-02T11:20 4

2020-10-02T11:20 2

2020-09-08T09:36 1

2020-09-10T10:44 1

2020-09-11T10:35 1

2020-10-12T09:35 1

2020-10-12T09:35 3

2020-10-12T09:35 3

2020-10-12T09:35 3

2020-09-15T14:00 1

2020-09-15T14:00 1

2020-09-15T17:05 23

2020-09-16T14:27 1

FDA-CBER-2022-1614-3816665



2020-09-17T16:55 1

2020-09-17T16:55 1

2020-10-19T11:51 1

2020-10-23T14:43 1

2020-10-28T10:30 1

2020-10-19T16:23 4

2020-10-22T16:32 1

2020-08-24T13:59 1

2020-08-27T16:04 1

2020-08-27T16:04 1

2020-08-27T16:04 1

2020-09-22T08:13 7

2020-08-25T10:12 1

2020-08-25T14:09 2

FDA-CBER-2022-1614-3816666



2020-08-26T09:52 2

2020-08-26T14:46 1

2020-09-24T11:26 5

2020-08-27T17:01 1

2020-08-28T09:58 1

2020-09-25T12:04 1

2020-10-01T08:32 1

2020-08-31T09:33 3

2020-08-31T09:33 3

2020-08-31T11:10 1

2020-09-28T11:42 2

2020-09-30T11:56 1

2020-10-01T09:55 1

2020-09-30T12:06 1

FDA-CBER-2022-1614-3816667



2020-09-03T15:49 1

2020-09-03T15:49 1

2020-10-03T09:07 2

2020-09-05T16:28 1

2020-10-03T09:25 1

2020-10-06T11:48 2

2020-09-09T16:10 2

2020-09-09T16:10 1

2020-10-19T14:03 6

2020-10-15T17:25 3

2020-10-08T14:22 1

2020-10-08T14:22 1

2020-10-08T11:34 1

2020-10-08T11:34 1

FDA-CBER-2022-1614-3816668



2020-10-13T10:42 1

2020-09-17T13:56 1

2020-09-14T16:02 4

2020-10-12T09:25 3

2020-10-01T18:24 1

2020-10-01T18:24 1

2020-11-05T16:25 28

2020-09-19T10:22 4

2020-10-17T13:37 2

2020-10-17T13:37 1

2020-09-19T16:47 1

2020-10-17T14:54 1

2020-10-24T11:53 1

2020-10-22T16:40 1

FDA-CBER-2022-1614-3816669



2020-10-27T11:55 1

2020-10-27T11:55 1

2020-10-27T11:55 1

2020-10-27T11:55 1

2020-10-27T11:55 1

2020-10-27T11:55 1

2020-10-27T11:55 1

2020-10-27T11:55 1

2020-10-01T14:57 21

2020-09-10T16:37 1

2020-08-14T09:40 2

2020-09-15T13:56 1

2020-09-16T08:18 105

2020-09-16T08:18 107

FDA-CBER-2022-1614-3816670



2020-09-16T08:18 15

2020-09-16T08:18 11

2020-09-16T08:18 5

2020-08-20T14:58 3

2020-09-16T08:33 1

2020-08-20T17:20 2

2020-08-21T13:40 21

2020-08-21T15:27 1

2020-08-24T15:38 1

2020-08-24T15:38 1

2020-08-25T16:15 1

2020-08-26T14:35 4

2020-09-29T12:09 1

2020-08-27T15:09 26

FDA-CBER-2022-1614-3816671



2020-09-29T15:04 11

2020-09-29T15:04 11

2020-08-28T11:08 1

2020-08-28T11:08 1

2020-09-01T14:55 1

2020-09-01T16:20 2

2020-09-28T08:26 1

2020-09-03T15:23 13

2020-09-03T15:23 2

2020-09-18T14:51 1

2020-09-22T10:57 2

2020-08-25T13:06 1

2020-08-25T13:06 1

2020-09-29T10:48 1

FDA-CBER-2022-1614-3816672



2020-09-29T10:48 1

2020-09-02T12:52 1

2020-09-03T14:19 30

2020-10-05T09:53 1

2020-10-06T12:47 1

2020-10-06T12:47 1

2020-10-06T12:47 1

2020-10-07T08:49 5

2020-09-09T17:43 1

2020-10-09T12:01 1

2020-09-15T11:41 12

2020-09-15T11:41 21

2020-09-15T11:41 21

2020-09-15T11:41 21

FDA-CBER-2022-1614-3816673



2020-09-08T17:54 1

2020-09-08T17:54 1

2020-08-12T11:20 1

2020-08-13T11:52 1

2020-08-13T11:52 1

2020-08-14T11:50 1

2020-09-14T11:33 2

2020-08-18T08:54 1

2020-08-18T08:54 1

2020-08-18T08:54 1

2020-09-17T09:08 1

2020-09-17T09:08 1

2020-09-17T09:08 1

2020-09-17T09:08 1

FDA-CBER-2022-1614-3816674



2020-09-17T09:03 1

2020-08-20T11:46 1

2020-08-20T11:46 13

2020-08-20T11:46 5

2020-08-20T11:46 1

2020-09-17T15:13 1

2020-09-17T15:13 1

2020-09-28T14:16 5

2020-09-02T16:57 1

2020-10-09T09:19 1

2020-09-11T09:12 4

2020-10-13T08:57 1

2020-10-14T10:21 1

2020-08-14T11:57 1

FDA-CBER-2022-1614-3816675



2020-09-15T10:57 1

2020-09-15T10:57 1

2020-09-15T10:57 1

2020-09-21T09:49 1

2020-09-15T08:25 1

2020-10-06T14:39 1

2020-10-16T09:31 1

2020-08-07T12:31 1

2020-09-10T11:25 1

2020-09-16T15:57 4

2020-09-24T10:22 1

2020-09-24T10:22 1

2020-11-02T15:29 1

2020-10-05T12:57 1

FDA-CBER-2022-1614-3816676



2020-11-06T09:53 2

2020-08-18T14:24 4

2020-08-18T14:24 3

2020-08-19T10:21 1

2020-08-19T10:21 3

2020-09-16T15:33 8

2020-09-16T15:33 2

2020-09-16T15:33 2

2020-08-20T12:10 2

2020-09-21T10:10 3

2020-09-21T10:10 3

2020-09-21T10:10 3

2020-09-23T15:53 1

2020-09-29T13:59 2

FDA-CBER-2022-1614-3816677



2020-10-01T08:59 1

2020-10-01T08:59 1

2020-09-11T11:31 21

2020-10-12T15:20 1

2020-09-15T11:47 1

2020-09-15T15:36 1

2020-10-15T13:45 1

2020-08-03T11:04 3

2020-08-31T16:51 1

2020-08-05T12:25 2

2020-08-31T12:21 1

2020-08-31T14:03 2

2020-08-06T17:32 1

2020-08-07T15:38 1

FDA-CBER-2022-1614-3816678



2020-08-07T15:38 1

2020-08-10T13:28 4

2020-08-11T09:52 2

2020-09-15T17:19 1

2020-09-09T13:57 6

2020-08-13T13:06 5

2020-09-14T10:54 1

2020-09-14T10:54 1

2020-09-16T17:56 1

2020-08-15T12:31 3

2020-09-11T13:34 1

2020-08-18T09:45 3

2020-09-17T13:26 1

2020-08-20T12:36 2

FDA-CBER-2022-1614-3816679



2020-08-20T12:36 2

2020-09-18T09:16 2

2020-08-26T09:29 1

2020-08-26T09:29 1

2020-08-26T09:29 1

2020-09-28T16:13 3

2020-09-28T16:13 3

2020-10-02T11:33 11

2020-10-09T14:27 2

2020-10-09T14:27 2

2020-10-09T14:27 1

2020-10-09T14:27 1

2020-10-15T12:54 1

2020-10-16T16:07 2

FDA-CBER-2022-1614-3816680



2020-09-25T10:05 1

2020-08-05T10:16 2

2020-08-05T10:16 2

2020-09-01T12:00 4

2020-09-03T08:30 1

2020-08-07T12:43 1

2020-08-07T15:16 16

2020-09-03T09:52 1

2020-09-03T09:52 5

2020-09-03T09:52 2

2020-08-10T17:32 1

2020-08-11T12:01 5

2020-08-11T13:30 1

