SuBJID

US3002021

US3002107

US3002215

US3002227

US3002349

US3002371

US3012023

US3012053

US3012093

US3012151

US3022055

US3042110

US3052061

US3052115

US3052131

US3052131

US3052131

US3052176

US3052176

AESE

Q

AEREFID

1/DOSE 1 - 2020-07-28T13:06

2 DOSE 2 - 2020-09-02T16:45

1/DOSE 1 - 2020-08-31T11:41

1/DOSE 1 - 2020-09-01T12:23

1/DOSE 1 - 2020-10-08T10:42

2 DOSE 1 - 2020-10-23T15:34

3 DOSE 2 - 2020-08-25T16:00

3 DOSE 1 - 2020-08-06T14:48

1/DOSE 1 - 2020-08-10T17:37

4 DOSE 2 - 2020-09-11T15:27

1/DOSE 2 - 2020-08-25T15:54

7 DOSE 2 - 2020-09-08T08:25

1/DOSE 2 - 2020-08-26T14:06

2 DOSE 2 - 2020-09-09T15:54

1/DOSE 2 - 2020-09-08T11:39

2 DOSE 2 - 2020-09-08T11:39

AETERM

AECAT

AXILLARY LYMPHADENOPATHY |[REACTOGE

URTICARIAL REDNESS AT
INJECTION SITE
IPSILATERAL AXILLARY
LYMPHADENOPATHY
IPSILATERAL AXILLARY
LYMPHADENOPATHY
IPSILATERAL AXILLARY
LYMPHADENOPATHY
IPSILATERAL UNDERARM
GLAND TENDERNESS
UNDERARM GLAND
TENDERNESS, LEFT

UNDERARM GLAND SWELLING,
LEFT ARM (VACCINATION ARM)

UNDERARM SWELLING

UNDERARM GLAND SWELLING,

BILATERAL
UNDERARM SWELLING

UNDERARM GLAND
SWELLING/TENDERNESS
LEFT KNEE TORN MENISCUS
ALL OVER BODY ITCH
GENERALIZED PAIN

FEVER

HEADACHE

ARM SORENESS

SINUS INFECTION

NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

AESEV

MILD

MILD

MILD

MILD

MILD

MILD

SEVERE

MODERA
TE

MILD

MILD

MILD

MILD

SEVERE

MODERA

TE

MILD

MILD

MILD

MILD

MODERA
TE

FDA-CBER-2022-1614-3817612



US3052190

US3052206

US3052262

US3052272

US3052373

US3062283

US3092224

US3092290

US3092290

US3102002

US3102199

US3102239

US3102250

US3102293

US3102339

US3112067

US3112094

US3112097

US3112111

US3112145

1/DOSE 1 - 2020-08-13T10:23

2 DOSE 1 - 2020-08-18T16:20

3 DOSE 2 - 2020-10-07T15:12

1/DOSE 1 - 2020-08-19T12:15

1/DOSE 1 - 2020-08-26T11:29

3 DOSE 1 - 2020-09-02T14:23

4 DOSE 1 - 2020-09-02T14:23

1/DOSE 2 - 2020-09-10T12:24

3 DOSE 2 - 2020-09-16T11:54

1/DOSE 2 - 2020-09-17T09:55

9 DOSE 1 - 2020-08-28T16:34

1/DOSE 2 - 2020-10-06T11:44

1/DOSE 2 - 2020-08-31T14:15

1/DOSE 1 - 2020-08-04T16:03

1/DOSE 1 - 2020-08-04T17:03

2 DOSE 1 - 2020-08-05T12:58

10 DOSE 1 - 2020-08-07T10:09

UNDERARM GLAND SWELLING
OR TENDERNESS
JOINT ACHES

ADVERSE EFFECT OF DRUG

JOINT ACHES IN SEVERAL

JOINTS
FINGER NUMBNESS

UNDERARM GLAND SWELLING,

BILATERAL

SWELLING (UNDERARM
GLAND)

SOLICITED UNDERARM GLAND
SWELLING

SOLICITED UNDERARM GLAND
TENDERNESS

FATIGUE

SWELLING UNDER LEFT ARM -
ARMPIT - LYMPHADENOPATHY

UPPER ABDOMINAL PAIN

UNDERARM GLAND SWELLING
OR TENDERNESS
UNDERARM GLAND SWELLING

UNDERARM SWELLING OR
TENDERNESS

L AXILLARY
LYMPHADENOPATHY

L AXILLARY
LYMPHADENOPATHY

LEFT AXILLARY
LYMPHADENOPATHY

CONTRALATERAL TO INJECTION

SITE

L AXILLARY
LYMPHADENOPATHY
BILATERAL AXILLARY
LYMPHADENOPATHY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

FDA-CBER-2022-1614-3817613

MILD

MILD

SEVERE

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MODERA

TE

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD



US3112318

US3112328

US3112363

US3112449

US3112477

US3122039

US3122060

US3122060

US3122076

US3122080

US3122084

US3122124

US3132132

US3132132

US3142243

US3152005

US3152052

7 DOSE 1 - 2020-08-19T10:51

1/DOSE 2 - 2020-09-17T14:27

1/DOSE 2 - 2020-09-21T15:59

1/DOSE 1 - 2020-09-03T16:49

1/DOSE 1 - 2020-09-16T13:53

1/DOSE 1 - 2020-07-27T17:02

5 DOSE 2 - 2020-08-25T18:05

1/DOSE 2 - 2020-08-27T16:32

1/DOSE 1 - 2020-07-28T16:57

4 DOSE 2 - 2020-08-25T12:47

9 DOSE 2 - 2020-11-13T15:06

1/DOSE 1 - 2020-10-16T13:20

3 DOSE 1 - 2020-08-19T17:08

5 DOSE 1 -2020-07-27T16:15

5 DOSE 1 - 2020-07-30T17:21

L AXILLARY
LYMPHADENOPATHY
RIGHT AXILLARY
LYMPHADENOPATHY -
IPSILATERAL

LEFT ARM ERYTHEMA-NON-
URTICARIAL-DIFFIUSE

ERYTHEMATOUS PLAQUE WITH

LINEAR EXTENSION MED AND
DISTAL/POSSIBLE CELLULITIS

L AXILLARY
LYMPHADENOPATHY

L AXILLARY
LYMPHADENOPATHY
UNDERARM GLAND SWELLING
(L)

EXTREME FATIGUE

UNDERARM (RT) GLAND
SWELLING AND TENDERNESS
HEADACHE

BOTTOM LIP INFECTION

EPISTAXIS

UNDERARM GLAND SWELLING

UNDERARM GLAND
TENDERNESS
LUMP LEFT ARMPIT

LEFT ARMPIT SWELLING

IPSILATERAL
LYMPHADENOPATHY (LEFT
DELTOID)

IPSILATERAL
LYMPHADENOPATHY (LEFT
AXILLARY)

REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

MILD

MILD

SEVERE

MILD

MILD

MODERA
TE
MODERA
TE

MILD

MILD

MODERA
TE

MILD
MILD
MODERA
TE

MILD
MODERA
TE
MODERA
TE

MILD

FDA-CBER-2022-1614-3817614



US3152067

US3152077

US3152266

US3152497

US3152515

US3152527

US3162009

US3162033

US3162033

US3162069

US3162081

US3162118

US3162178

US3162223

3 DOSE 1 - 2020-07-31T15:22

2 DOSE 2 - 2020-09-01T11:20

3 DOSE 1 - 2020-08-15T14:25

3 DOSE 1 - 2020-10-15T15:09

2 DOSE 1 -2020-10-21T11:37

2 DOSE 2 - 2020-11-23T11:47

5 DOSE 2 - 2020-08-25T13:46

6 DOSE 2 - 2020-08-27T20:18

1/DOSE 1 - 2020-07-30T20:52

3 DOSE 2 - 2020-09-04T14:27

1/DOSE 2 - 2020-09-04T17:50

1/DOSE 2 - 2020-09-14T18:30

1/DOSE 1 - 2020-08-24T16:29

1/DOSE 1 - 2020-09-04T16:25

AXILLARY LYMPH NODE
SWELLING/TENDERNESS,
IPSILATERAL

LEFT AXILLARY
LYMPHADENOPATHY,
IPSILATERAL

LEFT AXILLARY
LYMPHADENOPATHY
LEFT AXILLA
LYMPHADENOPATHY -
IPSILATERAL

LEFT IPSILATERAL LATERAL

AXILLARY LYMPHADENOPATHY

INJECTION SITE REDNESS
URTICARIAL

LEFT
(CONTRALATERAL)AXILLARY
LYMPHADENOPATHY
ONGOING AFTER DAY 7
REDNESS AT INJECTION SITE
AFTER DAY 7,
MACULOPAPULAR AND
URTICARIAL, RIGHT ARM
REDNESS AT INJECTION SITE,
MACULOPAPULAR, LEFT ARM,
URTICARIAL

REDNESS AT INJECTION SITE
AFTER DAY 7,
MACULOPAPULAR AND
URTICARIAL

LEFT AXILLARY (IPSILATERAL)
LYMPHADENOPATHY
REDNESS AT INJECTION SITE
BEYOND DAY 7, MACULAR,
URTICARIAL

REDNESS AT INJECTION SITE
AFTER DAY 7, MACULAR, NON-
URTICARIAL

REDNESS AT INJECTION SITE
BEYOND DAY 7, MACULAR,
NON URTICARIAL

REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY

FDA-CBER-2022-1614-3817615

MILD

MILD

MILD

MILD

MILD

MODERA
TE
MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD



US3162266

US3162278

US3162284

US3172017

US3172261

US3182013

US3182069

US3182080

US3182117

US3182117

US3182260

US3192042

US3192042

US3192132

US3192278

US3192322

US3192395

1/DOSE 2 - 2020-11-05T15:37

1/DOSE 1 - 2020-10-13T18:40

1/DOSE 1 - 2020-10-15T18:43

1/DOSE 2 - 2020-09-08T10:30

1/DOSE 1 - 2020-08-21T11:25

1/DOSE 1 - 2020-07-27T14:32

1/DOSE 1 - 2020-07-29T17:15

1/DOSE 2 - 2020-09-04T15:31

2 DOSE 1 - 2020-07-31T16:23

3 DOSE 1 - 2020-08-10T15:05

2 DOSE 1 - 2020-08-04T10:06

3 DOSE 2 - 2020-09-01T10:07

8 DOSE 1 - 2020-08-09T08:26

5 DOSE 1 - 2020-08-15T14:25

5 DOSE 1 -2020-08-25T11:41

2 DOSE 1 - 2020-08-21T13:26

LEFT AXILLARY
LYMPHADENOPATHY,
IPSILATERAL

LEFT AXILLARY
LYMPHADENOPATHY,
IPSILATERAL

IPSILATERAL AXILLARY
SWELLING AFTER DAY 7

LEFT DELTOID ERYTHEMA AT
INJECTION SITE (MACULAR
NON-URTICARIAL)
DISCOMFORT LEFT ARM
(DELTOID AREA)

UNDERARM GLAND SWELLING

UNDERARM GLAND SWELLING
AND TENDERNESS
FATIGUE

UNDERARM GLAND
SWELLING/TENDERNESS
UNDERARM GLAND
SWELLING/TENDERNESS
RIGHT AXILLARY
LYMPHADENOPATHY
UNDERARM GLAND
SWELLING/TENDERNESS
IPSILATERAL-SAME SIDE OF
VACCINATION

UNDERARM GLAND
SWELLING/TENDERNESS
IPSILATERAL-SAME SIDE OF
VACCINATION

(LEFT AXILLARY
LYMPHADENOPATHY)
UNDERARM GLAND SWELLING

LEFT AXILLARY
LYMPHADENOPATHY
UNDERARM GLAND (LEFT
AXILLARY
LYMPHADENOPATHY)
INJECTION SHOT ITCHINESS

REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

FDA-CBER-2022-1614-3817616

MILD

MILD

MILD

MODERA
TE

MODERA

TE

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD



US3192414

US3192439

US3192456

US3192515

US3192620

US3192669

US3192849

US3192909

US3202057

US3202174

US3212054

US3212186

US3222036

US3222054

US3222081

US3222137

US3222207

US3222316

US3222320

US3222320

1/DOSE 1 - 2020-08-22T12:36

6 DOSE 1 - 2020-08-23T14:43

9 DOSE 1 - 2020-08-24T14:03

6 DOSE 1 - 2020-08-27T11:00

1/DOSE 1 - 2020-09-01T10:29

1/DOSE 1 - 2020-09-03T16:43

1/DOSE 1 - 2020-10-18T10:07

1/DOSE 1 - 2020-10-22T16:37

5 DOSE 1 - 2020-08-13T16:04

1/DOSE 1 - 2020-08-05T15:48

2 DOSE 1 - 2020-08-14T15:25

8 DOSE 1 - 2020-08-07T15:51

3 DOSE 2 - 2020-09-07T13:36

2 DOSE 1 -2020-08-11T12:13

1/DOSE 1 - 2020-08-18T14:04

1/DOSE 1 -2020-08-24T17:17

4 DOSE 2 - 2020-09-24T10:23

2 DOSE 1 - 2020-08-25T11:49

JOINT (BILATERAL:

ELBOWS/LOWER ARMS) ACHES
(TENDERNESS) POST INJECTION

UNDERARM GLAND SWELLING

ARM STIFFNESS

IPSILATERAL
LYMPHADENOPATHY
LYMPHADENOPATHY UNDER
ARM RIGHT GLAND SWELLING

IPSILATERAL UNDERARM
SWELLING
LUMP AT INJECTION SITE

UNDERARM GLAND
TENDERNESS (IPSILATERAL)
HEADACHE

UNDERARM GLAND SWELLING

LEFT AXILLARY IPSILATERAL
LYMPHADENOPATHY
UNDERARM GLAND SWELLING

UNDERARM GLAN
SWELLING/TENDERNESS
UNDERARM GLAND SWELLING
OR TENDERNESS

UNDERARM SWELLING (LEFT
ARM)

FATIGUE

LYMPHADENOPATHY AXILLA
DELAYED TYPE-
HYPERSENSITIVITY

UNDERARM GLAND SWELLING

UNDERARM GLAND SWELLING

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

FDA-CBER-2022-1614-3817617

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

SEVERE

MILD

MILD



US3222402

US3222404

US3222519

US3222539

US3222572

US3222583

US3222612

US3222618

US3222618

US3242079

US3242263

US3242357

US3252050

US3252111

US3252111

US3252137

US3252157

US3252175

3 DOSE 1 - 2020-08-29T12:18

1/DOSE 1 - 2020-08-29T12:27

2 DOSE 1 - 2020-09-05T11:27

1/DOSE 1 - 2020-09-06T12:46

1/DOSE 1 - 2020-09-10T11:44

3 DOSE 1 - 2020-09-11T14:12

1/DOSE 1 - 2020-09-17T11:25

2 DOSE 1 - 2020-09-21T15:33

1/DOSE 1 - 2020-08-06T10:16

5 DOSE 1 - 2020-08-10T17:23

2 DOSE 2 - 2020-09-09T16:28

1/DOSE 1-2020-08-12T11:28

2 DOSE 1 - 2020-08-14T10:43

UNDERARM SWELLING

LYMPHADENOPATHY LEFT
SUPRA CLAVICULAR
IPSILATERAL

UNDERARM GLAND SWELLING.

