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Listing 4: Listing of Non-Serious Adverse Events 
 

Subject ID 
Vaccination 

Group 
Event 

Description 

Number of 
Doses 

Received 
at 

Time of 
Event 

Date of 
Product 

Administrationa 

No. of Days 
Post 

Associated 
Vaccination  
(Duration) Date of Onset 

MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00090 250 μg  

(18-55 years) 
Headache 01 14APR2020 10 (1) 24APR2020 Nervous system 

disorders 
  Not related Recovered 

/resolved 

COV.00090 250 μg  
(18-55 years) 

Headache 01 14APR2020 27 (1) 11MAY2020 Nervous system 
disorders 

  Not related Recovered 
/resolved 

COV.00090 250 μg  
(18-55 years) 

Headache 02 12MAY2020 23 (1) 04JUN2020 Nervous system 
disorders 

  Not related Recovered 
/resolved 

COV.00044 100 μg  
(18-55 years) 

Elevated Heart 
Rate 

01 27MAR2020 13 (15) 09APR2020 Investigations   Not related Recovered 
/resolved 

COV.00051 100 μg  
(18-55 years) 

Lower Back 
Muscle Strain 

01 27MAR2020 9 (7) 05APR2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00051 100 μg  
(18-55 years) 

Sore Throat 01 27MAR2020 4 (4) 31MAR2020 Respiratory, 
thoracic and 
mediastinal 
disorders 

  Not related Recovered 
/resolved 

COV.00049 100 μg  
(18-55 years) 

Bruise On Arm at 
Injection Site 

01 27MAR2020 6 (7) 02APR2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00049 100 μg  
(18-55 years) 

Bradycardia 02 24APR2020 14 (13) 08MAY2020 Cardiac disorders   Not related Recovered 
/resolved 

COV.00046 100 μg  
(18-55 years) 

Burn On Wrist 01 27MAR2020 14 (28) 10APR2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00046 100 μg  
(18-55 years) 

Gastroenteritis 02 24APR2020 78 (2) 11JUL2020 Infections and 
infestations 

Yes No Not related Recovered 
/resolved 

COV.00046 100 μg  
(18-55 years) 

Worsening 
ADHD 
Symptoms 

02 24APR2020 21 (62) 15MAY2020 Psychiatric 
disorders 

Yes No Not related Recovered 
/resolved 
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Subject ID 
Vaccination 

Group 
Event 

Description 

Number of 
Doses 

Received 
at 

Time of 
Event 

Date of 
Product 

Administrationa 

No. of Days 
Post 

Associated 
Vaccination  
(Duration) Date of Onset 

MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00050 100 μg  

(18-55 years) 
Infected Cyst 02 24APR2020 61 (10) 24JUN2020 Infections and 

infestations 
Yes No Not related Recovered 

/resolved 

COV.00092 250 μg  
(18-55 years) 

Lip Bumps 01 14APR2020 21 (8) 05MAY2020 Gastrointestinal 
disorders 

  Not related Recovered 
/resolved 

COV.00092 250 μg  
(18-55 years) 

Decreased 
Appetite 

01 14APR2020 0 (2) 14APR2020 Metabolism and 
nutrition disorders 

  Related Recovered 
/resolved 

COV.00092 250 μg  
(18-55 years) 

Headache 01 14APR2020 8 (13) 22APR2020 Nervous system 
disorders 

  Not related Recovered 
/resolved 

COV.00092 250 μg  
(18-55 years) 

Worsening 
Vaginal Itching 

01 14APR2020 6 (35) 20APR2020 Reproductive 
system and breast 
disorders 

Yes No Not related Recovered 
/resolved 

COV.00091 250 μg  
(18-55 years) 

Redness at 
Vaccine Site 

01 14APR2020 12 (4) 26APR2020 General disorders 
and administration 
site conditions 

  Related Recovered 
/resolved 

COV.00091 250 μg  
(18-55 years) 

Pancreatitis 02 12MAY2020 26 (11) 07JUN2020 Gastrointestinal 
disorders 

Yes No Not related Recovered 
/resolved 

COV.00121 100 μg  
(56-70 years) 