2020-09-10T08:08 2

FDA-CBER-2022-1614-3816681



2020-09-17T10:31 3

2020-09-17T10:31 1

2020-09-17T10:31 1

2020-08-14T14:19 3

2020-08-14T14:19 1

2020-09-21T11:11 1

2020-09-14T13:35 4

2020-09-14T13:35 1

2020-09-14T13:35 1

2020-08-18T09:26 2

2020-09-15T09:03 1

2020-09-15T09:03 2

2020-09-15T09:03 2

2020-09-15T09:03 1

FDA-CBER-2022-1614-3816682



2020-09-15T09:03 1

2020-08-18T10:49 1

2020-08-18T15:21 3

2020-08-18T15:58 1

2020-09-23T14:12 1

2020-09-23T14:12 1

2020-09-23T14:12 1

2020-08-18T16:37 2

2020-09-16T15:29 1

2020-08-19T09:29 1

2020-09-24T10:48 2

2020-09-24T10:45 4

2020-08-19T11:41 4

2020-09-16T12:16 3

FDA-CBER-2022-1614-3816683



2020-09-18T16:48 1

2020-09-15T14:12 1

2020-08-20T17:05 1

2020-09-18T14:25 7

2020-09-18T14:25 8

2020-08-21T09:17 1

2020-08-21T09:36 2

2020-09-25T16:24 1

2020-08-24T17:00 10

2020-09-21T08:12 11

2020-08-25T12:36 16

2020-08-25T13:01 1

2020-08-25T13:01 1

2020-09-23T07:54 2

FDA-CBER-2022-1614-3816684



2020-08-26T11:38 2

2020-09-21T15:45 1

2020-09-25T15:15 1

2020-09-25T15:15 1

2020-08-27T11:39 7

2020-08-27T14:36 2

2020-08-27T14:36 2

2020-08-27T15:11 2

2020-09-25T11:36 3

2020-09-25T11:36 1

2020-09-03T15:54 1

2020-09-15T08:40 2

2020-09-21T16:45 1

2020-09-21T17:04 2

FDA-CBER-2022-1614-3816685



2020-11-16T09:29 1

2020-11-16T09:29 1

2020-11-23T12:30 2

2020-11-23T12:30 1

2020-11-20T13:57 3

2020-07-31T17:05 1

2020-07-31T17:05 1

2020-08-07T14:02 18

2020-09-04T07:54 1

2020-09-09T13:35 1

2020-09-11T08:30 4

2020-08-19T09:23 1

2020-08-19T09:23 1

2020-09-16T10:14 1

FDA-CBER-2022-1614-3816686



2020-09-14T15:55 1

2020-09-14T15:55 1

2020-09-14T15:55 1

2020-09-30T08:30 1

2020-10-09T17:14 1

2020-10-09T17:14 1

2020-09-15T16:54 1

2020-10-14T13:38 9

2020-10-14T13:38 5

2020-09-30T15:43 2

2020-10-02T18:34 2

2020-09-28T10:00 31

2020-08-28T13:46 1

2020-10-23T11:18 2

FDA-CBER-2022-1614-3816687



2020-08-14T12:03 1

2020-08-24T13:53 1

2020-08-24T13:53 1

2020-08-24T13:53 1

2020-08-24T13:53 1

2020-09-25T13:26 1

2020-09-28T11:53 1

2020-08-31T15:51 2

2020-09-30T14:31 1

2020-09-09T13:13 6

2020-09-11T11:22 1

2020-09-11T15:25 1

2020-09-29T14:39 1

2020-10-01T15:47 4
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2020-10-22T12:47 1

2020-10-22T12:47 1

2020-08-06T13:12 1

2020-08-07T09:44 1

2020-08-07T10:54 24

2020-08-07T10:54 9

2020-09-04T11:44 2

2020-08-10T12:26 1

2020-08-10T13:01 3

2020-09-08T17:49 8

2020-09-15T16:49 3

2020-09-18T08:47 1

2020-09-08T15:11 1

2020-09-15T13:38 2
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2020-09-15T13:38 2

2020-09-15T13:38 2

2020-09-16T08:26 1

2020-09-16T12:40 6

2020-09-16T12:53 3

2020-08-21T12:25 4

2020-08-21T15:24 4

2020-10-13T15:25 2

2020-10-13T15:25 2

2020-08-24T13:25 3

2020-09-28T13:28 1

2020-09-28T13:28 1

2020-09-30T08:47 1

2020-08-26T12:47 1

FDA-CBER-2022-1614-3816690



2020-08-26T12:47 1

2020-09-25T15:15 1

2020-08-28T12:06 1

2020-08-28T12:06 35

2020-10-15T12:42 1

2020-09-30T13:15 1

2020-09-01T13:34 1

2020-09-01T13:34 1

2020-09-01T13:34 1

2020-09-01T13:34 1

2020-10-16T14:33 3

2020-10-16T14:33 3

2020-09-03T10:16 4

2020-09-04T09:41 1
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2020-09-04T09:41 1

2020-10-13T16:12 7

2020-10-13T16:12 7

2020-09-10T12:27 69

2020-08-27T14:45 1

2020-10-05T16:36 3

2020-10-05T16:36 1

2020-09-18T12:17 2

2020-10-16T12:30 7

2020-10-05T14:15 5

2020-11-18T12:25 3

2020-10-23T19:38 18

2020-09-21T09:59 2

2020-08-27T14:59 1

FDA-CBER-2022-1614-3816692



2020-09-08T14:34 1

2020-09-14T11:42 3

2020-10-14T13:13 9

2020-10-01T14:36 3

2020-09-03T17:47 1

2020-09-03T17:47 1

2020-09-03T17:47 1

2020-09-03T17:29 1

2020-09-03T18:43 1

2020-09-08T16:56 1

2020-09-10T14:25 1

2020-09-10T14:25 4

2020-10-16T10:57 5

2020-09-25T09:46 1
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2020-08-31T12:50 1

2020-09-30T14:30 1

2020-09-30T14:30 1

2020-09-03T16:47 1

2020-09-03T16:47 1

2020-10-01T15:27 1

2020-10-01T15:27 1

2020-10-01T13:06 1

2020-10-06T16:42 1

2020-10-06T16:42 6

2020-10-06T16:42 6

2020-10-06T16:42 6

2020-10-23T13:31 1

2020-11-05T11:36 95
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2020-11-05T11:36 25

2020-11-05T11:36 25

2020-11-05T11:36 25

2020-08-24T10:54 2

2020-09-23T12:39 1

2020-09-23T12:39 1

2020-09-25T13:22 1

2020-09-25T14:58 1

2020-08-31T15:15 4

2020-09-03T12:19 1

2020-09-03T14:38 1

2020-09-14T15:05 1

2020-10-12T12:47 1

2020-10-12T12:47 1
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2020-10-12T12:47 1

2020-10-12T12:47 1

2020-11-30T11:38 2

2020-11-30T11:38 1

2020-11-30T11:38 1

2020-11-30T11:38 1

2020-09-24T08:54 1

2020-09-26T08:56 4

2020-09-02T10:55 1

2020-09-30T12:47 1

2020-09-08T11:24 9

2020-09-08T11:24 9

2020-10-15T10:24 1

2020-09-15T10:35 1
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2020-09-15T10:35 1

2020-09-16T14:33 8

2020-09-16T14:33 3

2020-09-16T17:24 3

2020-09-24T14:04 2

2020-10-05T17:04 9

2020-10-05T17:04 22

2020-10-05T17:04 22

2020-10-05T17:04 2

2020-10-05T17:04 22

2020-10-06T14:42 2

2020-10-12T12:32 6

2020-10-12T12:32 22

2020-10-12T12:32 22
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2020-10-12T12:32 22