LYMPHADENOPATHY
IPSILATERAL

AXILLARY LYMPHADENAPATHY
(IPSILATERAL)

UNDERARM GLAND SWELLING
UNDERARM GLAND SWELLING
OR TENDERNESS

UNDERARM GLAND SWELLING
FATIGUE

HEADACHE

FATIGUE

JOINT ACHES

UNDERARM GLAND

REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE

TENDERNESS-CONTRALATERAL-|NICITY

OPPOSITE SIDE OF INJECTION

UNDERARM GLAND SWELLING/ REACTOGE

TENDERNESS
UNDERARM GLAND SWELLING

RIGHT AXILLARY

NICITY
REACTOGE
NICITY
REACTOGE

LYMPHADENOPATHY PAIN AND|NICITY

SWELLING
UNDERARM GLAND SWELLING

FATIGUE

UNDERARM GLAND SWELLING
OR TENDERNESS

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

FDA-CBER-2022-1614-3817618

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MODERA

TE

MILD

MILD

MILD

MILD

MILD

MILD



US3252364

US3252435

US3252499

US3252522

US3252564

US3252565

US3252566

US3252629

US3262020

US3262020

US3262100

US3262239

US3272058

US3272066

US3272074

US3272185

US3272279

US3272299

US3272311

US3282111

US3292058

8 DOSE 2 - 2020-09-30T12:14

5 DOSE 1 - 2020-09-04T16:56

3 DOSE 2 - 2020-10-16T15:53

3 DOSE 2 - 2020-10-20T08:15

8 DOSE 1 - 2020-09-25T12:39

6 DOSE 2 - 2020-10-22T14:01

2 DOSE 1 - 2020-09-25T14:50

1/DOSE 1 - 2020-10-06T14:02

4 DOSE 2 - 2020-08-25T12:27

1/DOSE 2 - 2020-08-25T12:27

4 DOSE 2 - 2020-09-03T15:01

6 DOSE 2 - 2020-09-25T08:59

2 DOSE 1 - 2020-08-06T10:36

2 DOSE 1 - 2020-08-06T16:18

1/DOSE 1 - 2020-08-07T11:14

1/DOSE 1 - 2020-08-19T11:35

4 DOSE 1 - 2020-08-22T13:48

1/DOSE 2 - 2020-09-25T16:28

1/DOSE 2 - 2020-09-21T13:51

1/DOSE 1 -2020-10-01T14:38

2 DOSE 1 - 2020-08-08T10:19

UNDERARM GLAND SWELLING

UNDERARM GLAND SWELLING
OR TENDERNESS

UNDERARM GLAND SWELLING
OR TENDERNESS

UNDERARM GLAND SWELLING
OR TENDERNESS

UNDERARM GLAND SWELLING
OR TENDERNESS

UNDERARM GLAND SWELLING
OR TENDERNESS

UNDERARM GLAND SWELLING
OR TENDERNESS

UNDERARM GLAND SWELLING
OR TENDERNESS

UNDERARM GLAND
TENDERNESS

UNDERARM GLAD SWELLING

UNDERARM GLAND SWELLING

BILATERAL AXILLARY
LYMPHADENOPATHY
UNDERARM GLAND SWELLING
OR TENDERNESS

UNDERARM GLAND SWELLING
OR TENDERNESS

RHINOVIRUS

UNDERARM GLAND
TENDER/SWELLING
UNDERARM GLAND
TENDERNESS OR SWELLING
SUSPECTED COVID-19 LIKE
ILLNESS

SUSPECTED COVID-19

UNDERARM GLAND
TENDERNESS, LEFT ARM

LEFT UNDERARM GLAND
SWELLING - REACTOGENICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

FDA-CBER-2022-1614-3817619

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MODERA

TE

MODERA

TE

MILD

MODERA

TE

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD



US3292137

US3292139

US3292189

US3292301

US3292441

US3312017

US3312030

US3312038

US3312092

US3312109

US3312154

US3312157

US3312180

US3312186

US3312190

US3312300

US3312367

4 DOSE 2 - 2020-09-08T10:33

2 DOSE 2 - 2020-09-12T12:47

1/DOSE 1 - 2020-08-15T12:54

3 DOSE 2 - 2020-09-22T10:03

1/DOSE 1 - 2020-10-20T14:51

1/DOSE 1 - 2020-08-10T16:32

1/DOSE 2 - 2020-09-07T11:03

1/DOSE 2 - 2020-09-08T15:42

1/DOSE 2 - 2020-09-11T11:55

3 DOSE 2 - 2020-09-14T11:32

1/DOSE 2 - 2020-09-16T11:16

1/DOSE 1 - 2020-08-19T13:20

1/DOSE 1 - 2020-08-20T10:31

1/DOSE 2 - 2020-09-17T11:10

3 DOSE 1 - 2020-08-20T13:46

1/DOSE 2 - 2020-09-23T11:19

3 DOSE 2 - 2020-09-25T10:11

LEFT UNDERARM SWELLING -
REACTOGENICITY

LEFT UNDERARM GLAND
SWELLING

LEFT AXILLARY
LYMPHADENOPATHY NODE
SWELLING

LEFT UNDERARM GLAND
SWELLING

UNDERARM GLAND SWELLING
OR TENDERNESS
IPSILATERAL UNDERARM
GLAND SWELLING

(LYMPHADENOPATHY) ON LEFT

REDNESS (MACULAR NON-

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE

URTICARIAL) AT INJECTION SITE NICITY

(LEFT ARM)

MACULAR NON-URTICARIAL
REDNESS AT INJECTION SITE
(LEFT ARM)

MACULAR NON-UTICARIAL
REDNESS AT INJECTION SITE
REDNESS AT INJECTION SITE
(MACULAR/NON-UTICARIAL)
INJECTION SITE REDNESS
(MACULAR/NON-UTICARIAL)
LEFT IPSILATERAL GLAND
SWELLING UNDERARM
(LYMPHADENOPATHY)
IPSILATERAL SWELLING
UNDERARM GLAND

LEFT MACULAR NON-
URTICARIAL REDNESS AT
INJECTION SITE

LEFT 1 CENTIMETER
IPSILATERAL AXILLARY
LYMPHADENOPATHY
LYMPHADENOPATHY (LEFT
IPSILATERAL UNDERARM
GLAND SWELLING)
INJECTION SITE RASH

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY

MODERA
TE
MILD

MILD

MILD

MILD

MILD

SEVERE

MILD

SEVERE

SEVERE

MILD

MILD

MILD

MODERA

TE

MILD

MILD

MILD

FDA-CBER-2022-1614-3817620



US3312384

US3312411

US3312429

US3312463

US3312492

US3312551

US3312565

US3312593

US3312593

US3312598

US3312624

US3312627

US3322056

US3322289

US3322374

US3322374

1/DOSE 1 - 2020-08-28T16:57

2 DOSE 2 - 2020-09-28T13:48

1/DOSE 1 - 2020-09-01T12:02

1/DOSE 1 - 2020-09-02T14:53

1/DOSE 1 - 2020-09-03T14:49

2 DOSE 2 - 2020-10-08T09:58

1/DOSE 1 - 2020-09-09T11:46

4 DOSE 2 - 2020-10-08T10:30

3 DOSE 1 - 2020-09-10T11:29

1/DOSE 1 - 2020-09-10T12:57

2 DOSE 1 - 2020-09-11T12:01

1/DOSE 1 - 2020-09-11T12:16

1/DOSE 2 - 2020-09-18T10:05

4 DOSE 2 - 2020-10-08T10:27

2 DOSE 2 - 2020-10-16T09:52

1/DOSE 1 - 2020-09-18T12:17

IPSILATERAL UNDERARM
TENDERNESS
(LYMPHADENOPATHY)
INJECTION SITE UTICARIAL
RASH

(MACULAR NON-URTICARIAL
REDNESS AT INJECTION SITE
LEFT ARM

IPSILATERAL GLAND SWELLING
UNDERARM
(LYMPHADENOPATHY)
IPSILATERAL UNDERARM
GLAND TENDERNESS
(LYMPHANDENOPATHY)
IPSILATERAL UNDERARM
GLAND SWELLING

MACULAR NON-URTICARIAL
REDNESS AT INJECTION SITE
IPSILATERAL UNDERARM
GLAND SWELLING
IPSILATERAL UNDERARM
GLAND SWELLING

MACULAR NON-URTICARIAL
REDNESS AT INJECTION SITE
LEFT UNDERARM GLAND
TENDERNESS IPSILATERAL TO
THE INJECTION
ARM(LYMPHANDENOPATHY)
IPSILATERAL (LEFT ARM)
UNDERARM SWELLING
(LYPMHADENOPATHY)

LEFT AXILLARY
LYMPHADENOPATHY (PAIN),
IPSILATERAL

PHOTOPHOBIA (WITH
HEADACHE)

LEFT UPPER ARM INJECTION
SITE REACTION
(ERYTHEMATOUS, NON-
PRURITIC RASH)

DELAYED
REACTION(ERYTHEMATOUS,
NON-PRURITIC RASH) OF
INJECTION SITE - LEFT ARM

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

FDA-CBER-2022-1614-3817621

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MODERA

TE
MILD

MODERA
TE

MILD

MODERA
TE
SEVERE

MILD



US3322413

US3332023

US3342014

US3342054

US3342055

US3342057

US3342074

US3342077

US3342150

US3342180

US3342180

US3342354

US3352087

US3352170

US3352391

US3352391

US3362003

US3362028

US3362057

1/DOSE 1 - 2020-10-05T14:40

4 DOSE 1 - 2020-08-10T17:08

2 DOSE 2 - 2020-09-16T15:11

3 DOSE 2 - 2020-09-15T16:10

4 DOSE 2 - 2020-09-10T15:11

2 DOSE 2 - 2020-09-15T11:05

1/DOSE 1 - 2020-08-20T09:53

4 DOSE 1 - 2020-08-28T14:52

4 DOSE 2 - 2020-11-12T11:50

5 DOSE 1 - 2020-08-13T16:27

1/DOSE 1 - 2020-08-20T16:37

3 DOSE 1 - 2020-09-19T14:39

5 DOSE 1 - 2020-08-01T11:29

1/DOSE 2 - 2020-09-01T16:07

1/DOSE 1 - 2020-08-06T08:48

IPSILATERAL LEFT AXILLARY
LYMPHADENOPATHY
(SWELLING)

INJECTION SITE PAIN

LYMPHADENOPATHY L AXILLA

REACTIVE LYMPHADENOPATHY

- BILATERAL AXILLARY

UNDERARM SWELLING

MILD REACTIVE
LYMPHADENOPATHY LEFT
AXILLA IPSILATERAL
HEADACHE (POST-
VACCINATION #2)
LYMPHADENOPATHY
BILATERAL AXILLARY
UNDERARM GLAND
SWELLING/TENDERNESS
POLYARTHRALGIA

WORSENING GENERALIZED
MYALGIA
SEPTICEMIA

UNDERARM GLAND SWELLING
OR TENDERNESS

UNDERARM GLAND
TENDERNESS

UNDERARM GLAND SWELLING
OR TENDERNESS

FATIGUE

UNDERARM GLAND SWELLING
AND TENDERNESS
REACTOGENICITY SYMPTOMS

(INJECTION SITE) EOSINOPHILIC

CELLULITIS, LEFT UPPER ARM
REDDNESS/SWELLING

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

FDA-CBER-2022-1614-3817622

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MODERA
TE

MILD

MILD

MILD

MILD

MODERA

TE

MODERA

TE
MILD



US3362077

US3362148

US3362194

US3362287

US3362310

US3372133

US3372133

US3372133

US3372133

US3372174

US3372227

US3372258

US3372258

US3372263

US3372325

US3372332

US3372356

US3372445

US3382034

5 DOSE 1 - 2020-08-07T14:35

4 DOSE 1 - 2020-08-15T09:48

1/DOSE 1 - 2020-08-19T11:08

1/DOSE 1 - 2020-09-24T15:11

1/DOSE 2 - 2020-11-11T13:02

5 DOSE 2 - 2020-09-16T09:32

3 DOSE 2 - 2020-09-16T09:32

2 DOSE 2 - 2020-09-16T09:32

1/DOSE 2 - 2020-09-16T09:32

1/DOSE 2 - 2020-09-23T14:05

1/DOSE 1 - 2020-09-03T14:47

1/DOSE 1 - 2020-09-22T10:48

2 DOSE 1 - 2020-08-14T14:09

REACTOGENICITY SYMPTOMS

UNDERARM GLAND
SWELLING/TENDERNESS
UNDERARM GLAND
SWELLING/TENDERNESS
UNDERARM GLAND
SWELLING/TENDERNESS
UPPER RESPIRATORY ILLNESS

SORE THROAT

COUGH

RHINORRHEA

POSSIBLE RESPIRATORY TRACT
INFECTION SYMPTOMS

PAIN AT INJECTION SITE
ERYTHEMA AT THE INJECTION
SITE-MACULAR-NON-
URTICARIAL

HEADACHE

PAIN AT INJECTION SITE
HEADACHE

PAIN IN INJECTION SITE LEFT
ARM

CONGESTION

SWELLING AT INJECTION SITE
LYMPHADENOPATHY-
AXILLARY, IPSILATERAL SAME
SIDE OF VACCINATION SITE

UNDER ARM SWOLLEN
GLANDS

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

FDA-CBER-2022-1614-3817623

MODERA

TE

MILD

MILD

MILD

MODERA

TE
MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD



US3382035 6 DOSE 1 - 2020-08-14T13:40 'UNDERARM GLAND SWELLING |REACTOGE |MILD

NICITY
US3382140 2 DOSE 1 - 2020-08-28T16:02 'UNDERARM GLAND SWELLING |REACTOGE |MILD
NICITY
US3382166 16 DOSE 2 - 2020-09-29T13:54 |UNDERARM GLAND REACTOGE MILD
SWELLING/TENDERNESS NICITY
US3382173 11 DOSE 2 - 2020-09-30T13:47 |ITCHY ERYTHEMATOUS RASH  REACTOGE MILD
AT THE INJECTION SITE NICITY
US3382190 9 DOSE 1 -2020-09-03T13:17 UNDERARM SWELLING REACTOGE MILD
NICITY
US3382220 1 INJECTION SITE PAIN REACTOGE SEVERE
NICITY
US3382295 3 DOSE 2 - 2020-10-19T14:13 UNDER ARM SWELLING REACTOGE MILD
NICITY
US3392136 2 DOSE 1 -2020-09-01T12:32 ' UNDERARM SWELLING REACTOGE MODERA
NICITY TE
US3392223 1/DOSE 1 -2020-09-11T10:15 'UNDERARM GLAND SWELLING |REACTOGE |MILD
NICITY
US3392319 1/DOSE 1 - 2020-09-18T10:08 'UNDERARM GLAND SWELLING |REACTOGE |MILD
NICITY
US3392331 1/DOSE 1 - 2020-09-18T15:13 'UNDERARM GLAND SWELLING |REACTOGE |MILD
NICITY
US3402012 3 DOSE 2 - 2020-08-24T10:50 'UNDERARM GLAND SWELLING |REACTOGE |MILD
LEFT SIDE (SAME SIDE AS NICITY
INJECTION)
US3402162 3 MUSCLE ACHES REACTOGE MILD
NICITY
US3402271 7 DOSE 2 - 2020-09-03T14:48 'UNDERARM GLAND SWELLING |REACTOGE |MILD