2020-10-12T12:32 22

2020-10-15T09:52 1

2020-10-15T09:52 1

2020-10-15T09:52 1

2020-10-15T09:52 1

2020-10-15T09:52 1

2020-10-15T09:52 1

2020-11-18T14:12 10

2020-11-18T14:12 10

2020-11-18T14:12 9

2020-11-18T14:12 10

2020-11-18T14:12 10

2020-10-17T12:37 2

FDA-CBER-2022-1614-3816698



2020-11-18T11:15 1

2020-11-18T11:15 1

2020-10-20T10:02 1

2020-10-20T10:02 1

2020-11-24T07:53 1

2020-11-24T07:53 1

2020-11-24T07:53 1

2020-11-24T07:53 1

2020-11-24T07:53 1

2020-11-24T07:53 1

2020-08-20T15:21 29

2020-08-20T15:21 29

2020-09-22T11:23 8

2020-09-01T14:21 23

FDA-CBER-2022-1614-3816699



2020-09-30T13:23 5

2020-09-30T13:23 5

2020-10-01T10:49 1

2020-10-01T10:49 1

2020-09-10T13:58 2

2020-09-11T14:03 21

2020-10-09T12:20 29

2020-11-12T10:50 1

2020-10-09T15:13 1

2020-09-02T11:12 2

2020-09-01T14:14 7

2020-09-01T14:14 6

2020-09-01T14:14 7

2020-09-01T14:14 6

FDA-CBER-2022-1614-3816700



2020-09-01T14:14 6

2020-09-01T14:14 6

2020-09-01T14:14 6

2020-09-01T14:14 6

2020-09-02T16:09 8

2020-09-02T16:09 8

2020-09-02T16:09 8

2020-09-02T16:09 8

2020-09-14T10:54 4

2020-10-26T14:57 23

2020-09-29T11:29 1

2020-10-14T12:12 1

2020-09-04T11:16 1

2020-09-18T11:42 1

FDA-CBER-2022-1614-3816701



2020-09-18T11:42 1

2020-09-18T11:42 3

2020-09-24T10:26 2

2020-08-31T14:32 21

2020-09-01T13:08 30

2020-09-02T12:18 1

2020-09-30T11:25 1

2020-09-30T11:25 1

2020-09-03T12:32 1

2020-10-01T10:06 1

2020-10-02T10:37 1

2020-10-02T10:37 1

2020-10-16T11:55 5

2020-10-16T11:55 5

FDA-CBER-2022-1614-3816702



2020-10-16T11:55 2

2020-10-16T11:55 1

2020-10-13T10:25 1

2020-09-16T15:55 22

2020-10-19T13:23 4

2020-09-28T12:37 1

2020-10-13T10:03 1

2020-10-13T10:03 1

2020-10-13T10:03 1

2020-10-12T11:35 1

2020-10-12T11:35 4

2020-10-12T11:35 5

2020-08-24T17:49 1

2020-08-24T17:49 1

FDA-CBER-2022-1614-3816703



2020-08-27T12:37 1

2020-10-08T16:09 3

2020-10-08T16:09 3

2020-10-08T16:09 3

2020-10-08T16:09 3

2020-10-02T16:13 1

2020-10-12T12:29 4

2020-09-17T15:02 6

2020-09-21T13:17 1

2020-10-22T12:22 2

2020-10-22T12:22 2

2020-09-25T11:04 1

2020-09-28T12:20 9

2020-10-26T09:30 1

FDA-CBER-2022-1614-3816704



2020-10-26T09:30 1

2020-11-12T16:26 1

2020-10-14T17:35 1

2020-10-22T16:09 1

2020-10-22T16:09 1

2020-09-22T13:10 2

2020-09-23T16:22 1

2020-09-25T16:02 1

2020-10-02T13:52 1

2020-11-02T11:06 7

2020-11-02T11:06 3

2020-11-02T11:06 10

2020-10-06T15:47 1

2020-10-06T15:47 1

FDA-CBER-2022-1614-3816705



2020-10-06T15:47 1

2020-10-21T13:02 3

2020-10-21T13:02 1

FDA-CBER-2022-1614-3816706
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RESPONSE TO FDA COMMENTS ON CLINICAL DATED OCTOBER 28, 2021

The Sponsor acknowledges FDA Comments on CLINICAL (in BOLD)

COVID-19 Vaccine, mRNA (SPIKEVAX)
Subject: Responses to Information Request #5 (Datasets)

The Sponsor has provided responses to a few of the discussion points for CBER to facilitate 
discussion during the planned TC:

ITEM 1:

The SDTM define file stylesheet has an incorrect filename (‘define1-0-0.xsl’).
Please change the file name to ‘define2-0-0.xsl’ and resubmit the file.

Sponsor Response
The Sponsor would like to apologize for any inconvenience this brings to review. The file 
name of the SDTM define file stylesheet was automatically renamed by the publishing tool, 
renamed the file name from ‘define2-0-0.xsl’ to ‘define1-0-0.xsl’ in tabulation \sdtm location. 
Please rename the file name back to ‘define2-0-0.xsl’. This would be a more straightforward 
approach.

CBER Discussion Point:
Unfortunately, this is not a straightforward approach as we are unable to change names in 
the system. Please resubmit with the correct file name.

Sponsor Response 

Moderna will resubmit the file. No further discussion is needed.

ITEM #4:
Regarding ongoing solicited events:

b. ‘Ongoing’ was not flagged in CE as requested. Instead you flagged an event in SUPPAE
with Y for ‘solicited adverse reaction’ and N for ‘AR remove flag’ (please notify us if this is
incorrect), which impacts our analysis of this data. Please update the CE dataset by
including ‘ongoing’ in CENRTPT with CEENTPT of ‘Day 7.’

Response to b:
We first would like to explain SUPPAE.REMOVEFL=Y. In this study, participants reported 
SAR using eDiary after each injection. If an AR is collected on AE eCRF but not satisfies 
criteria of SAE or last beyond 7 days after injection, such AR would be mapped to CE and 
FACE domains and flagged as removed in SUPPAE (SUPPAE.REMOVEFL=Y). This 
mapping logic was implemented after a series of IR correspondence of SDTM mapping 
(Reference: IND 19745 SN0052 provided on 06-Oct-2020) as well as a teleconference held on 
23-Oct-2020 between Moderna and CBER to discuss this topic.
Ongoing flag is not utilized in CE domain as there is no clear definition of ‘ongoing’, i.e.
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whether ‘ongoing’ refers to an SAR ongoing on Day 7 or an SAR ongoing at the time of data 
snapshot. Per Submitting Study Datasets for Vaccines to the Office of Vaccines Research and 
Review Guidance for Industry Technical Specifications Document, the ongoing information is 
suggested to be collected; however, in study P301, such information is not collected. In study 
P301, an ongoing SAR meant a SAR was reported on both D7 and D8. In eDiary data, there 
could be cases where SAR was reported by a study participant,
• on D7 and D9 (but not reported on D8 or no event on D8), or
• on D6 and D8 (but not reported on D7).
Due to this fact, there was no robust logic to assign “ongoing” in CEENRTPT.

CBER Discussion Points:
Please add the flag to CE and resubmit the dataset.

Sponsor Response: We accept CBER’s comment and agree to update CE domain adding 
CENRTPT=”Day 7” and CEENTPT=”ONGOING” for all last beyond Day 7 events.
We have assessed, such update would have no impact on analysis. Thus, the Sponsor would like 
to propose to implement CBER's suggestion in the future sBLA submission. 

c. Events are listed in AE that were neither an ongoing solicited event nor an SAE, but
which were categorized as ‘reactogenicity’ in AECAT. We acknowledge that you may have
categorized events that were reported by the investigator which were synonymous with
solicited events and which occurred during the 7-day evaluation period and which may
have been merged into the CE dataset as such, but this negatively impacts out ability to
analyze the data. These events should have been reported in CE from the start of the study.
Please note that we requested reporting of this data in this way in our September 28, 2020
advice under your IND submission, but since this was not implemented in your November
2020 EUA submission, we agreed that you could flag these events in SUPPAE as ‘removed’
from AE analysis and instead were included in the CE dataset and ultimately the
reactogenicity analysis. As these events are already flagged, please revise the category for
these events back to ‘Adverse Event’ so that they are not confused with ongoing events.

Response to c:
a. AECAT=”reactogenicity” is based on answer to the SAR question on AE eCRF form 
(please refer to response to Item 5 too);
b. Independently, remove flag = “Yes” in SUPPAE if the AE preferred term is pre-identified
solicited AR symptom terms but the event not satisfying either lasting beyond 7 days nor SAE
criteria.
a) and b) above are assessed independently. Would you please disregard AECAT?

CBER Discussion Points:
By reporting it in AE and then categorizing it as “reactogenicity” you have now

indicated it is either ongoing or an SAE (as per the Vaccine guidance).
Please correct and resubmit.