LEFT SIDE SAME AS VACCINE NICITY

US3402284 4 MUSCLE ACHES REACTOGE MILD
NICITY

US3402284 3 JOINT ACHES REACTOGE MILD
NICITY

US3402284 2 FATIGUE REACTOGE MILD
NICITY

US3402318 1/DOSE 1 - 2020-08-09T14:39 'UNDERARM GLAND SWELLING |REACTOGE |MILD
OR TENDERENESS NICITY

US3402335 2 FATIGUE REACTOGE MILD
NICITY

US3402361 1/DOSE 1 - 2020-08-15T13:40 'UNDERARM GLAND SWELLING |REACTOGE |MILD
OR TENDERNESS NICITY

US3402364 5 HEADACHE REACTOGE MILD
NICITY

FDA-CBER-2022-1614-3817624



US3402364

US3402364

US3402429

US3402447

US3412131

US3412137

US3412378

US3412378

US3412381

US3422128

US3422142

US3422153

US3422153

US3422290

US3422290

US3422294

US3432066

US3432124

US3432142

US3432220

US3432377

3 DOSE 1 - 2020-08-15T14:40

2 DOSE 1 - 2020-08-22T13:01

2 DOSE 1 - 2020-10-21T17:17

4 DOSE 2 - 2020-09-02T09:25

5 DOSE 2 - 2020-11-10T18:00

1/DOSE 2 - 2020-11-10T18:00

2 DOSE 1 - 2020-08-27T12:33

2 DOSE 2 - 2020-09-25T12:14

3 DOSE 2 - 2020-09-29T11:05

1/DOSE 1 - 2020-08-31T11:05

4 DOSE 2 - 2020-10-14T12:44

1/DOSE 1 - 2020-09-16T12:50

1/DOSE 1 - 2020-09-18T11:52

1/DOSE 2 - 2020-09-05T11:56

1/DOSE 1 - 2020-08-13T10:08

3 DOSE 2 - 2020-09-17T11:13

1/DOSE 1 - 2020-09-01T09:47

UNDERARM GLAND SWELLING
OR TENDERNES
MUSCLE ACHES

UNDERARM GLAND SWELLING
OR TENDERNESS

UNDERARM GLAND SWELLING
OR TENDERNESS

HEADACHE

POST INJECTION SITE PRURITIS

LEFT (IPSILATERAL) AXILLARY
LYMPHADENOPATHY
LEFT ARM PAIN

INJECTION SITE PAIN

IPSILATERAL
LYMPHADENOPATHY
URTICARIAL REDNESS AT L
DELTOID INJECTION SITE
IPSILATERAL
LYMPHADENOPATHY
UNDERARM GLAND SWELLING

IPSILATERAL
LYMPHADENOPATHY
IPSILATERAL
LYMPHADENOPATHY
IPSILATERAL
LYMPHADENOPATHY
(LYMPHADENOPATHY-
IPSILATERAL) (R)

ENLARGED LYMPH NODE ( LEFT

ARM PIT)
FATIGUE

UNDERARM GLAND SWELLING
AND TENDERNESS
UNDERARM GLAND SWELLING

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

FDA-CBER-2022-1614-3817625

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD



US3442021

US3442048

US3442087

US3452013

US3452017

US3452031

US3452100

US3452154

US3452298

US3452391

US3452391

US3462193

US3462266

US3462419

US3472036

US3482053

US3482056

1/DOSE 1 - 2020-08-18T10:26

1/DOSE 2 - 2020-09-22T10:19

7 DOSE 1 - 2020-08-25T17:35

1/DOSE 1 - 2020-07-30T10:41

1/DOSE 1 - 2020-07-30T14:11

2 DOSE 1 - 2020-08-03T17:05

1/DOSE 1 - 2020-08-14T14:25

1/DOSE 2 - 2020-09-18T09:03

2 DOSE 2 - 2020-10-07T16:17

1/DOSE 1 - 2020-09-11T16:27

2 DOSE 1 - 2020-08-14T13:25

2 DOSE 1 - 2020-08-14T13:45

LEFT UNDERARM GLAND
SWELLING/TENDERNESS
(IPSILATERAL TO VACCINATION
SITE)

PAINFUL SWOLLEN AXILLA
LYMPH MODE LEFT ARM
UNDERARM GLAND SWELLING
SWELLING AND TENDERNESS
IN UNDERARM GLAND
INJECTION SITE PAIN
UNDERARM GLAND SWELLING
HEADACHE

UNDERARM GLAND SWELLING
JOINT ACHES

HEADACHE

FATIGUE

LYMPHADENOPATHY

UNDERARM GLAND SWELLING,

IPSILATERAL/ CONTRALATERAL
TO INJECTION ARM

URTI

UNDER ARM GLAND
SWELLING, IPSILATERAL
BILATERAL UNDERARM
LYMPHADENOPATHY
IPSILATERAL
LYMPHADENOPATHY LEFT
AXILLA

IPSILATERAL
LYMPHADENOPATHY LEFT
AXILLA

REACTOGE
NICITY

MILD

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE MODERA
NICITY TE
REACTOGE MILD
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE MODERA
NICITY TE

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

REACTOGE MODERA
NICITY TE

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

MILD

MILD

MILD

REACTOGE
NICITY

MILD

FDA-CBER-2022-1614-3817626



US3482060

US3482070

US3482090

US3482154

US3482162

US3482184

US3492050

US3492088

US3492240

US3492240

US3492244

US3492290

US3492290

US3502194

US3512049

US3512082

US3512120

6 DOSE 2 - 2020-09-11T12:41

5 DOSE 2 - 2020-09-14T11:58

2 DOSE 2 - 2020-09-16T15:16

2 DOSE 2 - 2020-09-25T09:44

2 DOSE 1 - 2020-09-02T09:48

6 DOSE 1 - 2020-09-02T12:44

2 DOSE 2 - 2020-10-06T10:52

5 DOSE 2 - 2020-10-28T09:24

2 DOSE 2 - 2020-10-28T09:24

2 DOSE 1 - 2020-10-06T16:19

2 DOSE 1 - 2020-08-12T17:24

8 DOSE 2 - 2020-09-11T13:49

4 DOSE 1 -2020-08-21T11:15

IPSILATERAL
LYMPHADENOPATHY LEFT
AXILLA

IPSILATERAL
LYMPHADENOPATHY LEFT
AXILLA

NON-URTICARIAL, MACULAR,
REDNESS ON LEFT DELTOID AT
THE INJECTION SITE

FATIGUE

LEFT AXILLARY
LYMPHADENOPATHY
IPSILATERAL TO VACCINATION
SITE

IPSILATERAL
LYMPHADENOPATHY LEFT
AXILLA.

UNDERARM GLAND SWELLING

NASAL CONGESTION

RIGHT AXILLARY-
CONTRALATERAL
LYMPHADENOPATHY
RIGHT AXILLARY-
CONTRALATERAL
LYMPHADENOPATHY
JOINT ACHES

FATIGUE

CHILLS

LYMPHADENOPATHY
IPSILATERAL AXILLARY
LYMPHADENOPATHY
CONTRALATERAL TO SIDE OF
INJECTION SITE

CHRONIC URINARY RETENTION

UNDERARM SWELLING
IPSILATERAL

REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

FDA-CBER-2022-1614-3817627

MILD

MILD

SEVERE

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MODERA
TE

MODERA
TE
MILD



US3512174

US3512177

US3512252

US3522043

US3522265

US3522618

US3532093

US3532121

US3542056

US3552151

US3552151

US3552189

US3562108

US3562177

US3572150

US3572150

US3572182

US3572317

US3582127

US3592219

3 DOSE 1 - 2020-08-27T15:20

5 DOSE 2 - 2020-09-25T11:57

1/DOSE 1 - 2020-09-11T10:33

1/DOSE 2 - 2020-09-10T12:48

3 DOSE 1 - 2020-08-21T08:46

5 DOSE 2 - 2020-10-07T08:35

2 DOSE 2 - 2020-09-22T10:57

2 DOSE 2 - 2020-09-21T10:25

1/DOSE 1 - 2020-08-25T14:38

2 DOSE 2 - 2020-09-21T12:14

1/DOSE 1 - 2020-08-24T14:36

5 DOSE 1 - 2020-08-26T15:15

2 DOSE 1 - 2020-09-09T11:01

19 DOSE 1 - 2020-09-16T16:02

1/DOSE 1 - 2020-09-03T14:45

1/DOSE 2 - 2020-10-26T14:19

4 DOSE 2 - 2020-10-06T16:43

WORSENED OSTEOARTHRITIS

RIGHT LEG MUSCLE ACHES

LEFT DELTOID INJECTION SITE
PAPULAR ERYTHEMA NON-
URTICARIAL

TENDERNESS IPSILATERALTO
THE VACCINATION ARM
UNDERARM GLAND SWELLING
OR TENDERNESS

FALL

URTICARIAL INJECTION SITE
ERYTHEMA.
BILATERAL LEG FATIGUE

UNDERARM GLAND SWELLING
OR TENDERNESS

LEFT KNEE JOINT PAIN
OSTEOARTHRITIS
EXACERBATION

LEFT KNEE JOINT PAIN
OSTEOARTHRITIS
EXACERBATION

IPSILATERAL AXILLARY
LYMPHADENOPATHY
UNDERARM GLAND SWELLING
LEFT ARM

UNDERARM GLAND SWELLING
LEFT ARM

HEADACHE

FATIGUE

ITCHING @ INJECTION SITE
BRUISED LUMP ON NECK
REDNESS AT INJECTION SITE
(MACULAR, NON-URTICARIAL
RIGHT DELTOID)

MUSCLE ACHES ALL OVER
BODY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

FDA-CBER-2022-1614-3817628

MODERA
TE
SEVERE

MILD

MILD
MILD
MODERA
TE
SEVERE
MODERA
TE

MILD

MODERA
TE

MODERA
TE

MILD

MILD

MILD

MILD

MILD

MODERA

TE

MILD

MILD

MILD



US3592219

US3602043

US3612004

US3612084

US3612084

US3612085

US3622287

US3632101

US3642181

US3642181

US3642181

US3652010

US3652050

US3652056

US3662010

5 DOSE 1 - 2020-08-17T16:35

1/DOSE 1 - 2020-09-15T16:02

1/DOSE 1 - 2020-08-31T12:42

4 DOSE 1 - 2020-10-23T10:32

3 DOSE 2 - 2020-11-20T12:33

3 DOSE 2 - 2020-11-20T12:47

3 DOSE 2 - 2020-11-20T07:52

3 DOSE 1 - 2020-09-22T14:31

2 DOSE 1 - 2020-09-10T10:00

2 DOSE 1 - 2020-10-07T10:34

2 DOSE 2 - 2020-11-17T15:23

4 DOSE 2 - 2020-10-07T09:43

UNDERARM SWELLING

AXILLARY LYMPHADENOPATHY
LEFT ARM (IPSILATERAL TO
VACCINATION SITE)

NON-URTICARIAL RETICULATE
MACULAR ERYTHEMA AT
INJECTION SITE, RIGHT ARM

RIGHT AXILLARY
LYMPHADENOPATHY-
IPSILATERAL TO VACCINATION
ARM

RIGHT AXILLARY/UNDERARM
GLAND TENDERNESS

LEFT AXILLARY
LYMPHADENOPATHY-
IPSILATERAL TO VACCINATION
ARM

(RIGHT)UNDERARM GLAND
SWELLING TENDERNESS
SHOULDER JOINT PAIN

GENERALIZED MUSCLE ACHES
PERSISTING BEYOND DAY 7
AFTER INJECTION 1
GENERALIZED JOINT ACHES
PERSISTING BEYOND DAY 7
AFTER INJECTION 1

FATIGUE PERSISTING BEYOND
DAY 7 AFTER INJECTION 1
LEFT UNDERARM
LYMPHADENOPATHY (EDIARY,
IPSILATERAL)

RUNNY NOSE

SORE THROAT

TENDERNESS OF LEFT AXILLARY
LYMPH NODE, IPSILATERAL

REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

FDA-CBER-2022-1614-3817629

MILD

MODERA

TE

SEVERE

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MODERA
TE



US3662010

US3662026

US3662092

US3662092

US3662147

US3672006

US3672071

US3672082

US3672082

US3672100

US3672135

US3672178

US3672208

US3672268

US3682019

US3682026

US3682048

US3682109

3 DOSE 1 - 2020-09-10T10:23

7 DOSE 1 - 2020-09-18T14:07

2 DOSE 1 - 2020-09-14T15:00

1/DOSE 1 - 2020-09-14T15:00

1/DOSE 1 - 2020-09-29T15:34

3 DOSE 2 - 2020-09-08T11:17

3 DOSE 2 - 2020-09-10T10:38

1/DOSE 1 - 2020-08-17T11:56

1/ DOSE 1 - 2020-08-18T17:56

1/DOSE 2 - 2020-09-16T18:02

2 DOSE 2 - 2020-09-23T08:40

6 DOSE 2 - 2020-09-23T13:40

1/DOSE 2 - 2020-09-24T15:16

1/DOSE 2 - 2020-09-30T14:22

5 DOSE 2 - 2020-10-13T10:33

LEFT ARM AXILLARY LYMPH
NODE TENDERNESS,
IPSILATERAL

UNDERARM GLAND
TENDERNESS, BILATERALY
RIGHT & LEFT

LEFT AXILLARY
LYMPHADENOPATHY

LEFT AXILLARY LYMPH NODE
TENDERNESS, IPSILATERAL,
LYMPH NODE TENDERNESS,
AXILLARY, IPSILATERAL, ON
SIDE OF INJECTION

REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

JOINT ACHES ON LOWER BACK - REACTOGE

LUMBAR PAIN
UNDERARM SWELLING OR
TENDERNESS

JOINT ACHES

HEADACHE

HEADACHE

UNDERARM GLAND SWELLING
OR TENDERNESS

UNDERAM GLAND SWELLING
OR TENDERNESS

LEFT ARM UNDERARM GLAND
SWELLING AND TENDERNESS

UNDERARM GLAND
TENDERNESS
COVID-LIKE ILLNESS

L CALF MUSCLE PAIN

RIGHT UNDERARM
LYMPHADENOPATHY,

CONTRALATERAL TO INJECTION

SITE

RASH TO RIGHT UPPER ARM,
IPSILATERAL TO INJECTION
SITE, NON-URTICARIAL

NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

FDA-CBER-2022-1614-3817630

MODERA
TE

MILD

MILD

MILD

MILD

MODERA

TE

MODERA

TE

MILD

MILD

MILD

MILD

MILD

MILD

MILD
MODERA
TE

MILD

MILD

MILD



US3682109

US3682117

US3692008

US3712050

US3712050

US3712154

US3712172

US3712175

US3712188

US3712234

US3712258

US3722157

US3722197

US3722249

US3722249

US3722282

US3722282

US3722317

US3722418

US3732003

US3732036

2 DOSE 2 - 2020-10-13T10:33

3 DOSE 2 - 2020-10-13T15:21

1/DOSE 1 - 2020-08-27T16:06

2 DOSE 1 - 2020-09-21T09:10

1/DOSE 1 - 2020-09-23T12:09

5 DOSE 1 - 2020-10-08T11:32

1/DOSE 2 - 2020-11-18T09:35

1/DOSE 1 - 2020-10-19T14:17

3 DOSE 2 - 2020-11-19T12:41

1/DOSE 1 - 2020-10-23T16:58

1/DOSE 1 - 2020-08-15T12:06

1/DOSE 1 - 2020-08-19T15:01

1/DOSE 1 - 2020-08-04T11:02

1/DOSE 1 -2020-08-10T15:10

RASH TO RIGHT UPPER ARM,
IPSILATERAL TO INJECTION
SITE, NON-URTICARIAL
INTERMITTENT SORENESS TO
RIGHT UPPER BUTTOCKS
TENDERNESS, LEFT ARM

LEFT AXILLARY
LYMPHADENOPATHY
FATIGUE

LEFT AXILLARY
LYMPHADENOPATHY
UNDERARM GLAND SWELLING
OR TENDERNESS

UNDERARM GLAND SWELLING
/ TENDERNESS

LEFT AXILLARY
LYMPHADENOPATHY

LEFT AXILLARY
LYMPHADENOPATHY

LEFT AXILLARY
LYMPHADENOPATHY

FATIGUE

FATIGUE

MUSCLE ACHES
FATIGUE

HEADACHE

UNDERARM SWELLING
LEFT UNDERARM GLAND
TENDERNESS

GENERALIZED JOINT ACHES

RIGHT AXILLARY
LYMPHADENOPATHY

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

AXILLARY LYMPHADENOPATHY {REACTOGE

BILATERAL

NICITY

FDA-CBER-2022-1614-3817631

MILD

MODERA

TE

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MODERA

TE

MODERA

TE

MILD

MILD

MODERA

TE

MILD

MILD

MILD



US3732051

US3732243

US3732243

US3732310

US3732342

US3742074

US3742103

US3742132

US3742280

US3742325

US3742367

US3742384

US3742438

US3742451

US3742453

US3742482

US3752056

US3752087

US3752163

US3752190

1/DOSE 1 - 2020-08-12T12:02

2 DOSE 2 - 2020-09-29T10:40

1/DOSE 1 - 2020-09-01T11:46

1/DOSE 1 - 2020-09-10T10:44

6 DOSE 1 - 2020-09-15T17:05

1/DOSE 1 - 2020-08-25T10:12

3 DOSE 1 - 2020-08-26T14:46

3 DOSE 1 - 2020-08-28T09:58

3 DOSE 2 - 2020-10-06T11:48

3 DOSE 2 - 2020-10-19T14:03

2 DOSE 1 - 2020-09-14T16:02

6 DOSE 2 - 2020-10-13T08:19

3 DOSE 2 - 2020-10-17T13:37

5 DOSE 2 - 2020-10-22T15:22

1/DOSE 1 - 2020-09-22T09:31

2 DOSE 1 - 2020-10-01T14:57

1/DOSE 1 - 2020-08-14T09:40

6 DOSE 2 - 2020-09-16T08:18

5 DOSE 1 - 2020-08-20T17:20

GENERAL JOINT/MUSCLE
ACHES SECONDARY TO
PHYSICAL EXCERTION

LEFT AXILLARY
LYMPHADENOPATHY

LEFT AXILLARY
LYMPHADENOPATHY

LEFT AXILLARY
LYMPHADENOPATHY
UNDERARM
SWELLING/TENDERNESS
UNKNOWN SIDE UNDERARM
GLAND TENDERNESS
UNDERARM GLAND SWELLING

UNKNOWN ARM UNDERARM
GLAND SWELLING
WORSENING OF
OSTEOARTHRITIS, ALL JOINTS
UNDERARM GLAND SWELLING

UNDERARM GLAND SWELLING
/ TENDERNESS
PNEUMONIA

LEFT UNDERARM GLAND
SWOLLEN IPSILATERAL
LEFT AXILLARY IPSILATERAL
LYMPHADENOPATHY

LEFT UNDER ARM GLAND
SWELLING IPSILATERAL
LEFT SWOLLEN UNDERARM
GLAND IPSILATERAL
CHILLS

AXILLARY LYMPHADENOPATHY

(LATERALITY UNKNOWN)

SWOLLEN, PAINFUL LYMPH
NODES BILATERAL AXILLARY
LYMPHADENOPATHY
[UNKNOWN LATERALITY]

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

FDA-CBER-2022-1614-3817632

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MODERA

TE

MILD

MODERA

TE

MODERA

TE

MILD

MILD

MILD

MILD

MILD

MODERA
TE

MODERA
TE
MILD



US3752207

US3752251

US3752268

US3752288

US3752288

US3752288

US3752288

US3752348

US3752349

US3752372

US3752389

US3762005

US3762177

US3762239

US3762245

US3772082

US3772094

US3772098

US3772196

US3782183

2 DOSE 1 - 2020-08-21T13:40

1/DOSE 1 - 2020-08-26T14:35

1/DOSE 1 - 2020-09-01T16:20

2 DOSE 2 - 2020-09-28T08:26

7 DOSE 2 - 2020-09-30T10:21

5 DOSE 1 - 2020-09-03T15:23

1/DOSE 2 - 2020-09-17T12:20

2 DOSE 2 - 2020-10-08T13:31

1/DOSE 2 - 2020-10-08T12:39

4 DOSE 2 - 2020-09-14T11:33

6 DOSE 2 - 2020-09-17T09:08

1/DOSE 2 - 2020-09-17T09:03

1/DOSE 2 - 2020-09-28T14:16

2 DOSE 1 - 2020-10-16T09:31

SUPRACLAVICULAR GLAND
SWELLING
FATIGUE

LYMPHADENOPATHY
BILATERAL
FATIGUE

JOINTS ACHE (UPPER AND
LOWER EXTREMITIES)
FATIGUE

MUSCLE ACHES (UPPER AND
LOWER EXREMITIES)
LYMPHADENOPATHY
IPSILATERAL

LEFT AXILLARY
LYMPHADENOPATHY -
IPSILATERAL

FLUSHING

UNDER ARM SWELLING AND
PAIN (IPSILATERAL)
NASAL CONGESTION

INJECTION SITE REDNESS, LEFT

ARM NON-URTICARIAL
RUNNY NOSE

UNDERARM GLAND
TENDERNESS

UNDERARM GLAND SWELLING

(LEFT ARM)
AXILLARY GLAND SWELLING
(IPSILATERAL)

AXILLARY LYMPHADENOPATHY

IPSILATERAL

LEFT AXILLARY IPSILATERAL
LYMPHADENOPATHY

LEFT UNDERARM GLAND
TENDERNESS IPSILATERAL -
SAME SIDE OF VACCINATION
SITE

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

FDA-CBER-2022-1614-3817633

MODERA
TE
MODERA
TE

MILD
MODERA
TE
SEVERE
MILD
SEVERE
MILD

MILD

MILD

MILD

MILD

MODERA

TE

MILD

MILD

MILD

MILD

MILD

MILD

MILD



US3792058

US3792091

US3812001

US3812149

US3812200

US3812320

US3822010

US3822010

US3822044

US3822184

US3822213

US3822258

US3822389

US3822389

US3822416

US3832041

US3832089

US3832190

US3842052

1/DOSE 1 - 2020-09-16T15:57

1/DOSE 1 - 2020-10-07T15:10

3 DOSE 1 - 2020-08-03T09:36

1/DOSE 2 - 2020-09-09T13:57

1/DOSE 1 - 2020-08-18T09:45

3 DOSE 1 - 2020-08-05T10:16

1/DOSE 1 - 2020-08-07T15:16

1/DOSE 1 - 2020-08-25T12:36

1/DOSE 2 - 2020-08-31T10:44

1/ DOSE 2 - 2020-09-01T16:38

1/DOSE 2 - 2020-09-11T08:30

2 DOSE 1 - 2020-09-30T15:43

UNDERARM GLAND
SWELLING/TENDERNESS
UDERARM GLAND SWELLING

COVID-LIKE ILLNESS

LEFT AXILLARY
LYMPHADENOPATHY
(IPSILATERAL)

LEFT AXILLARY
LYMPHADENOPATHY-
IPSILATERAL SWELLING
INJECTION SITE SWELLING

LEFT AXILLARY
LYMPHADENOPATHY
MYALGIA

UNDERARM SWELLING-SAME
SIDE OF VACCINATION SITE
HEADACHE

HEADACHE

LEFT AXILLARY
LYMPHADENOPATHY - SAME
SIDE OF VACCICATION SITE
FATIGUE

HEADACHE

INJECTION SITE PAIN

MUSCLE ACHES (LOWER
EXTREMITIES)

LEFT AXILLARY
LYMPHADENOPATHY
(IPSILATERAL-SAME SIDE OF
VACCINATION)
AR-UNDERARM GLAND
SWELLING

MUSCLE ACHES WORSENING
DUE TO FIBROMYALGIA

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

FDA-CBER-2022-1614-3817634

MILD
MILD
MODERA
TE
MODERA
TE

MILD

MILD

MILD

MILD

MILD

MILD

MODERA

TE

MILD

MILD

MILD

MODERA

TE

MODERA

TE
MILD

MILD

MODERA
TE



US3852193

US3862168

US3862175

US3862259

US3862276

US3872085

US3872118

US3872157

US3872250

US3872265

US3872440

US3872470

US3892079

US3892079

US3912020

US3912033

US3912034

8 DOSE 2 - 2020-10-23T11:18

3 DOSE 1 -2020-09-11T11:22

2 DOSE 1 - 2020-09-11T15:25

2 DOSE 1 - 2020-09-29T14:39

4 DOSE 1 - 2020-10-01T15:47

9 DOSE 1 - 2020-08-07T09:44

15 DOSE 1 - 2020-08-10T13:01

1/DOSE 2 - 2020-09-09T12:18

9 DOSE 1 - 2020-08-21T12:25

6 DOSE 2 - 2020-09-28T10:57

5 DOSE 1 - 2020-09-03T10:16

1/DOSE 2 - 2020-10-07T09:00

2 DOSE 2 - 2020-10-14T13:13

1/DOSE 1 - 2020-09-14T11:42

6 DOSE 2 - 2020-09-25T09:46

4 DOSE 2 - 2020-09-23T14:01

3 DOSE 2 - 2020-09-28T16:13

AXILLARY LYMPHADENOPATHY
VACCINE ARM

POSTVACCINATION
REACTOGENICITY SYMPTOMS
IPSILATERAL AXILLARY
LYMPHADENOPATHY
OSTEOARTHRIATIS
EXACERBATION MANIFESTED
BY ARTHRALGIAS IN
SHOULDERS BILATERALLY
PROLONGED
POSTVACCINATION
REACTOGENICITY CHILLS
UNDERARM GLAND
TENDERNESS
(LYMPHADENOPATHY)

LEFT UNDERARM
LYMPHADENOPATHY
(IPSILATERAL)

BCC

IPSILATERAL UNDERARM
GLAND TENDERNESS
(LYMPHADENOPATHY)
SHOULDER PAIN - RIGHT

AXILLARY LYMPHADENOPATHY

CONTRALATERAL RIGHT
AXILLARY LYMPHADENOPATHY
PAIN

IPSILATERAL AXILLARY
LYMPHADENOPATHY
IPSILATERAL AXILLARY
LYMPHADENOPATHY
AXILLARY LYMPHADENOPATHY
IPSILATERAL

IMMUNIZATION
REACTOGENICITY

REACTOGENICITY STATUS POST

VACCINE

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

MILD

MILD

MILD

MODERA

TE

MILD

MODERA

TE

MILD

MODERA

TE

MODERA

TE

MODERA

TE

MODERA

TE

MILD

MILD

MILD

MILD

MILD

MODERA
TE

FDA-CBER-2022-1614-3817635



US3912184

US3912196

US3922071

US3932233

US3932288

US3952022

US3952022

US3952140

US3972136

US3982114

US3982241

US3992017

US3992119

1/DOSE 2 - 2020-10-16T09:54

1/DOSE 2 - 2020-10-19T09:42

2 DOSE 2 - 2020-10-05T09:40

6 DOSE 1 - 2020-10-12T12:32

1/DOSE 1 - 2020-10-17T12:37

3 DOSE 2 - 2020-10-01T09:37

2 DOSE 1 - 2020-09-01T14:14

6 DOSE 2 - 2020-10-26T13:47

1/DOSE 2 - 2020-10-13T13:08

2 DOSE 2 - 2020-10-08T16:09

3 DOSE 1 - 2020-09-28T12:20

2 DOSE 1 - 2020-09-22T13:10

1/DOSE 1 - 2020-10-21T13:02

REACTOGENICITY STATUS POST |REACTOGE

VACCINE
DIVERTICULOSIS FLARE

COVID LIKE SYMPTOMS

NICITY
REACTOGE
NICITY
REACTOGE
NICITY

UNDERARM GLAND SWELLING/ REACTOGE

TENDERNESS

TENDERNESS UNDER LEFT ARM

PIT/ SAR
INTERMITTENT SHORTNESS OF
BREATHING

I[P REACTOGENICITY- MULTIPLE

SYMPTOMS
L DELTOID INDURATION

RASH ON BACK OF NECK

REACTOGENICITY SYMPTOMS

UNDERARM GLAND SWELLING
OR TENDERNESS;
LYMPHADENOPATHY LEFT
AXILLA

LYMPHADENOPATHY UNDER
ARM

LYMPHADENOPATHY, UNDER
ARM

NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY
REACTOGE
NICITY

REACTOGE
NICITY
REACTOGE
NICITY

MODERA

TE

MILD

MODERA

TE

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

MILD

FDA-CBER-2022-1614-3817636



AETO
XGR
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
3 BLINDED
TREATMENT
2 BLINDED
TREATMENT

EPOCH

1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
3 FOLLOW-UP
BLINDED
PHASE
2 OPEN LABEL
TREATMENT
1 SCREENING

1 SCREENING

1 SCREENING

1 FOLLOW-UP
BLINDED
PHASE

2|OPEN LABEL
TREATMENT

AESTDTC

8/2/2020

9/4/2020

9/6/2020

9/3/2020

10/12/2020

10/28/2020

2020-08-25T21:00

8/11/2020

8/12/2020

2020-09-11T19:30

8/27/2020

9/9/2020

1/13/2021

3/1/2021

AEENDTC

8/5/2020

9/9/2020

9/8/2020

9/9/2020

10/19/2020

10/31/2020

8/25/2020

8/21/2020

8/17/2020

10/24/2020

9/2/2020

9/16/2020

3/3/2021

3/10/2021

2020-08-07T00:00 12020-08-10T00:00

2020-08-07T00:00 12020-08-10T00:00

2020-08-07T00:00 12020-08-10T00:00

2021-01-18T00:00 12021-01-25T00:00

2/25/2021

2/28/2021

AEST AEE | CETERM

DY NDY
6 9
31 36
7 9

3 9

5 12

6 9
29 29
6 16

3 8
29 72
31 37
34 41
167 216
208| 217
1 4

1 4

1 4
160 167
198 201

vax_dosel_date

2020-07-28T13:06

2020-08-05T14:25

2020-08-31T11:41

2020-09-01T12:23

2020-10-08T10:42

2020-10-23T15:34

2020-07-28T16:22

2020-08-06T14:48

2020-08-10T17:37

2020-08-14T17:30

2020-07-28T17:02

2020-08-07T11:42

2020-07-31T16:35

2020-08-06T15:40

2020-08-07T14:32

2020-08-07T14:32

2020-08-07T14:32

2020-08-12T12:50

2020-08-12T12:50

FDA-CBER-2022-1614-3817637



1/ BLINDED
TREATMENT
1 SCREENING

3 BLINDED
TREATMENT
1 SCREENING

1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1 SCREENING

1/OPEN LABEL
TREATMENT

2 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1/ BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