FDA-CBER-2022-1614-3816708
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Sponsor Response: The Sponsor would like to clarify that, as this topic was discussed 
previously with CBER, the Sponsor did not realize that CBER expected us to update the 
mapping logics for BLA submission from what were used for EUA submissions. 

We would like further clarification from CBER on the request to ensure we are aligned on the 
updates to be made: 
Is the request to merge events unreported in eDiary for SAR but collected on AE eCRF form and 
did not satisfy serious criteria,  back to CE domain with EVAL=”INVESTIGETOR”?

We would like to use two examples for discussion purpose (Pain):
Example 1. A subject reported No Pain on Day 1 and Day 2, missed reporting Symptom Pain on 
Day 3 and Day 4 after Dose 1 (Not Done) during the window opening for eDiary reporting. The 
Investigator captured this event (Pain for 2 days – Day 3 and 4) in AE eCRF form. 

Example 2. A subject reported Symptom Pain on Day 1 and 2 after Dose 1 using eDiary; missed 
reporting Symptom Pain at Day 3 and Day 4 during the window opening for eDiary reporting 
(not done). The Investigator captured this event in AE eCRF form. 

With our current mapping logic, this event is mapped to FACE, as well as kept in AE domain 
with AECAT=REACTOGENICITY and REMOVEFL=Y. Currently, Pain on Day 3 and 4 are 
not in topline CE records. For analysis, which is based on FACE, such events are included. 
No update in FACE is needed.

Below table lists our understanding of your suggestion, could you please clarify/confirm? 

SYMPTON 
Current mapping logic for CE 

(CURRENT) 
 - Based on e-DIARY Only 

CBER's suggestion  
(to discuss) 

Example 1

  
DAY 1, 2 with No EVENT

 DAY 3, 4 with NOT DONE 
DAY 5, 6, 7 with No EVENT 

PAIN CEOCCUR=NULL CEOCCUR=Y
 CETOXGR = NULL CETOXGR=2 
 CEDTC = Date of DAY 7 CEDTC = Date of DAY 7 

Example 2
EVAL STUDY SUBJECT INVESTIGATOR

  
DAY 1, 2 with EVENT

Day 3, Day 4 captured in AE DAY 3, 4 with NOT DONE 
DAY 5, 6, 7 with No EVENT 

 CEOCCUR=Y CEOCCUR=Y 
 CETOXGR = EVENT Grade CETOXGR = EVENT Grade
 CESTDTC = Date of Day 1 CESTDTC = Date of Day 1 
 CEENDTC= Null CEENDTC= Date of Day 4
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 CEDTC = Date of DAY 7 CEDTC = Date of DAY 7 

EVAL STUDY SUBJECT 

? as this is a mix of INVESTIGATOR and STUDY 
SUBJECT
Our proposal: “STUDY 
SUBJECT/INVESTIGATOR”? 

Regarding your request: 
As these events are already flagged, please revise the category for
these events back to ‘Adverse Event’ so that they are not confused with ongoing events.
Let’s discuss the reactogenicity events as in the above two examples, which based on current 
logic, would have records in AE domain with AEACT=” REACTOGENICITY” and 
REMOVEFL=”Y”. These events are considered SAR and included  in analysis of SAR; such 
events are not included in analysis of unsolicited AE.
We would like to seek further clarification:
Our understanding of your request is to keep this record in AE domain but to change AECAT 
from ”REACTOGENICITY” (current) to “ADVERSE EVENT”. Per CDISC guideline, we 
prefer to follow the annotation CRF mapping as shown below:

Please note these events are considered SAR and included  in analysis of SAR; such events are 
not included in analysis of unsolicited AE.

Response to d:
In Study P301, SAR event captured on AE eCRF was identified through clinical review of AE 
preferred terms in correspondence of AR symptoms as collected on eDiary. For subject 300-
2215, Lymphadenopathy was reported on Days 7-9 (AEDECOD=”Lymphadenopathy”), but 
such preferred term was not identified in correspondence of the pre-defined SAR symptoms.

CBER Discussion Points:
The solicited term “underarm gland swelling or tenderness” should = axillary

lymphadenopathy (and potentially other closely associated terms). We have provided a
file for your reference showing the events that are reported in AE that may potentially be
a SAR (see also item 6).

Please revise the datasets and resubmit.
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Sponsor response: We agree with the comment that AEDECOD=”Lymphadenopathy” should 
be included in the pre-defined SAR symptoms. No further discussion is required.

ITEM #5
We have identified several instances where events reported in AE were erroneously
categorized as ‘Reactogenicity’. For example, subject 305-2061 had a left knee torn
meniscus with AECAT= Reactogenicity. Please ensure that all events in AE are
characterized correctly and resubmit the AE dataset. Please note that none of the
events correctly categorized as ‘reactogenicity’ should be included in ADAE.

Sponsor Response
The value “reactogenicity” in AECAT was assigned based on the following question on the 
AE eCRF page (screenshot below) if the answer to the question is ‘Yes’:

Part of the data review and cleaning was to identify if an event should be mapped to the CE
when it was marked as SAR on the AE eCRF page. If there wasn’t enough detail provided to 
support the mapping to CE domain, sites were queried to provide more details or to make 
updates. At the time of the database lock and analyses, if queries were not fully resolved, the 
corresponding events were left in AE domain.

CBER Discussion Points:
Since this is an error in categorization in this example, please indicate the steps taken to

ensure the datasets are correct and useable.
Please correct and resubmit AE.

Sponsor Response: We understand the request, however, as Per CDISC implementation 
standard, we should not change collected data. Data captured on AE eCRF form reflects 
investigator assessment. We propose, at analysis dataset level (ADaM), we drop AECAT from 
ADAE and add AAECAT=”ADVERSE EVENT”. 
Please note that such event has been included in ADAE and the analysis of unsolicited AE. The 
proposed update would not have any impact in terms of analysis.

ITEM #8:
The duration of solicited adverse reactions appear to be calculated based on the
number of unique days in which the event is reported. We are concerned that this
underestimates the event duration (e.g. an event reported on Day 1 and Days 3 and 5 likely
had lasted 5 days as opposed to 3). Please provide an analysis of solicited adverse reaction 
duration (as presented in Tables 14.3.1.4.1.1 and 14.3.1.4.1.2 of the CSR) where duration is 
calculated assuming that the event occurred continuously from the first day to the last day 
the event was reported (i.e. duration = last day – first day + 1), regardless of how many 
days the event was documented in between.
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Sponsor Response
The duration of solicited adverse reaction (SAR) was calculated as the cumulative number of 
days that the solicited AR was reported, including the day of injection. We would like to use 
this opportunity to further explain/clarify the data derivation on duration of SAR. In this 
study, participants reported SAR using eDiary after each injection started within 7 days until 
the end of the SAR. If an AR is collected on AE eCRF but does not satisfies criteria of SAE or 
last beyond 7 days after injection, such AR would be mapped to CE and FACE domains, and 
flagged as removed in SUPPAE (SUPPAE.REMOVEFL=Y), correspondingly in ADAR and 
ADARP7D (section 5.2.3 and 5.2.4 of ADRG). If an AR is collected on AE eCRF and either 
satisfies criteria of SAE or last beyond 7 days after injection, such AR would be included in 
AE, CE, FAAE and FACE domains, and correspondingly in ADAE, ADAR and ADARP7D. 
These mapping logics have been implemented after a series of IR correspondence of SDTM 
mapping (Reference: IND 19745 SN0052 provided on 06-Oct-2020) as well as a 
teleconference held on 23-Oct-2020 between Moderna and CBER to discuss this topic. ADaM 
dataset ADARSUM includes summary data of ADAR and ADARP7D, contains total number 
of days with symptom grade > 0 that are derived from both ADAR andADARP7D. ADARSUM 
is one record per subject (SUBJID), per symptom (PARAMCD), and per vaccine/injection 
(ATPTREF), please refer to Section 4.2 Data Dependencies and Section 5.2.5 ADARSUM of 
ADRG). ADARSUM is the ADaM dataset that supports Summary of number of days of 
solicited adverse reaction after each injection provided in the CSR (Tables 14.3.1.4.1.1 and 
14.3.1.4.1.2). We believe the provided summary of number of days (duration) of SAR in CSR 
presents the reported duration of SAR in this study. In this response, we are providing the 
requested analysis of summary of duration of SAR using the suggestion of the reviewer which 
represent a conservative approach of calculating the duration of SAR, in which duration = last 
date – first date +1 (tables 8-1 and 8-2). The results are summarized in Table 8-1 below with 
the source tables provided in in Module 5.3.5.1. Using this conservative approach, the results 
are consistent with the duration of SAR reported in CSR section 7.1.3: The solicited ARs in 
participants who received mRNA-1273 persisted for a median of 1 to 3 days after the first and 
second injection, with no apparent difference noted between the first and second injection.

CBER Discussion Points:
We appreciate that you performed the sensitivity analysis, in the future please report

duration as = last day – first day + 1.

Sponsor Response 

No further discussion required at this TC.

ITEM #10:
We have identified instances where the start date or end date of an event is missing
in CE even though FACE and FAAE had each day reported. For example, 301-
2053 had underarm gland swelling on Day 2, 5, 6, and 7 in FACE and on Days 9-15
in FAAE. The event for this subject was also reported in AE from Days 6-16. This
event is also inappropriately reported in ADAE (note that in addition to this event
not being appropriate for reporting in ADAE, it is also reported from the subject’s
diary as indicated in FAAE). Please update the CE dataset with the appropriate
dates/days.
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Sponsor Response
Per CDISC VXUG1-1, CE START Date/END Date should be set to missing if they cannot be 
determined due to missing event report date. For subject 301-2053, we cannot determine the 
end date for this event. There were 2 records in FAAE on Day 16 and 17 with missing report. 
Therefore, the Sponsor couldn’t tell which date is the end date.

CBER Discussion Points:
While CBER agrees that the start date/end date can be null in CE if it cannot be

determined, it was unclear if that was the case for this example.
Why was the ongoing SAR reported in ADAE?
Please correct all of these inconsistencies and resubmit the datasets.

Sponsor Response 

Thank you for the follow-up comments. We have looked up this example (Subject 301-2053). 
1. We would like to confirm that, for this example, the reason CEENDTC is null because last 
two records are ‘Not Done”, please see below for displays from FAAE last 2 records.
CE

FAAE

 

2. The SPONSOR would like to clarify, in ADAE, “UNDERARM GLAND SWELLING” is 
not an ongoing SAR (row 1 below). The ongoing AE event for this subject is listed in row 3. 
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RESPONSE TO FDA COMMENTS ON CLINICAL DATED OCTOBER 28, 2021 
 
The Sponsor acknowledges FDA Comments on CLINICAL (in BOLD) 
 
COVID-19 Vaccine, mRNA (SPIKEVAX) 
Subject: Responses to Information Request #5 (Datasets) 
 
Dear Dr. Olsen, 
Below, please find the discussion points (related to your responses for the Items listed in 
Information Request # 5 communicated to you on September 24, 2021) for the 
teleconference scheduled on October 29, 2021, at 1:00 PM EST. 
Please comment on the impact each item has on the solicited and/or unsolicited safety 
results. 
Please update and resubmit the CBER Requested Tables (Batches #1 and #2) after 
addressing the items that impact the safety results (with particular attention to items 4a, 
4d, 5, 6 and 10 [highlighted in yellow]), if applicable. 

 
ITEM 1:  

-0-  
-0-  

 
Sponsor Response 
The Sponsor would like to apologize for any inconvenience this brings to review. The file 
name of the SDTM define file stylesheet was automatically renamed by the publishing tool, 
renamed -0- -0- \sdtm location. 
Please -0-
approach. 
 
CBER Discussion Point: 
Unfortunately, this is not a straightforward approach as we are unable to change names in 
the system. Please resubmit with the correct file name. 
 
Sponsor Response  

Moderna will resubmit the file. No further discussion is needed. 

 

ITEM 2: 
In study P301, 25 subjects had AEs with an AEOUT= RECOVERED/RESOLVED or 
RECOVERED/RESOLVED WITH SEQUELAE, but an end date or collected 
duration is not provided. Please clarify if AEOUT is correctly reported (in which case 
an end date should be provided) or if AEOUT is incorrectly reported. Please correct 
the dataset accordingly. 
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Sponsor Response 
The Sponsor would 
the 25 AE records with an AEOUT=RECOVERED/RESOLVED but an end date not provided. 
Out of these 25 AE records, 3 have been removed by the site personnel; 1 record has been 
updated with an end date provided; 1 record has been updated with AEOUT=NOT 
RECOVERED/NOT RESOLVED; sites have responded/provided comments for 4 records but 
were not able to update either AEOUT or provide end date; data queries are open for 2 
records. The rest 14 AE records had issues on raw data handling, such partial dates were 
populated inconsistently. We will discuss how to fix this specific raw data issue. 
 
CBER Discussion Points: 
Please see discussion points listed under Item #3 

 
Sponsor Response  

Sponsor would 

like to clarify the documented and  pre-defined BLA DBL scope that was put in place to enable 

the interim lock whilst the study was ongoing and data, including safety events, were being 

continually being collected and updated.  

 

As previously communicated, the data cut-off (DCO) for the BLA DBL was the 26th March 2021, 

primarily driven by the 6-month median safety follow-up post dose 2 in Part A for both study 

cohorts. 

 

For standard visits and safety calls, defined in the protocol schedule of events tables included in 

the protocol, this translated as any visit or safety call that had occurred up to and including the date 

of the DCO were in scope for full lock. Full lock of these data included as a pre-requisite: complete 

eCRFs, all queries resolved and closed, SDV (if sampled) and PI signed. 

 

For safety data, in this interim lock context, a more nuanced approach was required, in order to 

define what could be fully clean and locked vs what could not, as data collection was ongoing. 

The process implemented for safety data, is outlined below: 

 

 AEs: 
o Only AEs that are resolved at the time of the DCO will be locked 
o Coding review will be complete for all 
o Some AEs in scope may not be locked for the following reason: 

 If AE is a COVID AE and external lab/hospital records are 
not available at the time of DBL to answer queries and/or 
complete SDV  

 If an AE is the last log line in the log form and therefore 
needs to stay unlocked to allow for further data to be added 
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 If an AE is unable to be signed by the investigator because 
other log lines on the page (out of scope) are not clean and 
therefore the form is not available for signing 

 If AE for other reasons other than the above cannot be locked 
as they are not fully cleaned in time for DBL with an 
acceptable rate of <1% not clean/locked 
 

 SAEs: 
o SAEs (regardless of resolution status) will not be locked 
o SAEs that are resolved at the time of the DCO will have SDV* 

complete and will be PI signed. *Note SDV will only be possible for 
data fields present and supported by relevant records. As source 
records for SAEs will quite often come from third party hospitals it 
is understood that delays in receiving records may result in not all 
SDV being complete at the time of DBL. 

o Early terminated subjects that have SAEs will potentially fall under 
the same caveat as outlined above if external records are not present 
at the time of DBL to ensure that SAEs are only locked as complete 
reconciled data 

o SAE reconciliation as specified in the Data Validation Manual  
o Coding review will be complete for all 

 
 SAEs, MAAEs and COVID-19 cases ongoing at time of DCO or newly 

occurring between DCO and DBL: 
o Data relating to these events will continue to be prioritized for 

cleaning and PI signature up to the DBL but will not be locked. All 
will be coded. 

 

Of the 25 Subjects AEs, none were in scope for lock. 20 of the AEs were non-Serious and had no 

resolution date, without which they could not fall into the category for resolution by the DCO. The 

remaining 5 were serious, however also did not have resolution dates, hence were not in scope for 

full SDV, and no SAEs were in scope for lock, as are significant safety events and considered 

subject to change until study completion and the final DBL. 

 

In summary,  data to be included in the BLA DBL that 

was not subject to change at a later date due to the ongoing context of the clinical trial.  
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Please see below summary of the 3 AEs that have been removed from the live database since the 

BLA DBL and related datasets: 

 
Record # 1 2 3 

Subject ID US3262234 US3252516 US3252516 

AE Category Reactogenicity AE AE 

Reported Term for 

AE 

Fatigue Irregular heart beat Irregular heart beat 

Dictionary-Derived 

Term 

Fatigue Heart rate irregular Heart rate irregular 

Start Date/Time of 

AE 

2020-09-23 N/A (none present at DBL) T00:00 

End Date N/A (none present at DBL) N/A (none present at DBL) N/A (none present at DBL) 

Serious N Y Y 

Causality Related Not Related Not Related 

Severity Mild Severe Severe 

Outcome Recovered/Resolved Recovered/Resolved Recovered/Resolved 

Sponsor Comments This record has been deleted 

from the live database since 

the BLA DBL. It was deleted 

because it was already 

recorded in the Subject diary 

and no SAR reporting 

criteria was met and 

therefore should not have 

been recorded as an AE. 