8/20/2020

8/21/2020

2020-08-13T05:00 12020-08-21T23:59

2020-09-18T00:00 12020-09-20T00:00

2020-08-19T00:00 2020-08-26T23:59

2020-10-08T16:38

8/25/2020

8/31/2020

9/9/2020

9/9/2020

2020-07-27T07:00

2021-01-06T15:48

9/18/2020

9/21/2020

9/3/2020

10/7/2020

9/6/2020

8/10/2020

8/6/2020

8/10/2020

8/9/2020

8/26/2020

9/4/2020

9/10/2020

9/10/2020

8/5/2020

3/1/2021

9/29/2020

9/26/2020

9/4/2020

10/15/2020

9/10/2020

8/14/2020

8/12/2020

8/12/2020

8/19/2020

32

35|.

146

30

32

27

35

34

10

10

200

41

37

35

39

11

13

2020-08-13T10:23

2020-08-13T16:41

2020-08-18T16:20

2020-08-19T17:25

2020-09-04T09:55

2020-08-19T12:15

2020-08-26T11:29

2020-09-02T14:23

2020-09-02T14:23

2020-07-27T16:35

2020-08-14T13:28

2020-08-20T14:08

2020-08-21T12:02

2020-08-28T16:34

2020-09-11T13:13

2020-08-03T16:01

2020-08-04T16:03

2020-08-04T17:03

2020-08-05T12:58

2020-08-07T10:09

FDA-CBER-2022-1614-3817638



1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

3 BLINDED
TREATMENT

1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
2 BLINDED
TREATMENT
2/ SCREENING

1 BLINDED
TREATMENT
1 SCREENING

2 FOLLOW-UP
BLINDED
PHASE

1/ BLINDED
TREATMENT

1/ BLINDED
TREATMENT

2 BLINDED
TREATMENT

1/ BLINDED
TREATMENT

2 BLINDED
TREATMENT

2 BLINDED
TREATMENT

1 BLINDED
TREATMENT

8/23/2020 8/28/2020
9/17/2020 9/28/2020
9/23/2020 9/28/2020

9/6/2020 9/13/2020
9/18/2020 9/23/2020

2020-07-28T17:00

2020-07-28T00:00 |2020-08-05T23:59
8/27/2020 9/6/2020

2020-07-28T00:00 |2020-08-06T23:59

3/16/2021 3/29/2021

8/11/2020 8/12/2020

2020-08-26T00:00 12020-09-09T23:59

2020-11-13721:34 12/1/2020
10/18/2020 11/10/2020
8/22/2020 9/7/2020
8/1/2020 8/4/2020
8/4/2020 8/7/2020

5 10 2020-08-19T10:51
29 40 2020-08-20T14:29
31 36 2020-08-24T15:53

4 1 2020-09-03T16:49

3 8 2020-09-16T13:53

2. 2020-07-27T17:02

1 9 2020-07-28T10:26
31 41 2020-07-28T10:26

1 10 2020-07-28T13:12

232 245 2020-07-28T15:08
15 16 2020-07-28T16:57
29| 43 2020-07-29T16:42
29, 47 2020-10-16T13:20

3 26 2020-10-16T13:20

4 20 2020-08-19T17:08

6 9 2020-07-27T16:15

6 9 2020-07-30T17:21

FDA-CBER-2022-1614-3817639



1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

2 BLINDED
TREATMENT

1/BLINDED
TREATMENT

1/BLINDED
TREATMENT

1/ BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

8/5/2020

9/2/2020

8/22/2020

10/21/2020

10/27/2020

2020-11-23T718:00

8/28/2020

2020-08-27T23:00

7/30/2020

8/9/2020

9/10/2020

8/25/2020

10/24/2020

10/31/2020

11/30/2020

9/3/2020

9/11/2020

8/27/2020

2020-09-05T07:00 |2020-09-14T07:00

2020-09-04T22:01

2020-09-14T22:30

9/14/2020

9/29/2020

2020-08-24T17:06 12020-08-31T21:08

9/5/2020

9/12/2020

30

33

32

29

31

29

33

10

38

11

10

11

40

38

44

29

40

39

48

2020-07-31T15:22

2020-08-04T11:25

2020-08-15T14:25

2020-10-15T15:09

2020-10-21T11:37

2020-10-22T10:27

2020-07-28T14:51

2020-07-30T20:52

2020-07-30T20:52

2020-08-06T12:46

2020-08-07T13:44

2020-08-13T19:15

2020-08-24T16:29

2020-09-04T16:25

FDA-CBER-2022-1614-3817640



1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

2|BLINDED
TREATMENT

2 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 SCREENING

1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

2020-11-06T09:30 11/16/2020

10/16/2020 10/31/2020

10/20/2020 10/24/2020

2020-09-09T07:00 12020-09-15T09:00

8/25/2020 9/8/2020
7/28/2020 8/3/2020
8/4/2020 8/10/2020

2020-07-30T00:00 |2020-08-07T00:00
9/9/2020 9/15/2020
8/5/2020 8/14/2020

2020-09-09T00:00 |2020-09-19T00:00

8/4/2020 8/17/2020
9/2/2020 9/8/2020
8/14/2020 8/19/2020
8/17/2020 8/22/2020
8/26/2020 9/6/2020
9/4/2020 9/7/2020

30

31

41

31

30

15

40

19

10

37

19

13

47

15

41

14

36

11

13

18

2020-10-08T16:41

2020-10-13T18:40

2020-10-15T18:43

2020-08-10T13:55

2020-08-21T11:25

2020-07-27T14:32

2020-07-29T17:15

2020-07-30T11:48

2020-07-31T16:23

2020-07-31T16:23

2020-08-10T15:05

2020-08-04T10:06

2020-08-04T10:06

2020-08-09T08:26

2020-08-15T14:25

2020-08-25T11:41

2020-08-21T13:26

FDA-CBER-2022-1614-3817641



1 BLINDED
TREATMENT

1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT

1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 SCREENING

1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 SCREENING

1 BLINDED
TREATMENT
3 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT

8/25/2020 9/3/2020
8/28/2020 8/30/2020
8/24/2020 9/12/2020
8/28/2020 9/4/2020

9/6/2020 9/8/2020

9/8/2020 9/12/2020
10/19/2020 11/7/2020
10/28/2020 10/30/2020

2020-08-07T16:00 |2020-08-14T08:00
8/19/2020 8/22/2020
8/11/2020 8/14/2020
2020-08-15T18:21 |2020-08-26T20:04
2020-08-08T12:00 |2020-09-11T11:59
2020-09-08T17:21 |2020-09-14T12:00
8/13/2020 8/20/2020

2020-08-13T06:00 |2020-08-27T00:00

8/24/2020 8/30/2020
8/31/2020 9/4/2020
9/25/2020 10/5/2020
8/26/2020 9/1/2020

32

13

20

10

21

10

10

13

36

38

10

15

13

12

42

2020-08-22T12:36

2020-08-23T14:43

2020-08-24T14:03

2020-08-27T11:00

2020-09-01T10:29

2020-09-03T16:43

2020-10-18T10:07

2020-10-22T16:37

2020-08-07T16:04

2020-08-13T16:04

2020-08-05T15:48

2020-08-14T15:25

2020-08-07T15:51

2020-08-08T16:07

2020-08-11T12:13

2020-08-13T17:11

2020-08-18T14:04

2020-08-24T17:17

2020-08-25T11:49

2020-08-25T11:49

FDA-CBER-2022-1614-3817642



1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1 SCREENING

1 SCREENING

1 SCREENING

1 SCREENING

2 BLINDED
TREATMENT

1/ BLINDED
TREATMENT

1/ BLINDED
TREATMENT

1/ BLINDED
TREATMENT

1/ BLINDED
TREATMENT
1 SCREENING

1 BLINDED
TREATMENT

9/4/2020

8/30/2020

9/8/2020

9/12/2020

2020-09-11T12:47

9/18/2020

9/22/2020

2020-09-19T10:22

2020-09-19T10:22

2020-08-13T07:10

2020-09-01T10:00

2020-09-22T701:00

2020-08-11T21:44

8/13/2020

2020-09-10T00:00

2020-08-13T13:54

2020-08-13T00:00

2020-08-20T20:29

9/13/2020

2020-11-19T12:00

9/13/2020

9/15/2020

2020-09-19T20:38

9/25/2020

9/24/2020

2020-09-27T08:26

2020-09-28T06:31

2020-08-24T18:37

9/11/2020

9/30/2020

8/16/2020

8/25/2020

10/6/2020

8/22/2020

8/20/2020

8/21/2020

32

16

83

10

10

15

10

12

11

10

11

16

58

11

2020-08-29T12:18

2020-08-29T12:27

2020-09-05T11:27

2020-09-06T12:46

2020-09-10T11:44

2020-09-11T14:12

2020-09-17T11:25

2020-09-19T11:10

2020-09-19T11:10

2020-08-13T14:52

2020-09-01T10:37

2020-09-21T15:33

2020-08-06T10:16

2020-08-10T17:23

2020-08-10T17:23

2020-08-12T11:28

2020-08-13T11:01

2020-08-14T10:43

FDA-CBER-2022-1614-3817643



1/ BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
2 BLINDED
TREATMENT
2 BLINDED
TREATMENT
1/BLINDED
TREATMENT
2 BLINDED
TREATMENT
1/ BLINDED
TREATMENT
1/ BLINDED
TREATMENT
1/ BLINDED
TREATMENT
1/ BLINDED
TREATMENT
1/ BLINDED
TREATMENT
1 FOLLOW-UP
BLINDED
PHASE
1/ BLINDED
TREATMENT
1/ BLINDED
TREATMENT
1/ BLINDED
TREATMENT

2020-10-01T19:08 |2020-10-07T00:00

9/10/2020

10/20/2020

9/15/2020

10/25/2020

2020-10-21T17:39 12020-10-30T00:00

2020-09-25T13:15

10/24/2020

10/15/2020

11/9/2020

2020-09-29T721:01 12020-10-08T00:00

10/12/2020

8/26/2020

8/26/2020

9/4/2020

9/28/2020

8/13/2020

8/13/2020

8/17/2020

8/27/2020

8/29/2020

11/17/2020

9/25/2020

10/6/2020

8/12/2020

10/17/2020

9/6/2020

9/6/2020

9/5/2020

9/30/2020

8/15/2020

8/14/2020

8/27/2020

9/6/2020

11/20/2020

9/28/2020

10/16/2020

8/19/2020

35

33

30

30

30

30

31

35

88

34

41

12

38

39

21

46

14

12

41

41

32

37

10

16

91

37

16

12

2020-08-28T12:48

2020-09-04T16:56

2020-09-18T17:00

2020-09-22T08:33

2020-09-25T12:39

2020-09-25T14:28

2020-09-25T14:50

2020-10-06T14:02

2020-07-28T13:45

2020-07-28T13:45

2020-08-05T13:57

2020-08-25T09:17

2020-08-06T10:36

2020-08-06T16:18

2020-08-07T11:14

2020-08-19T11:35

2020-08-22T13:48

2020-08-22T18:04

2020-08-23T11:24

2020-10-01T14:38

2020-08-08T10:19

FDA-CBER-2022-1614-3817644



2|BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

3 BLINDED
TREATMENT

1/BLINDED
TREATMENT

3 BLINDED
TREATMENT
3 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT

1/ BLINDED
TREATMENT

2 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

9/8/2020

9/19/2020

8/17/2020

9/27/2020

10/26/2020

8/16/2020

9/9/2020

9/10/2020

9/11/2020

9/15/2020

9/17/2020

8/21/2020

8/25/2020

9/17/2020

2020-09-17T11:57

2020-09-24T08:00

9/28/2020

9/18/2020

9/19/2020

9/28/2020

9/29/2020

10/29/2020

8/18/2020

10/18/2020

9/15/2020

9/21/2020

9/22/2020

9/24/2020

8/27/2020

8/27/2020

9/26/2020

9/30/2020

10/4/2020

29

38

34

30

31

29

30

30

29

29.