This record has been deleted 

from the live database since 

the BLA DBL. Record 

deleted because it was a 

symptom of another SAE.  

This record has been deleted 

from the live database and 

was a duplicate of record #2. 

See comments for record #2. 

 

 

In study P301, 6 subjects had AEs with an AEOUT= NOT RECOVERED/NOT 
RESOLVED, but an end date is provided. Please explain and correct where 
appropriate. 
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Sponsor Response
Data queries have been sent to the sites, one record has been updated to RECOVERED after 
data extraction for BLA.

CBER Discussion Points pertaining to Items #2 and #3:
Please submit the revised datasets (SDTM and ADaM) pertaining to Items #2 and #3
In addition to the revised AE datasets, CBER will need a separate document indicating

which subjects were impacted by the revision. This can be provided before the
resubmission of the datasets.

Sponsor Response 

Record # 1 2 3 4 5 6

Subject ID US3172322 US319208

1

US3232048 US3292158 US3532212 US3692148

AE 

Category

AE AE AE AE AE AE

Reported 

Term for 

AE

Chronic 

obstructive 

pulmonary 

disease 

acute 

exacerbatio

n

2 and 4 

sternal 

border

murmur

Increased 

salivary 

secretions

Exacerbatio

n of COPD

Worsening back 

pain

Hypothyroidis

m

Dictionary

-Derived 

Term

Chronic 

obstructive 

pulmonary 

disease

Cardiac 

murmur

Salivary 

hypersecretio

n

Chronic 

obstructive 

pulmonary 

disease

Back pain Hypothyroidis

m

Start Date 2020-10-07 2021-01-

15

2020-09-23 2021-04-07 2020-09-25 2021-02-08

End Date 2020-10-10 2021-03-

11

2020-12-12 2021-04-09 2020-11-17 2021-04-12
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Record # 1 2 3 4 5 6 

Subject ID US3172322 US319208

1 

US3232048 US3292158 US3532212 US3692148 

Serious N N N Y N N 

Causality Not Related Not 

Related 

Not Related Not Related Not Related Not Related 

Severity Mild Mild Moderate Severe Moderate Moderate 

Outcome Not 

Recovered/ 

Not 

Resolved 

Not 

Recovered/ 

Not 

Resolved 

Not 

Recovered/ 

Not Resolved 

Not 

Recovered/ 

Not 

Resolved 

Not Recovered/ 

Not Resolved 

Not Recovered/ 

Not Resolved 

Sponsor 

Comments 

Pending  

Query on 

AE to 

update 

outcome to 

resolved. 

AE was in 

scope for 

lock and 

was locked 

with 

discordant 

data, which 

cannot be 

changed or 

queried 

now.  

AE was in 

scope for lock 

and was 

locked with 

discordant 

data, which 

cannot be 

changed or 

queried now. 

In this 

situation, the 

participant 

died while the 

AE was 

ongoing. Site 

entered date 

of death as 

end date 

instead of 

leaving it 

ongoing at 

time of death.  

AE was not 

in scope for 

lock. Data 

now 

updated to 

indicate 

resolved. 

AE was in scope 
for lock and was 
locked discordant 
data, which cannot 
be changed or 
queried now. Per 
site the worsening 
pain was not 
resolved/recovere
d until the subject 
had the surgery 
which is the 
worsening spinal 
stenosis AE. 
 
  

AE was not in 

scope for lock. 

Data now 

updated to 

indicate 

resolved. 

 

ITEM #4: 
Regarding ongoing solicited events: 
 
a. We have found 2428 records in P301 in which reactogenicity events reported in CE and 
lasting longer than the 7-day evaluation period (CERFTDTC + 6) were not reported in the 
AE dataset, e.g. subject 300- 2231 had myalgia from Day 3-16 as reported in CE, but 

 
update the AE dataset if these events should have been reported as ongoing. Please also 
provide revised summary safety data tables accordingly. 
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Response to a: 
The Sponsor acknowledges this comment. Please note that: 

-Diary data (subsequently mapped to CE domain) were entered by study participants 
via electronic devices. Once the eDiary data was submitted, no change could be made. 

 
beyond 7 days into the AE eCRF page (per Submitting Study Datasets for Vaccines to the 
Office of Vaccines Research and Review Guidance for Industry Technical Specifications 
Document). 

persisting beyond 7 days. For each planned database lock, the study team tried very hard to 
clean the eCRF data as much as possible. However, given that the eDiary and eCRF are two 
independent systems, it may be possible that the entries into the 2 systems when needed do not 
match perfectly. 
 
CBER Discussion Points: 

 As CBER only provided one example of the 2428 events identified, please clarify 
what is 
AE eCRF  

 We have provided the list of records for you to use, but it also may not be all 
inclusive because of the lack of days/dates in CE used to identify them. 

 Please update the CE and AE datasets as requested and resubmit. 
 
Sponsor Response: 
 

 

Moderna agreed to do a detailed review of the 2428 events and provide a comprehensive 
assessment of these discrepancies. In the initial spot check, there were a number of terms that 
may be considered a match between the Diary and AE, but may not be included in the pre-
specified Preferred Terms (PT) that corresponds to symptoms for SAR .  In 
these instances, Moderna will review data and the pre-specified list of Preferred Terms. After 
review of these events, and the pre-specified PT for symptoms for SAR, we will conduct an 
impact assessment on the relevant analyses. 
 
Post-Meeting Follow-up: 
The Sponsor has so far reviewed about 75% of the list since last week.  
 
In the meantime, an updated review of the Preferred Terms has been conducted in response to 

for the BLA SDTM/ADaM datasets may be too restrictive. The updated lookup table (pre-
specified Preferred Terms (PT) that corresponds to symptoms for SAR) is submitted with this 
response for your review.  
 
Below is a summary of our assessment: 
A total of 349 records were not included in CE domain due to lookup table being too restrictive.  
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Impact on analysis:  
       DOSE 1:  

 Erythema: 3 Subjects on Placebo group and 5 subjects on mRNA-1273 not included 
in current analysis 

 Underarm Gland Swelling or Tenderness - 1 Subject on Placebo and 2 subjects on 
mRNA-1273 not included in current analysis 

       DOSE 2:  
 Erythema: 1 Subjects on Placebo group and 5 subjects on mRNA-1273 not included 

in current analysis 
 Underarm Gland Swelling or Tenderness - 1 Subject on Placebo and no subject on 

mRNA-1273 not included in current analysis 
 Myalgia: 1 Subject for Placebo, and no mRNA-1273 not included in current analysis 
 Pain: 1 Subject for Placebo and no mRNA-1273 not included from analysis 

          

 
 

: As the number of events not included in current analysis is small given the 
size of this study, the impact on analysis would be minimum. The Sponsor propose: 

1. to re-submit the following domains with application of the updated lookup table: 
 CE 
 FACE 
 FAAE 
 AE 

2. to re- -first 
day+1. As the impact on other SAR analyses is minimum, the Sponsor propose not to re-run 
other analyses of SAR. 

 
Does CBER agree? 
 

 
 

incorrect), which impacts our analysis of this data. Please update the CE dataset by 
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Response to b: 
We first would like to explain SUPPAE.REMOVEFL=Y. In this study, participants reported 
SAR using eDiary after each injection. If an AR is collected on AE eCRF but not satisfies 
criteria of SAE or last beyond 7 days after injection, such AR would be mapped to CE and 
FACE domains and flagged as removed in SUPPAE (SUPPAE.REMOVEFL=Y). This 
mapping logic was implemented after a series of IR correspondence of SDTM mapping 
(Reference: IND 19745 SN0052 provided on 06-Oct-2020) as well as a teleconference held on 
23-Oct-2020 between Moderna and CBER to discuss this topic. 