30

32

39

38

45

36

10

69

36

39

37

37

38

36

38

2020-08-11T16:12

2020-08-13T09:56

2020-08-15T12:54

2020-08-25T13:25

2020-10-20T14:51

2020-08-10T16:32

2020-08-11T14:45

2020-08-11T17:01

2020-08-14T16:55

2020-08-17T15:13

2020-08-19T12:34

2020-08-19T13:20

2020-08-20T10:31

2020-08-20T12:16

2020-08-20T13:46

2020-08-26T13:18

2020-08-28T13:44

FDA-CBER-2022-1614-3817645



1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
2 BLINDED
TREATMENT
1/ BLINDED
TREATMENT

2 BLINDED
TREATMENT

1 BLINDED
TREATMENT

2 BLINDED
TREATMENT

3 BLINDED
TREATMENT

1 BLINDED
TREATMENT

9/2/2020

9/30/2020

9/2/2020

9/7/2020

9/8/2020

10/10/2020

9/11/2020

10/8/2020

9/16/2020

2020-09-10T17:30

9/15/2020

9/13/2020

9/18/2020

10/9/2020

10/17/2020

9/18/2020

9/4/2020

10/17/2020

9/14/2020

9/14/2020

9/10/2020

11/19/2020

9/22/2020

10/26/2020

9/23/2020

10/24/2020

9/22/2020

9/21/2020

10/2/2020

10/18/2020

10/23/2020

10/2/2020

31

33

29

29

31

30

48

14

13

73

14

47

14

45

12

11

43

40

36

15

2020-08-28T16:57

2020-08-31T15:35

2020-09-01T12:02

2020-09-02T14:53

2020-09-03T14:49

2020-09-08T16:20

2020-09-09T11:46

2020-09-10T11:29

2020-09-10T11:29

2020-09-10T12:57

2020-09-11T12:01

2020-09-11T12:16

2020-08-21T16:02

2020-09-09T15:58

2020-09-18T12:17

2020-09-18T12:17

FDA-CBER-2022-1614-3817646



1 BLINDED
TREATMENT

1 SCREENING

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1/BLINDED
TREATMENT

1/BLINDED
TREATMENT

1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 SCREENING

2/ SCREENING

4 FOLLOW-UP
OPEN LABEL
PHASE

1/ BLINDED
TREATMENT

1/ BLINDED
TREATMENT

1/ BLINDED
TREATMENT

1

2 BLINDED
TREATMENT

2 BLINDED
TREATMENT

1 BLINDED
TREATMENT

10/11/2020

2020-08-06T08:00

8/13/2020

9/19/2020

9/17/2020

10/12/2020

8/14/2020

8/19/2020

9/25/2020

9/28/2020

2020-09-10T19:00 12020-09-22T13:00

2020-09-15T17:00 |2020-09-24T08:00

2020-08-20T18:00 |2020-09-03T00:00

9/3/2020

9/10/2020

2020-09-03T07:00 |2020-09-12T07:00

2020-09-03T07:00 |2020-09-13T07:00

4/18/2021

8/20/2020

8/26/2020

9/26/2020

8/6/2020

8/21/2020

8/27/2020

10/16/2020

8/10/2020

2020-09-01T17:01 12020-09-10T10:59

8/11/2020

8/17/2020

38

36

29

33

1

7

1

1

188|.

29

10

44

47

41

42

15

14

10

11

28

10

38

12

2020-10-05T14:40

2020-08-06T18:42

2020-08-10T17:08

2020-08-13T16:45

2020-08-13T17:04

2020-08-13T17:10

2020-08-14T17:13

2020-08-20T09:53

2020-08-28T14:52

2020-09-03T12:32

2020-09-03T12:32

2020-10-13T11:38

2020-08-13T16:27

2020-08-20T16:37

2020-09-19T14:39

2020-09-19T14:39

2020-08-01T11:29

2020-08-04T10:33

2020-08-06T08:48

FDA-CBER-2022-1614-3817647



2 BLINDED
TREATMENT

1/BLINDED
TREATMENT

1/BLINDED
TREATMENT

1/BLINDED
TREATMENT

2 BLINDED
TREATMENT

1 FOLLOW-UP
BLINDED
PHASE

1 FOLLOW-UP
BLINDED
PHASE

1 FOLLOW-UP
BLINDED
PHASE

1 FOLLOW-UP
BLINDED
PHASE

1 SCREENING

1/ BLINDED
TREATMENT

1 SCREENING

1 SCREENING

1 SCREENING

1 SCREENING

1/ BLINDED

TREATMENT

1 SCREENING

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

2020-08-08T00:00

8/21/2020

8/24/2020

9/28/2020

11/16/2020

1/9/2021

1/8/2021

1/8/2021

1/8/2021

2020-08-19T09:11

9/25/2020

2020-08-26T11:38

2020-08-26T11:35

2020-08-26T07:26

2020-09-02T12:56

9/8/2020

2020-09-10T13:47

9/25/2020

8/20/2020

2020-08-16T00:00

8/23/2020

8/27/2020

10/3/2020

11/24/2020

1/9/2021

1/19/2021

1/19/2021

1/19/2021

2020-08-20T09:11

9/28/2020

2020-09-01T11:38

2020-08-27T11:35

2020-09-06T09:50

2020-09-05T12:56

9/14/2020

2020-09-10T13:48

10/2/2020

8/24/2020

36

149

148

148

148

33

44

149

159

159

159

36

12

12

11

11

2020-08-07T14:35

2020-08-15T09:48

2020-08-19T11:08

2020-09-24T15:11

2020-10-12T10:00

2020-08-14T16:36

2020-08-14T16:36

2020-08-14T16:36

2020-08-14T16:36

2020-08-19T11:40

2020-08-24T14:40

2020-08-26T14:55

2020-08-26T14:55

2020-08-26T15:54

2020-09-02T15:51

2020-09-03T14:47

2020-09-10T15:51

2020-09-22T10:48

2020-08-14T14:09

FDA-CBER-2022-1614-3817648



1/ BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1 OPEN LABEL
TREATMENT
1/BLINDED
TREATMENT
3 SCREENING

1/BLINDED
TREATMENT
2 BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT

1 SCREENING

1 BLINDED
TREATMENT

1 SCREENING

1 SCREENING

1 SCREENING

1 BLINDED

TREATMENT

1 SCREENING

1 BLINDED

TREATMENT
1 SCREENING

8/16/2020 8/23/2020

9/2/2020 9/4/2020

2020-09-29T14:30 2020-10-06T12:52
1/25/2021 1/27/2021

9/9/2020 9/12/2020

2020-09-08T00:00 12020-09-10T00:00

10/25/2020 10/30/2020
9/9/2020 10/6/2020
9/18/2020 9/19/2020
9/22/2020 9/28/2020
9/24/2020 9/27/2020
8/28/2020 9/1/2020

2020-08-01T07:00 |2020-08-10T15:00

9/4/2020 9/25/2020

2020-08-08T06:00 12020-08-21T16:30
2020-08-08T06:00 12020-08-19T14:00
2020-08-08T06:00 12020-08-21T15:00
8/12/2020 8/16/2020
2020-08-12T00:00 12020-08-21T00:00
8/17/2020 8/22/2020

2020-08-15T06:00 12020-08-22T15:00

29

146

33

30

1

IS

10

36

148

10

43

36

11

10

37

10

51

14

12

14

10

2020-08-14T13:40

2020-08-28T16:02

2020-09-01T16:08

2020-09-02T13:15

2020-09-03T13:17

2020-09-08T14:06

2020-09-18T16:05

2020-09-01T12:32

2020-09-11T10:15

2020-09-18T10:08

2020-09-18T15:13

2020-07-27T12:03

2020-08-01T17:05

2020-08-06T16:08

2020-08-08T08:53

2020-08-08T08:53

2020-08-08T08:53

2020-08-09T14:39

2020-08-12T14:55

2020-08-15T13:40

2020-08-15T14:40

FDA-CBER-2022-1614-3817649



1/ BLINDED
TREATMENT
1 SCREENING

1/BLINDED
TREATMENT

1/BLINDED
TREATMENT

1 SCREENING

1/OPEN LABEL
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1 SCREENING

1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/ BLINDED
TREATMENT
1/ BLINDED
TREATMENT
1/ BLINDED
TREATMENT
1/ BLINDED
TREATMENT
1/ BLINDED
TREATMENT
1/ BLINDED
TREATMENT
1 SCREENING

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

2020-08-16T06:00 |2020-08-22T15:00
2020-08-15T00:00 12020-08-22T00:00
8/28/2020 8/30/2020

2020-10-22T06:00 12020-10-29T15:00

2020-08-05T00:00 12020-08-14T00:00

2/5/2021 3/5/2021
11/12/2020 12/9/2020
11/12/2020 2/19/2021

2020-10-20T00:00 12020-10-27T00:00
8/30/2020 9/6/2020
2020-09-26T14:00 10/7/2020

2020-09-29T15:00 2020-10-26T00:05

9/2/2020 9/28/2020
10/18/2020 10/25/2020
9/18/2020 9/26/2020
9/21/2020 9/28/2020
9/8/2020 9/21/2020
8/17/2020 9/12/2020
2020-08-14T05:36 9/11/2020
9/18/2020 10/2/2020
9/7/2020 9/8/2020

185

30

30

30

30

33

30

10

213

57

129

11

41

57

29

40

11

11

45

31

29

44

2020-08-15T14:40

2020-08-15T14:40

2020-08-22T13:01

2020-10-21T17:17

2020-08-05T10:30

2020-08-05T12:10

2020-10-14T17:00

2020-10-14T17:00

2020-10-20T15:30

2020-08-27T12:33

2020-08-28T12:36

2020-08-31T11:05

2020-08-31T11:05

2020-09-16T12:50

2020-09-16T12:50

2020-09-18T11:52

2020-08-08T11:44

2020-08-13T10:08

2020-08-14T11:00

2020-08-20T17:37

2020-09-01T09:47

FDA-CBER-2022-1614-3817650



1 BLINDED
TREATMENT

1 OPEN LABEL
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1 SCREENING

1/BLINDED
TREATMENT
2/SCREENING

1/BLINDED
TREATMENT
1 SCREENING

1 SCREENING

1 SCREENING

2 BLINDED
TREATMENT

2 FOLLOW-UP
BLINDED
PHASE

1/ BLINDED
TREATMENT

1/ BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

8/26/2020

1/5/2021

9/2/2020

8/5/2020

8/28/2020

1/11/2021

9/2/2020

8/8/2020

2020-07-30T00:00 12020-08-01T00:00

8/4/2020

8/7/2020

2020-08-01T00:00 12020-08-09T00:00

8/5/2020

8/8/2020

2020-08-06T00:01 12020-08-15T00:02

2020-09-23T00:01 12020-09-30T00:02

2020-09-23T00:01 12020-09-30T00:02

8/19/2020

11/27/2020

10/9/2020

9/14/2020

8/20/2020

8/20/2020

8/22/2020

12/5/2020

10/14/2020

9/24/2020

8/22/2020

8/26/2020

139

100

36

11

145

10

108

41

14

13

2020-08-18T10:26

2020-08-20T16:31

2020-08-25T17:35

2020-07-30T10:41

2020-07-30T10:53

2020-07-30T14:11

2020-08-01T13:01

2020-08-03T17:05

2020-08-06T17:20

2020-09-23T10:45

2020-09-23T10:45

2020-08-14T14:25

2020-08-20T09:57

2020-09-04T13:26

2020-09-11T16:27

2020-08-14T13:25

2020-08-14T13:45

FDA-CBER-2022-1614-3817651



1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

3 BLINDED
TREATMENT

1 SCREENING

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1/BLINDED
TREATMENT

1/OPEN LABEL
TREATMENT

1/OPEN LABEL
TREATMENT

1 BLINDED
TREATMENT

1 SCREENING

1 SCREENING

1 SCREENING

1/ BLINDED
TREATMENT

2 BLINDED
TREATMENT

2|OPEN LABEL
TREATMENT

1 BLINDED
TREATMENT

2020-09-12T19:33 |2020-09-19T19:27

9/17/2020

9/23/2020

2020-09-16T15:51 1 2020-09-18T11:15

2020-08-27T09:00 |2020-09-03T20:00

2020-09-25T17:00

9/4/2020

9/8/2020
2/2/2021

1/25/2021

11/1/2020

2020-09-23T712:00

10/6/2020

9/9/2020

9/9/2020

2/1/2021

11/9/2020

10/7/2020

2020-10-05T12:00 12020-10-15T12:00

2020-10-05T12:00 12020-10-12T12:00

10/12/2020

8/14/2020

3/8/2021

10/13/2020

8/19/2020

2020-08-22T02:00 |2020-08-29T04:00

30

29

29

148 .

125

40

207 .

2

37

38

31

40

132

48

15

11

2020-08-14T16:00

2020-08-17T17:04

2020-08-19T16:39

2020-08-27T10:39

2020-08-28T10:15

2020-09-02T09:48

2020-09-02T12:44

2020-09-08T13:00

2020-09-23T10:34

2020-09-23710:34

2020-09-23T12:48

2020-10-05T16:26

2020-10-05T16:26

2020-10-06T16:19

2020-08-12T17:24

2020-08-14T15:08

2020-08-21T11:15

FDA-CBER-2022-1614-3817652



2|BLINDED
TREATMENT

3 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
2/OPEN LABEL
TREATMENT
3 BLINDED
TREATMENT
2 BLINDED
TREATMENT
1 BLINDED
TREATMENT
2 BLINDED
TREATMENT

2 BLINDED
TREATMENT

1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 SCREENING

1 SCREENING

2|BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 SCREENING

8/29/2020 9/4/2020
2020-09-25T22:00 12020-10-09T08:30

2020-09-11T11:10 12020-09-20T09:00

9/12/2020 9/18/2020
8/27/2020 8/28/2020
1/29/2021 1/29/2021
9/22/2020 10/17/2020

2020-09-22T06:00 |2020-09-30T06:00

8/30/2020 9/1/2020
9/26/2020 10/1/2020
8/28/2020 9/15/2020
8/28/2020 9/5/2020
9/14/2020 9/19/2020
9/21/2020 9/24/2020

2020-08-31T12:00 |2020-09-07T12:00

2020-08-31T12:00 |2020-09-07T12:00

9/11/2020 9/12/2020
10/28/2020 11/6/2020
10/8/2020 10/15/2020

2020-08-17T08:00 12020-09-10T08:00

28

37

144

34

30

34

37

30

1

42

10

43

144

59

38

39

23

11

11

10

46

37

2020-08-27T15:20

2020-08-29T08:50

2020-09-11T10:33

2020-08-07T11:00

2020-08-21T08:46

2020-09-08T15:05

2020-08-20T15:25

2020-08-24T11:32

2020-08-25T14:38

2020-08-24T14:36

2020-08-24T14:36

2020-08-26T15:15

2020-09-09T11:01

2020-09-16T16:02

2020-08-31T12:59

2020-08-31T12:59

2020-09-03T14:45

2020-09-22T14:36

2020-09-09T17:28

2020-08-17T16:35

FDA-CBER-2022-1614-3817653



1 BLINDED
TREATMENT

2|BLINDED
TREATMENT

3 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1/BLINDED
TREATMENT

1/BLINDED
TREATMENT

1/BLINDED
TREATMENT

1/BLINDED
TREATMENT

1 SCREENING

1 SCREENING

1 SCREENING

1/ BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

2|BLINDED
TREATMENT

8/23/2020

9/19/2020

9/7/2020

10/24/2020

8/24/2020

9/24/2020

9/11/2020

10/31/2020

2020-11-20T20:31 2020-12-03T21:49

2020-11-20T20:34 12020-11-28T21:40

11/22/2020

9/28/2020

11/27/2020

10/1/2020

2020-09-12T11:00 12020-09-19T18:00

2020-09-12T11:00 |2020-09-22T16:00

2020-09-12T11:00 12020-09-20T19:00

9/15/2020

11/2/2020

12/3/2020

10/10/2020

9/20/2020

11/5/2020

12/9/2020

10/17/2020

29

29

31

7

27

45

31

10

12

42

37

36

10

11

11

30

51

38

2020-08-17T16:35

2020-09-15T16:02

2020-08-31T12:42

2020-10-23T10:32

2020-10-23T10:32

2020-10-23T10:36

2020-10-23T12:55

2020-09-22T14:31

2020-09-12T11:13

2020-09-12T11:13

2020-09-12T11:13

2020-09-10T10:00

2020-10-07T10:34

2020-10-20T15:50

2020-09-10T10:23

FDA-CBER-2022-1614-3817654



2|BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

2 BLINDED
TREATMENT

2 BLINDED
TREATMENT

1 SCREENING

1 SCREENING

1 SCREENING

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1/ BLINDED
TREATMENT
2 BLINDED
TREATMENT
1/ BLINDED
TREATMENT
1 BLINDED
TREATMENT