 
 

snapshot. Per Submitting Study Datasets for Vaccines to the Office of Vaccines Research and 
Review Guidance for Industry Technical Specifications Document, the ongoing information is 
suggested to be collected; however, in study P301, such information is not collected. In study 
P301, an ongoing SAR meant a SAR was reported on both D7 and D8. In eDiary data, there 
could be cases where SAR was reported by a study participant, 

 
 

Due to this fact, there was no robust logic to ass  
 
CBER Discussion Points: 
Please add the flag to CE and resubmit the dataset. 
 
Sponsor Response: We a CE domain adding 

last beyond Day 7 events.  
We have assessed, such update would have no impact on analysis. Thus, the Sponsor would like 
to propose to implement CBER's suggestion in the future sBLA submission.  
 

 

 

 

 

 
c. Events are listed in AE that were neither an ongoing solicited event nor an SAE, but 

 
categorized events that were reported by the investigator which were synonymous with 
solicited events and which occurred during the 7-day evaluation period and which may 
have been merged into the CE dataset as such, but this negatively impacts out ability to 
analyze the data. These events should have been reported in CE from the start of the study. 
Please note that we requested reporting of this data in this way in our September 28, 2020 
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advice under your IND submission, but since this was not implemented in your November

from AE analysis and instead were included in the CE dataset and ultimately the
reactogenicity analysis. As these events are already flagged, please revise the category for

ing events.

Response to c:

(please refer to response to Item 5 too);
-identified

solicited AR symptom terms but the event not satisfying either lasting beyond 7 days nor SAE
criteria.
a) and b) above are assessed independently. Would you please disregard AECAT?

CBER Discussion Points:
By reporting it in AE and then categorizing it as 

indicated it is either ongoing or an SAE (as per the Vaccine guidance).
Please correct and resubmit.

Sponsor Response: The Sponsor would like to clarify that, as this topic was discussed 
previously with CBER, the Sponsor did not realize that CBER expected us to update the 
mapping logics for BLA submission from what were used for EUA submissions. 

We would like further clarification from CBER on the request to ensure we are aligned on the 
updates to be made: 
Is the request to merge events unreported in eDiary for SAR but collected on AE eCRF form and 
did not satisfy serious criteria, back to CE domain with E ?

We would like to use two examples for discussion purpose (Pain):
Example 1. A subject reported No Pain on Day 1 and Day 2, missed reporting Symptom Pain on 
Day 3 and Day 4 after Dose 1 (Not Done) during the window opening for eDiary reporting. The
Investigator captured this event (Pain for 2 days Day 3 and 4) in AE eCRF form. 

Example 2. A subject reported Symptom Pain on Day 1 and 2 after Dose 1 using eDiary; missed 
reporting Symptom Pain at Day 3 and Day 4 during the window opening for eDiary reporting 
(not done). The Investigator captured this event in AE eCRF form. 

With our current mapping logic, this event is mapped to FACE, as well as kept in AE domain 
with AECAT=REACTOGENICITY and REMOVEFL=Y. Currently, Pain on Day 3 and 4 are 
not in topline CE records. For analysis, which is based on FACE, such events are included. 
No update in FACE is needed.

Below table lists our understanding of your suggestion, could you please clarify/confirm? 
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SYMPTON 
Current mapping logic for CE 

(CURRENT) 
 - Based on e-DIARY Only 

CBER's suggestion  
(to discuss) 

Example 1 

  
DAY 1, 2 with No EVENT 

  DAY 3, 4 with NOT DONE 
DAY 5, 6, 7 with No EVENT 

PAIN CEOCCUR=NULL CEOCCUR=Y 
  CETOXGR = NULL CETOXGR=2 
  CEDTC = Date of DAY 7 CEDTC = Date of DAY 7 

Example 2 
EVAL STUDY SUBJECT INVESTIGATOR 

  
DAY 1, 2 with EVENT 

Day 3, Day 4 captured in AE DAY 3, 4 with NOT DONE 
DAY 5, 6, 7 with No EVENT 

  CEOCCUR=Y CEOCCUR=Y 
  CETOXGR = EVENT Grade CETOXGR = EVENT Grade 
  CESTDTC = Date of Day 1 CESTDTC = Date of Day 1 
  CEENDTC= Null CEENDTC= Date of Day 4 
  CEDTC = Date of DAY 7 CEDTC = Date of DAY 7 

EVAL STUDY SUBJECT 

? as this is a mix of INVESTIGATOR and STUDY 
SUBJECT 

 
 
Regarding your request:  
As these events are already flagged, please revise the category for 

so that they are not confused with ongoing events. 

logic, would have records in AE domain 
. These events are considered SAR and included  in analysis of SAR; such 

events are not included in analysis of unsolicited AE. 
We would like to seek further clarification: 
Our understanding of your request is to keep this record in AE domain but to change AECAT 

 (current) to  
prefer to follow the annotation CRF mapping as shown below: 
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Please note these events are considered SAR and included  in analysis of SAR; such events are 
not included in analysis of unsolicited AE. 
 
 

 

 

 

 

 

 

Study ID AECAT AESCAT Comments Data Selection 
mRNA-
1273- 301 

REACTOG
ENICITY 

MISSING 
REPORTED 
WITHIN 7 DAYS   

Subject miss-reported 
before e-Diary data 
entering window closed where 

FDA-CBER-2022-1614-3816726



ModernaTX, Inc.                                                                                                                                         mRNA-1273                                                 
Response to Comments on Clinical                                                                                            Dated 28 October 2021

Confidential Page 13

(AESOLFL=
"Y")

WRONG 
CATEGORY 

AESOLFL is Y, but Event 
is not belonging Solicited 
Adverse Event

SAE/ONGOING-
LOCAL        
SAE/ONGOING-
SYSTEMIC 

SAE or Ongoing 
Reactogenicity Event for 
Local Symptoms (Last 
beyond day 7)
SAE or Ongoing 
Reactogenicity for 
Systemic Symptoms (Last 
beyond day 7)

-
-

In the situation where there are both subject-reported event and investigator assessments 
contributing to CE topline records (example 2), regarding EVAL, at TC, CBER suggested to use 

In order to keep traceability, the Sponsor would like to propose to 
, does CBER agree?

subject 300-2215 had lymphadenopathy reported in CE (on Days 2-null), FACE (on Days 2
and 7), AE (on Days 7-9) and FAAE (2 rows provided for event but no days are indicated).
In ADARSUM the number of days for underarm gland swelling or tenderness is 2 days,
which appears to be incorrect. Please correct all events in which this situation may have
occurred.

Response to d:
In Study P301, SAR event captured on AE eCRF was identified through clinical review of AE
preferred terms in correspondence of AR symptoms as collected on eDiary. For subject 300-
2215, Lymphadenopathy was reported on Days 7-
such preferred term was not identified in correspondence of the pre-defined SAR symptoms.

CBER Discussion Points:

lymphadenopathy (and potentially other closely associated terms). We have provided a
file for your reference showing the events that are reported in AE that may potentially be
a SAR (see also item 6).

Please revise the datasets and resubmit.

Sponsor response: 
be included in the pre-defined SAR symptoms. We will discuss internally.
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Overall Sponsor Response
The Sponsor has proactively taken actions to redesign the eCRF forms for future studies at the
time of discussions with CBER on these related topics. A newly designed separate 
reactogenicity eCRF page has been added for new studies (other than P201 and P301) to 
streamline data collection and mapping to desired SDTM domains.

CBER Discussion Point:
CBER appreciates this proactive action. Could you please share the eCRF with us.

ITEM #5
We have identified several instances where events reported in AE were erroneously

-2061 had a left knee torn
meniscus with AECAT= Reactogenicity. Please ensure that all events in AE are
characterized correctly and resubmit the AE dataset. Please note that none of the

Sponsor Response

AE eCRF page (screenshot below) if 

Part of the data review and cleaning was to identify if an event should be mapped to the CE
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support the mapping to CE domain, sites were queried to provide more details or to make
updates. At the time of the database lock and analyses, if queries were not fully resolved, the
corresponding events were left in AE domain.

CBER Discussion Points:
Since this is an error in categorization in this example, please indicate the steps taken to

ensure the datasets are correct and useable.
Please correct and resubmit AE.