1 OPEN LABEL
TREATMENT

9/15/2020

9/23/2020

9/16/2020

9/16/2020

2020-09-29T18:00

9/8/2020

9/16/2020

9/25/2020

10/25/2020

9/23/2020

9/23/2020

10/10/2020

9/16/2020

9/20/2020

2020-08-12T00:00 |2020-08-20T00:00

2020-08-12T00:00 |2020-08-20T00:00

2020-08-13T14:14

8/18/2020

8/22/2020

9/14/2020

2020-08-19T13:36 |2020-08-28T23:59

9/17/2020

9/25/2020

9/25/2020

2020-09-25T12:15

10/4/2020

2/26/2021

9/24/2020

10/5/2020

10/9/2020

10/7/2020

3/4/2021

6 16
6 38
3 10
3 10
1 12
34 42
36 40
1 9
1 9
1 10
2 29
2 11
30 37
33| 43
31| 45
30.
33 36
165 171

2020-09-10T10:23

2020-09-18T14:07

2020-09-14T15:00

2020-09-14T15:00

2020-09-29T15:34

2020-08-06T11:52

2020-08-12T11:14

2020-08-12T17:36

2020-08-12T17:36

2020-08-13T16:22

2020-08-17T11:56

2020-08-18T17:56

2020-08-19T17:54

2020-08-24T09:19

2020-08-26T14:38

2020-08-27T16:04

2020-09-02T14:40

2020-09-15T10:42

FDA-CBER-2022-1614-3817655



1 OPEN LABEL
TREATMENT

2|OPEN LABEL
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 SCREENING

1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 SCREENING

1 SCREENING

2/ SCREENING

2/ SCREENING

1 SCREENING

1 BLINDED
TREATMENT

2 BLINDED
TREATMENT

1 SCREENING

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1/29/2021

2/9/2021

8/29/2020

9/27/2020

2020-09-21T08:00

9/28/2020

10/10/2020

11/22/2020

10/24/2020

11/24/2020

10/29/2020

2020-08-07T09:00

2020-08-11T17:00

2020-08-14T08:00

2020-08-14T08:00

2020-08-15T08:00

8/18/2020

8/23/2020

2020-09-12T08:00

8/5/2020

8/11/2020

2/2/2021

9/7/2020

10/1/2020

2020-10-02T08:00

10/7/2020

10/15/2020

11/25/2020

10/27/2020

11/26/2020

11/2/2020

2020-08-15T14:00

2020-08-20T07:00

2020-08-23T23:00

2020-08-23T23:00

2020-08-23T23:00

8/23/2020

8/26/2020

2020-09-21T23:00

8/13/2020

8/19/2020

137 141
148|.

3 12
7 11
1 12
6 15
3 8
33 36
6 9
34 36
7 11
1 9
1 10
1 10
1 10
1 9
4 9
5 8
1 10
2 10
2 10

2020-09-15T10:42

2020-09-15T16:39

2020-08-27T16:06

2020-09-21T09:10

2020-09-21T09:10

2020-09-23T12:09

2020-10-08T11:32

2020-10-21T09:40

2020-10-19T14:17

2020-10-22T10:19

2020-10-23T16:58

2020-08-07T16:39

2020-08-11T20:08

2020-08-14T08:53

2020-08-14T08:53

2020-08-15T12:06

2020-08-15T12:06

2020-08-19T15:01

2020-09-12T12:37

2020-08-04T11:02

2020-08-10T15:10

FDA-CBER-2022-1614-3817656



1 BLINDED
TREATMENT

1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
2 BLINDED
TREATMENT
1 BLINDED
TREATMENT
2 BLINDED
TREATMENT
2 FOLLOW-UP
BLINDED
PHASE
1/ BLINDED
TREATMENT
1/ BLINDED
TREATMENT
1/ BLINDED
TREATMENT
1/ BLINDED
TREATMENT
1

2 BLINDED
TREATMENT

2|BLINDED
TREATMENT

1 BLINDED
TREATMENT

8/12/2020

9/29/2020

9/7/2020

9/10/2020

9/21/2020

8/30/2020

8/27/2020

9/1/2020

10/6/2020

10/23/2020

9/18/2020

11/10/2020

2020-10-18T02:00

2020-10-23T17:43

9/22/2020

10/6/2020

8/19/2020

9/16/2020

8/25/2020

9/24/2020

10/8/2020

9/26/2020

9/17/2020

10/14/2020

9/1/2020

9/3/2020

9/4/2020

10/14/2020

10/31/2020

9/24/2020

10/27/2020

10/29/2020

10/4/2020

9/13/2020 .

8/23/2020

9/30/2020

8/29/2020

29

29

33

56|.

30

30

29

44

38

26

30

37

41

11

39

36

13

33

10

43

10

2020-08-12T12:02

2020-09-01T11:46

2020-09-01T11:46

2020-09-10T10:44

2020-09-15T17:05

2020-08-25T10:12

2020-08-26T14:46

2020-08-28T09:58

2020-09-08T12:51

2020-09-21T16:46

2020-09-14T16:02

2020-09-16T09:53

2020-09-19T15:37

2020-09-24T16:02

2020-09-22T09:31

2020-10-01T14:57

2020-08-12T12:17

2020-08-14T09:40

2020-08-19T16:03

2020-08-20T17:20

FDA-CBER-2022-1614-3817657



2 BLINDED
TREATMENT
2/SCREENING

1/BLINDED
TREATMENT
2/ SCREENING

3 SCREENING

1 SCREENING

3 SCREENING

1/BLINDED
TREATMENT

1/BLINDED
TREATMENT

1 OPEN LABEL
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
2/ SCREENING

1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1 BLINDED
TREATMENT
1/ BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

8/27/2020

11/14/2020

2020-08-25T07:00 12020-09-02T07:00

9/1/2020

9/7/2020

2020-08-27T08:00 12020-09-29T20:00

2020-08-27T08:00 12020-09-29T20:00

2020-08-27T12:00 12020-11-24T20:00

2020-08-27T08:00 12020-09-29T20:00

9/6/2020

9/11/2020

2020-09-29T12:00 12020-10-07T20:00

2021-01-28T15:17 |2021-01-28T15:32

9/8/2020

9/28/2020

9/22/2020

10/1/2020

2020-09-03T00:00 |2020-10-09T00:00

10/15/2020

10/12/2020

9/15/2020

9/17/2020

9/18/2020

9/29/2020

10/19/2020

10/19/2020

10/15/2020

9/22/2020

9/26/2020

9/24/2020

10/10/2020

10/23/2020

28

148

40

36

33

30

31

31

30

86

13

34

34

90

34

11

36

148

20

43

37

40

36

37

40

37

41

2020-08-21T13:40

2020-08-25T16:15

2020-08-26T14:35

2020-08-27T15:09

2020-08-27T15:09

2020-08-27T15:09

2020-08-27T15:09

2020-09-01T16:20

2020-09-02T08:42

2020-09-03T09:32

2020-09-03T15:23

2020-08-20T13:45

2020-09-03T14:19

2020-09-10T12:18

2020-09-10T15:20

2020-08-17T11:08

2020-08-18T11:48

2020-08-19T09:35

2020-08-31T15:43

2020-10-16T09:31

FDA-CBER-2022-1614-3817658



1 BLINDED 9/23/2020 9/26/2020 8 11 2020-09-16T15:57
TREATMENT

1 BLINDED 10/13/2020 10/16/2020 7 10 2020-10-07T15:10
TREATMENT

2 BLINDED 8/3/2020 8/7/2020 1 5 2020-08-03T09:36
TREATMENT

2 BLINDED 9/10/2020 2020-09-22T14:00 30, 42 2020-08-12T16:35
TREATMENT

1 BLINDED 8/24/2020 8/29/2020 7 12 2020-08-18T09:45
TREATMENT

1 SCREENING 2020-09-11T00:00 12020-09-19T00:00 1 9 2020-09-11T14:37

1 BLINDED 8/11/2020 8/13/2020 7 9 2020-08-05T10:16
TREATMENT

1 SCREENING 2020-08-05T00:00 12020-08-13T23:00 1 9 2020-08-05T10:16

1 BLINDED 8/8/2020 8/31/2020 2 25 2020-08-07T15:16
TREATMENT

1 SCREENING 2020-08-19T00:00 12020-08-26T00:00 1 8 2020-08-19T09:29

2/SCREENING 2020-08-20T17:00 12020-08-20T23:00 1 1 2020-08-20T17:05

1 BLINDED 8/31/2020 9/14/2020 7 21 2020-08-25T12:36
TREATMENT

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 2020-09-01T12:31 |2020-09-09T14:16 31 39 2020-08-02T12:12
TREATMENT

1 BLINDED 2020-09-02T19:36 |2020-09-15T00:00 30 43 2020-08-04T17:59
TREATMENT

1 BLINDED 9/13/2020 9/21/2020 31 39 2020-08-14T09:40
TREATMENT

2|BLINDED 10/2/2020 10/9/2020 3 10 2020-09-30T15:43
TREATMENT

FDA-CBER-2022-1614-3817659



1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

2 BLINDED
TREATMENT

1 BLINDED
TREATMENT

2 BLINDED
TREATMENT

1 BLINDED
TREATMENT

2 OPEN LABEL
TREATMENT

2 BLINDED
TREATMENT

2 BLINDED
TREATMENT

2 BLINDED
TREATMENT

1 BLINDED
TREATMENT

1/ BLINDED
TREATMENT

1/ BLINDED
TREATMENT

1 BLINDED
TREATMENT

1 BLINDED
TREATMENT

2|BLINDED
TREATMENT

10/24/2020

11/26/2020

2020-09-11T18:10 |2020-09-18T15:58

9/16/2020

10/1/2020

10/7/2020

8/14/2020

8/14/2020

2/8/2021

8/21/2020

9/28/2020

9/9/2020

10/11/2020

10/18/2020

9/19/2020

9/28/2020

9/24/2020

9/29/2020

9/25/2020

10/8/2020

10/11/2020

8/15/2020

8/19/2020

3/18/2021

9/1/2020

10/7/2020

9/13/2020

10/17/2020

10/29/2020

9/23/2020

10/3/2020

9/25/2020

10/2/2020

33

181

36

34

35

32

27

32

66

15

10

11

10

219

12

45

11

40

46

10

37

28

35

2020-09-22T12:24

2020-09-11T11:22

2020-09-11T15:25

2020-09-29T14:39

2020-10-01T15:47

2020-08-07T09:44

2020-08-10T13:01

2020-08-12T13:00

2020-08-21T12:25

2020-08-24T10:33

2020-09-03T10:16

2020-09-08T10:51

2020-09-14T11:42

2020-09-14T11:42

2020-08-28T11:55

2020-08-29T13:20

2020-08-29T13:02

FDA-CBER-2022-1614-3817660



2 BLINDED
TREATMENT
1/BLINDED
TREATMENT
2 BLINDED
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1 OPEN LABEL
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT
1 OPEN LABEL
TREATMENT
1/BLINDED
TREATMENT
1/BLINDED
TREATMENT