Sponsor Response: We understand the request, however, as Per CDISC implementation 
standard, we should not change collected data. Data captured on AE eCRF form reflects 
investigator assessment. We propose, at analysis dataset level (ADaM), we drop AECAT from 
ADAE and add AAECAT . 
Please note that such event has been included in ADAE and the analysis of unsolicited AE. The 
proposed update would not have any impact in terms of analysis.

ITEM #6:
We have identified instances where CE was not updated with the investigator collected
information. For example, subject 301-2023 had severe underarm gland tenderness on Day
Page 6 STN: 125752/2 29 (Dose 2 day 1) in AE, and in CE the event was reported as 
occurring Days 30-33 with moderate severity. In ADARSUM underarm gland tenderness 
number of days is reported as 4 instead of 5, and the worst analysis toxicity grade is 
moderate. Please correct all datasets where this may have occurred and update the safety 
analyses results where appropriate.
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Sponsor Response
In Study P301, SAR event captured on AE eCRF was identified through clinical review of AE 
referred terms in correspondence of AR symptoms as collected on eDiary. For subject 301-
2023, AEDE
correspondence of the pre-defined SAR symptoms.

CBER Discussion Points:
You may be excluding events in AE that are actually SARs by being too restrictive in 

your search. The solicited 
lymphadenopathy (and potentially other closely associated terms or dictionary derived
terms). We have provided a file for your reference showing the events that are reported
in AE that may potentially be a SAR (see also item 4b).

Please update the AE and CE datasets, and any other dataset if applicable.

Sponsor Response

No presubmitted response.

Post-Meeting Follow-up
Moderna looked at these events and agree that some of the terms should be mapped to one of the 
prespecified symptom terms. This has been corrected and we will resubmit the AE and CE 
datasets. The updated mapping may impact our analysis results and we will resubmit the 
impacted analyses. This needs to be performed by our CRO PPD, and we expect this to take 
approximately 2-3 weeks. We will update the Agency with a firm submission date ASAP.

ITEM #7:

dataset have either the start date or the end date not equal to the dates reported in
CE. This impacts our ability to determine the actual dates/days of occurrence, and
also becomes problematic in discerning which events are ongoing. For example,
erythema was reported for subject 300-2107 in which the days of the event are 31-
37 in CE and 31-36 in AE (Dose 2). Please ensure consistency of the dates/days
reported for each reactogenicity event in CE and AE and correct where necessary.

Sponsor Response

represent data collected on AE eCRF form; while CE domain includes topline events collected 
in eDiary. Given that the eDiary and eCRF are two independent systems, it may be possible 
that the entries into the 2 systems when needed do not match perfectly.
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CBER Discussion Points:
Please revise the data to ensure consistency of days/dates and resubmit the AE and CE

datasets.

Sponsor Response:

No presubmitted response.

o MISSING EDIARY ENTRIES
Either the entry is missing in totality so outside of the allowable entry 
window.

Site needs to follow up with subject to confirm reason for missing 
entry (forgot, issues with app or phone, lack of wifi, etc.).
Site should provide mitigation steps should issue be with 
app/device or wifi. Site should retrain subject on proper eDiary 
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completion steps if subject forgot. Any discussions should be 
documented within the subject source. 

 Or, if the pending entry window is still open, the site must reach out to the 
subject prior to the cut off of 11:59am their time zone, to ensure entry 
completed in the eDiary/app 

o Schedule below for daily reminders regarding eDiary entry issues noted: 
 MON & THUR  Team to focus on specific subjects pending daily entry 

at the time the dashboard is run (3:00am EDT) 
 Email will be sent using template with cut/paste of subject list 

from excel pivot table 
 TUE/WED/FRI  Team to focus on multiple days in a row missing (to 

include most current day of time series) 
 Email will be sent using template for subjects who are missing 

multiple days in a row from day of dashboard update. 
 
ITEM #8: 
The duration of solicited adverse reactions appear to be calculated based on the 
number of unique days in which the event is reported. We are concerned that this 
underestimates the event duration (e.g. an event reported on Day 1 and Days 3 and 5 likely 
had lasted 5 days as opposed to 3). Please provide an analysis of solicited adverse reaction 
duration (as presented in Tables 14.3.1.4.1.1 and 14.3.1.4.1.2 of the CSR) where duration is 
calculated assuming that the event occurred continuously from the first day to the last day 
the event was reported (i.e. duration = last day  first day + 1), regardless of how many 
days the event was documented in between. 
 
Sponsor Response 
The duration of solicited adverse reaction (SAR) was calculated as the cumulative number of  
days that the solicited AR was reported, including the day of injection. We would like to use 
this opportunity to further explain/clarify the data derivation on duration of SAR. In this 
study, participants reported SAR using eDiary after each injection started within 7 days until 
the end of the SAR. If an AR is collected on AE eCRF but does not satisfies criteria of SAE or 
last beyond 7 days after injection, such AR would be mapped to CE and FACE domains, and 
flagged as removed in SUPPAE (SUPPAE.REMOVEFL=Y), correspondingly in ADAR and 
ADARP7D (section 5.2.3 and 5.2.4 of ADRG). If an AR is collected on AE eCRF and either 
satisfies criteria of SAE or last beyond 7 days after injection, such AR would be included in 
AE, CE, FAAE and FACE domains, and correspondingly in ADAE, ADAR and ADARP7D. 
These mapping logics have been implemented after a series of IR correspondence of SDTM 
mapping (Reference: IND 19745 SN0052 provided on 06-Oct-2020) as well as a 
teleconference held on 23-Oct-2020 between Moderna and CBER to discuss this topic. ADaM 
dataset ADARSUM includes summary data of ADAR and ADARP7D, contains total number 
of days with symptom grade > 0 that are derived from both ADAR andADARP7D. ADARSUM 
is one record per subject (SUBJID), per symptom (PARAMCD), and per vaccine/injection 
(ATPTREF), please refer to Section 4.2 Data Dependencies and Section 5.2.5 ADARSUM of 
ADRG). ADARSUM is the ADaM dataset that supports Summary of number of days of 
solicited adverse reaction after each injection provided in the CSR (Tables 14.3.1.4.1.1 and 
14.3.1.4.1.2). We believe the provided summary of number of days (duration) of SAR in CSR 
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presents the reported duration of SAR in this study. In this response, we are providing the 
requested analysis of summary of duration of SAR using the suggestion of the reviewer which 
represent a conservative approach of calculating the duration of SAR, in which duration = last 
date first date +1 (tables 8-1 and 8-2). The results are summarized in Table 8-1 below with 
the source tables provided in in Module 5.3.5.1. Using this conservative approach, the results 
are consistent with the duration of SAR reported in CSR section 7.1.3: The solicited ARs in 
participants who received mRNA-1273 persisted for a median of 1 to 3 days after the first and 
second injection, with no apparent difference noted between the first and second injection.

CBER Discussion Points:
We appreciate that you performed the sensitivity analysis, in the future please report

duration as = last day first day + 1.

Sponsor Response 

Does not need discussion.

ITEM #10:
We have identified instances where the start date or end date of an event is missing
in CE even though FACE and FAAE had each day reported. For example, 301-
2053 had underarm gland swelling on Day 2, 5, 6, and 7 in FACE and on Days 9-15
in FAAE. The event for this subject was also reported in AE from Days 6-16. This
event is also inappropriately reported in ADAE (note that in addition to this event
not being appropriate for reporting in ADAE, it is 
diary as indicated in FAAE). Please update the CE dataset with the appropriate
dates/days.

Sponsor Response
Per CDISC VXUG1-1, CE START Date/END Date should be set to missing if they cannot be 
determined due to missing event report date. For subject 301-2053, we cannot determine the 
end date for this event. There were 2 records in FAAE on Day 16 and 17 with missing report. 

CBER Discussion Points:
While CBER agrees that the start date/end date can be null in CE if it cannot be

determined, it was unclear if that was the case for this example.
Why was the ongoing SAR reported in ADAE?
Please correct all of these inconsistencies and resubmit the datasets.

Sponsor Response 

Thank you for the follow-up comments. We have looked up this example (Subject 301-2053). 
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1. We would like to confirm that, for this example, the reason CEENDTC is null because last 
s from FAAE last 2 records. 

CE 

 
FAAE 

 
 
 

not an ongoing SAR (row 1 below). The ongoing AE event for this subject is listed in row 3.  
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