1/ BLINDED
TREATMENT

1/ BLINDED
TREATMENT

10/22/2020

10/31/2020

10/31/2020

10/17/2020

10/24/2020

2/18/2021

9/2/2020

10/31/2020

1/23/2021

10/15/2020

10/4/2020

9/28/2020

10/24/2020

11/2/2020

11/11/2020

10/24/2020

10/25/2020

4/26/2021

9/14/2020

11/3/2020

1/26/2021

10/16/2020

10/13/2020

9/30/2020

2020-10-22T722:56 12020-11-01T01:16

35

43

61

171

39

137

42

2

37

45

72

13

238

14

42

140

43

16

12

2020-09-18T11:13

2020-09-19T12:24

2020-09-01T17:01

2020-10-12T12:32

2020-10-17T12:37

2020-09-01T14:14

2020-09-01T14:14

2020-09-23T13:24

2020-09-09T14:53

2020-09-04T17:20

2020-09-28T12:20

2020-09-22T13:10

2020-10-21T13:02

FDA-CBER-2022-1614-3817661



vax_dose2_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

2020-08-25T15:54

2020-09-08T08:25

2020-08-26T14:06

2020-09-09T15:54

2020-09-03T11:54

2020-09-03T11:54

2020-09-03T11:54

2020-09-08T11:39

2020-09-08T11:39

vax_dose3_date

2021-03-02T16:59

2021-01-19T11:17 2021-03-10T10:56

2021-01-23T13:45 |2021-02-23T16:09

2021-01-18T15:37 |2021-02-12T10:05

2021-01-18T15:37 |2021-02-12T10:05

vax_dose4_date

FDA-CBER-2022-1614-3817662



2020-09-11T710:04

2020-09-16T13:11

2020-09-18T09:35

2020-09-15T09:59

2020-10-07T15:12

2020-09-14T09:32

2020-09-23T12:19

2020-09-29T12:26

2020-09-29T12:26

2020-08-21T12:59

2020-09-10T12:24

2020-09-16T11:54

2020-09-17T09:55

2020-09-24T13:49

2020-10-06T11:44

2020-08-31T14:15

2020-09-01T17:40

2020-09-01T16:17

2020-09-02T10:29

2020-09-04T10:54

2021-01-08T13:40

2021-01-14T10:34

2021-01-14T10:34

2021-01-06T15:48

2021-01-05T15:37

2021-01-28T11:24

2021-01-26T11:38

2021-02-05T10:00

2021-02-23T11:15

2021-02-23T11:15

2021-02-01T12:12

2021-01-30T15:48

2021-02-23T15:58

2021-03-01T12:04

FDA-CBER-2022-1614-3817663



2020-09-17T09:35

2020-09-17T14:27

2020-09-21T15:59

2020-10-07T17:12

2020-10-14T11:10

2020-08-27T17:45

2020-08-25T18:05

2020-08-25T18:05

2020-08-25T15:53

2020-08-27T16:32

2020-08-27T13:55

2020-08-25T12:47

2020-11-13T15:06

2020-11-13T15:06

2020-08-24T11:54

2020-08-27T16:56

2021-01-08T09:22 '2021-02-05T08:55

2021-02-18T13:35 |2021-03-15T15:17

2021-01-18T09:02 2021-02-17T09:02

2021-01-13T13:43 2021-02-10T13:55

2021-01-14T15:06 |2021-02-11T12:26

2020-12-30T12:00 |2021-02-08T11:35

FDA-CBER-2022-1614-3817664



2020-09-02T13:38

2020-09-01T11:20

2020-09-15T08:36

2020-11-19T14:08

2020-11-19T10:53

2020-11-23T11:47

2020-08-25T13:46

2020-08-27T20:18

2020-08-27T20:18

2020-09-04T14:27

2020-09-04T17:50

2020-09-14T18:30

2020-09-22T16:28

2020-10-02T14:21

2021-01-30T10:36 |2021-02-27T10:30

2021-03-01T17:57

FDA-CBER-2022-1614-3817665



2020-11-05T15:37

2020-11-10T16:39

2020-11-12T17:04

2020-09-08T10:30

2020-08-21T09:05

2020-08-24T16:12

2020-08-31T08:55

2020-09-04T15:31

2020-09-04T15:31

2020-09-09T14:57

2020-09-01T10:07

2020-09-01T10:07

2020-09-06T09:14

2020-09-12T14:15

2020-09-26T10:06

2020-09-17T16:58

2021-02-09T09:06 2021-03-08T08:26

2021-01-15T08:38 2021-02-15T08:30

2021-02-05T08:27 2021-03-02T08:32

2021-02-05T10:54 '2021-03-12T13:23

FDA-CBER-2022-1614-3817666



2020-09-19T09:44

2020-09-17T14:19

2020-09-28T12:18

2020-09-24T12:09

2020-09-29T09:11

2020-09-30T15:53

2020-11-17T17:36

2020-11-19T10:29

2020-09-03T14:15

2020-09-11T16:28

2020-09-02T17:22

2020-09-18T10:54

2020-09-11T15:28

2020-09-07T13:36

2020-09-11T13:58

2020-09-12T09:16

2020-09-17T13:23

2020-09-23T708:42

2020-09-24T10:23

2020-09-24T10:23

2021-01-30T16:09

2021-01-05T16:58

2021-02-05T09:07

2021-03-11T14:52

2021-02-10T09:18

2021-03-02T15:30

2021-02-02T13:58

2021-03-02T09:49

2021-03-10T09:31

FDA-CBER-2022-1614-3817667



2020-09-25T14:44

2020-09-25T11:18

2020-10-02T10:03

2020-10-04T11:05

2020-10-15T12:43

2020-10-17T12:48

2020-10-17T11:17

2020-10-24T09:38

2020-10-24T09:38

2020-09-10T15:44

2020-09-29T09:06

2020-10-27T16:36

2020-09-03T10:32

2020-09-09T16:28

2020-09-09T16:28

2020-09-08T14:57

2020-09-11T112:21

2020-09-18T17:31

2021-01-31T08:36

2021-01-31T08:36

2021-01-06T12:19

2021-01-14T10:46

2021-01-21T11:26

2021-02-28T09:05

2021-02-28T09:05

2021-02-03T14:22

2021-02-16T09:24

2021-02-18T11:22

FDA-CBER-2022-1614-3817668



2020-09-30T12:14

2020-10-02T16:39

2020-10-16T15:53

2020-10-20T08:15

2020-10-23T11:31

2020-10-22T14:01

2020-10-23T15:48

2020-11-04T13:46

2020-08-25T12:27

2020-08-25T12:27

2020-09-03T15:01

2020-09-25T08:59

2020-09-03T11:50

2020-09-04T12:31

2020-09-16T15:08

2020-09-25T13:31

2020-09-25T16:28

2020-09-21T13:51

2020-11-03T09:37

2020-09-03T14:51

2021-01-11T14:08 |2021-02-08T10:02

2021-01-26T15:41 |2021-03-01T08:32

2021-03-03T11:09

2021-03-04T09:38

2021-01-06T16:44 |2021-02-09T10:23

FDA-CBER-2022-1614-3817669



2020-09-08T10:33

2020-09-12T12:47

2020-09-12T14:30

2020-09-22710:03

2020-11-17710:43

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

2021-01-07T11:21 |2021-02-04T12:36

FDA-CBER-2022-1614-3817670



2020-09-25T15:54

2020-09-28T13:48

2020-09-29T11:02

2020-09-30T15:22

2020-10-01T15:30

2020-10-08T09:58

2020-10-07T10:40

2020-10-08T10:30

2020-10-08T10:30

2020-10-08T10:20

2020-10-09T10:19

2020-10-09T09:28

2020-09-18T10:05

2020-10-08T10:27

2020-10-16T09:52

2020-10-16T09:52

2021-01-21T11:19 |2021-02-18T11:02

2021-02-06T14:01 |2021-03-06T12:57

2021-02-05T11:40 2021-03-05T11:14

FDA-CBER-2022-1614-3817671



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

2020-09-22T13:34

2020-09-28T16:02

2020-09-28T16:02

2020-11-12T11:50

2020-09-10T17:46

2020-09-17T14:54

2020-10-17T12:41

2020-10-17T12:41

2020-08-29T10:08

2020-09-01T16:07

2020-09-03T07:52

2021-01-14T09:49

2021-01-08T09:33

2021-01-08T09:33

2021-01-28T14:14

2021-01-16T14:49

2021-01-16T14:49

2021-03-01T16:17

2021-02-09T12:18

2021-02-09T12:18

2021-02-26T12:57

2021-02-13T709:13

2021-02-13T709:13

FDA-CBER-2022-1614-3817672



2020-09-117T11:48

2020-09-23T710:04

2020-09-22T13:56

2020-10-22T10:03

2020-11-11T13:02

2020-09-16T09:32

2020-09-16T09:32

2020-09-16T09:32

2020-09-16T09:32

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

2020-10-13711:28

2020-10-20710:21

2020-09-11T11:26

2021-01-20T13:55

2021-01-27T10:58

2021-01-27T10:58

2021-01-27T10:58

2021-01-27T10:58

2021-02-19T13:40

2021-02-24T709:43

2021-02-24709:43

2021-02-24709:43

2021-02-24T709:43

FDA-CBER-2022-1614-3817673



2020-09-28T11:49

2020-09-29T13:54

2020-09-30T13:47

2020-10-06T12:44

2020-10-08T10:51

2020-10-19T14:13

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

2020-09-08T14:45

2020-09-15T10:11

2020-09-15T16:31

2021-01-29T11:16 |2021-02-26T11:46

2021-01-13T13:49 |2021-02-11T11:00

2021-01-20T14:11 |2021-02-26T15:06

2021-02-05T12:44 |2021-03-02T14:51

FDA-CBER-2022-1614-3817674



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

2020-11-17T715:45

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

2020-09-12T09:16

2020-09-11T10:11

2020-09-17711:13

2020-09-29T13:46

FDA-CBER-2022-1614-3817675



2020-09-22T09:08

2020-09-22T10:19

2020-08-27T11:05

2020-08-25T15:11

2020-08-27T13:39

2020-08-26T11:43

2020-08-31T709:41

2020-09-03T15:00

2020-10-23T10:06

2020-10-23T10:06

2020-09-18T14:10

2020-09-18T09:03

2020-10-07T16:17

2020-10-16T15:31

2020-09-11T12:16

2020-09-11T11:15

2021-01-04T13:28

2021-01-25T15:26

2021-01-11T09:23

2021-01-13T11:31

2021-01-14T13:35

2021-01-14T13:35

2021-01-12T12:45

2021-02-02T15:39

2021-02-09T09:58

2021-02-19T11:00

2021-02-11T12:07

2021-02-11T12:07

2021-02-09T12:32

FDA-CBER-2022-1614-3817676



2020-09-11T12:41

2020-09-14T11:58

2020-09-16T15:16

2020-09-24T10:08

2020-09-25T709:44

2020-09-30T09:40

2020-09-30T11:55

2020-10-06T10:52

2020-10-28T09:24

2020-10-28T09:24

2020-10-21T14:21

2020-11-02T16:10

2020-11-02T16:10

2020-11-03T15:30

2020-09-09T16:46

2020-09-11T13:49

2020-09-25T710:33

2021-01-09T10:45

2021-01-15T10:14

2021-01-25T13:45

2021-01-14T11:00

2021-01-19T09:30

2021-01-19T09:30

2021-01-25T14:08

2021-02-10T12:07

2021-02-10T12:07

2021-02-03T16:18

2021-01-22T11:35

2021-02-03T12:35

2021-02-17T13:53

2021-02-22T14:08

2021-02-11T710:25

2021-02-18T09:30

2021-02-18T09:30

2021-02-22T13:34

2021-03-12T11:39

2021-03-12T11:39

2021-03-03T15:59

2021-03-03711:15

FDA-CBER-2022-1614-3817677



2020-09-24T14:43

2020-09-25T11:57

2020-10-09T09:51

2020-09-10T12:48

2020-09-21T12:56

2020-10-07T08:35

2020-09-22T10:57

2020-09-21T10:25

2020-09-23T15:21

2020-09-21T12:14

2020-09-21T12:14

2020-10-07T11:15

2020-10-13T17:05

2020-09-29T13:10

2020-09-29T13:10

2020-10-02T13:05

2020-10-26T14:19

2020-10-06T16:43

2020-09-14T14:56

2021-02-17T11:00

2021-01-11T09:05

2021-01-11T13:21

2021-01-25T11:26

2021-01-25T11:26

2021-01-27T715:28

2021-03-17T09:43

2021-02-08T09:17

2021-02-05T13:17

2021-02-22T10:50

2021-02-22T10:50

2021-02-23711:21

FDA-CBER-2022-1614-3817678



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

2020-10-10T11:03

2020-10-10T11:03

2020-10-08T10:02

2020-11-04T710:18

2020-11-17715:23

2020-10-07T09:43

2021-01-19T13:45

2021-01-19T13:45

2021-01-19T13:45

2021-01-20T11:58

2021-01-12T14:08

2021-02-17T14:55

2021-02-17T14:55

2021-02-17T14:55

2021-02-17T09:59

2021-02-09T09:44

FDA-CBER-2022-1614-3817679



2020-10-07T09:43

2020-10-16T13:52

2020-10-12T14:04

2020-10-12T14:04

2020-10-27T13:35

2020-09-08T11:17

2020-09-10T10:38

2020-09-11T16:09

2020-09-11T16:09

2020-09-10T16:50

2020-09-15T13:39

2020-09-21T14:07

2020-09-16T18:02

2020-09-23T708:40

2020-09-23T13:40

2020-09-24T15:16

2020-09-30T14:22

2020-10-13710:33

2021-01-12T14:08

2021-01-22T14:30

2021-01-12T08:39

2021-01-15T08:43

2021-01-27T14:31

2021-01-27T09:06

2021-01-04T14:09

2021-01-26T10:04

2021-02-09T09:44

2021-02-19T13:56

2021-02-09T11:44

2021-02-11715:31

2021-03-01T13:10

2021-02-24T08:25

2021-02-02T13:35

2021-02-23710:13

FDA-CBER-2022-1614-3817680



2020-10-13710:33

2020-10-13T15:21

2020-09-25T14:40

2020-10-19T13:22

2020-10-19T13:22

2020-10-21710:55

2020-11-05T11:12

2020-11-18T09:35

2020-11-17711:03

2020-11-19T12:41

2020-11-20T15:14

2020-09-04T15:31

2020-09-04T12:47

2020-09-10T17:22

2020-09-10T17:22

2020-09-23T13:41

2020-09-23T713:41

2020-09-15T11:27

2020-09-01T10:05

2020-09-07T09:54

2021-01-26T10:04 2021-02-23T10:13

2021-01-11T15:41 2021-02-05T14:59

2021-01-27T14:36 ' 2021-02-26T09:03

2021-01-11T09:13 2021-02-09T09:46

2021-01-18T15:29 2021-02-15T14:35

2021-02-02T12:34

FDA-CBER-2022-1614-3817681



2020-09-09T09:18

2020-09-29T10:40

2020-09-29T10:40

2020-10-09T10:34

2020-10-15T14:07

2020-09-22T07:51

2020-09-23710:01

2020-09-25T10:16

2020-10-06T11:48

2020-10-19T14:03

2020-10-12T09:25

2020-10-13T708:19

2020-10-17T13:37

2020-10-22T15:22

2020-10-20T08:29

2020-10-29T14:27

2020-09-11T08:50

2020-09-11T710:38

2020-09-16T08:18

2020-09-24T09:15

2021-02-02T15:21

2021-01-12T11:19

2021-01-11T14:42

2021-01-16T08:55

2021-01-21T11:38

2021-03-02T14:25

2021-02-09T11:24

2021-02-08T11:46

2021-02-15T07:17

2021-02-25T11:17

FDA-CBER-2022-1614-3817682



2020-09-18T12:02

2020-09-24T09:28

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

2020-09-30T710:21

2020-09-30T13:20

2020-09-17T12:20

2020-10-08T13:31

2020-10-08T12:39

2020-09-14T11:33

2020-09-17T09:08

2020-09-17T09:03

2020-09-28T14:16

2020-11-13T09:27

2021-01-21T14:08

2021-01-19T09:21

2021-01-28T15:17

2021-01-11T15:26

2021-01-27T11:56

2021-01-20T09:28

2021-01-13T14:07

2021-01-26T14:59

2021-01-21T11:28

2020-12-31T12:54

2021-02-23T13:20

2021-02-25T11:23

2021-02-24T08:44

2021-02-08T14:35

2021-02-17T13:33

2021-02-10T14:16

2021-03-01T09:37

2021-02-19T14:47

2021-01-27T09:23

FDA-CBER-2022-1614-3817683



2020-10-14T14:46

2020-11-09T14:07

2020-08-31T08:54

2020-09-09T13:57

2020-09-16T08:58

2020-10-09T14:27

2020-09-03T09:52

2020-09-23T09:50

2020-09-18T14:25

2020-09-29T13:31

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

2020-12-30T14:26

2020-12-30T14:26

2021-01-19T16:50 |2021-02-17T15:28

2021-01-13T13:20 |2021-02-09T10:45

FDA-CBER-2022-1614-3817684



2020-10-23711:18

2020-10-09T10:48

2020-10-30T10:28

2020-10-29T14:29

2020-09-04T10:03

2020-09-08T17:49

2020-09-09T12:18

2020-09-25T13:49

2020-09-28T10:57

2020-10-06T10:46

2020-10-07T09:00

2020-10-14T13:13

2020-10-14T13:13

2020-09-25T09:46

2020-09-23T714:01

2020-09-28T16:13

2021-03-05T12:52

2021-03-02T16:28

2021-02-01T14:45

2021-02-18T10:51

2021-02-17T11:12

2021-01-12T13:56

2021-01-12T13:56

2021-01-14T15:29

2021-03-09T12:45

2021-03-18T10:30

2021-03-17T10:16

2021-02-12T10:23

2021-02-12T10:23

2021-02-10T14:32

FDA-CBER-2022-1614-3817685



2020-10-16T09:54

2020-10-19T09:42

2020-10-05T09:40

2020-11-10T11:49

2020-11-13T09:22

2020-10-01T09:37

2020-10-01T09:37

2020-10-26T13:47

2020-10-13T713:08

2020-10-08T16:09

2020-10-26T09:30

2020-10-21T13:25

2020-12-02T16:18

2021-02-01T15:09 |2021-03-02T14:19

2021-01-27T12:58

2021-01-27T12:58

2021-01-21T11:57 |2021-02-19T11:42

2021-01-22T14:47 |2021-02-19T14:51

FDA-CBER-2022-1614-3817686