Hemorrhoids 02 18MAY2020 4 (6) 22MAY2020 Gastrointestinal 
disorders 

  Not related Recovered 
/resolved 

COV.00119 100 μg  
(56-70 years) 

Bee Sting Skin 
Reaction 

02 19MAY2020 27 (5) 15JUN2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00111 25 μg  
(56-70 years) 

Worsening of 
Toenail Fungus 

01 20APR2020 25 (Ongoing) 15MAY2020 Infections and 
infestations 

Yes No Not related Recovering 
/resolving 

COV.00111 25 μg  
(56-70 years) 

Headache 01 20APR2020 27 (1) 17MAY2020 Nervous system 
disorders 

  Not related Recovered 
/resolved 

COV.00110 25 μg  
(56-70 years) 

No Appetite 02 18MAY2020 1 (2) 19MAY2020 Metabolism and 
nutrition disorders 

  Related Recovered 
/resolved 
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Subject ID 
Vaccination 

Group 
Event 

Description 

Number of 
Doses 

Received 
at 

Time of 
Event 

Date of 
Product 

Administrationa 

No. of Days 
Post 

Associated 
Vaccination  
(Duration) Date of Onset 

MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00114 25 μg  

(56-70 years) 
Exposure to 
Inhaled Irritants 

01 20APR2020 12 (1) 02MAY2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00114 25 μg  
(56-70 years) 

Worsening of 
Sciatica 

01 20APR2020 5 (2) 25APR2020 Nervous system 
disorders 

  Not related Recovered 
/resolved 

COV.00114 25 μg  
(56-70 years) 

Decreased Bone 
Density 

02 18MAY2020 28 (Ongoing) 15JUN2020 Investigations Yes Yes Not related Recovering 
/resolving 

COV.00114 25 μg  
(56-70 years) 

Worsening of 
Sciatica 

02 18MAY2020 56 (40) 13JUL2020 Nervous system 
disorders 

Yes No Not related Recovered 
/resolved 

COV.00116 25 μg  
(56-70 years) 

Sore Throat 01 20APR2020 1 (2) 21APR2020 Respiratory, 
thoracic and 
mediastinal 
disorders 

  Not related Recovered 
/resolved 

COV.00116 25 μg  
(56-70 years) 

Trauma to Arm 02 19MAY2020 6 (17) 25MAY2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00123 100 μg  
(56-70 years) 

Nasal Congestion 01 21APR2020 13 (3) 04MAY2020 Respiratory, 
thoracic and 
mediastinal 
disorders 

  Not related Recovered 
/resolved 

COV.00127 100 μg  
(56-70 years) 

Sore Throat 01 21APR2020 21 (2) 12MAY2020 Respiratory, 
thoracic and 
mediastinal 
disorders 

  Not related Recovered 
/resolved 

COV.00115 25 μg  
(56-70 years) 

Bruise at 
Injection 
Site 

01 20APR2020 1 (12) 21APR2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00138 100 μg  
(56-70 years) 

Paronychia 01 23APR2020 2 (14) 25APR2020 Infections and 
infestations 

Yes No Not related Recovered 
/resolved 
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Subject ID 
Vaccination 

Group 
Event 

Description 

Number of 
Doses 

Received 
at 

Time of 
Event 

Date of 
Product 

Administrationa 

No. of Days 
Post 

Associated 
Vaccination  
(Duration) Date of Onset 

MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00138 100 μg  

(56-70 years) 
Contact 
Dermatitis 

01 23APR2020 111 (27) 12AUG2020 Skin and 
subcutaneous 
tissue 
disorders 

Yes No Not related Recovered 
/resolved 

COV.00138 100 μg  
(56-70 years) 

Maculopapular 
Rash 

01 23APR2020 9 (22) 02MAY2020 Skin and 
subcutaneous 
tissue 
disorders 

Yes No Not related Recovered 
/resolved 

COV.00220 50 μg  
(18-55 years) 

Bruising at Blood 
Draw Site 

01 03JUN2020 0 (11) 03JUN2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00220 50 μg  
(18-55 years) 

Skin Abrasion 01 03JUN2020 16 (7) 19JUN2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00220 50 μg  
(18-55 years) 

Stuffy Nose 01 03JUN2020 3 (4) 06JUN2020 Respiratory, 
thoracic and 
mediastinal 
disorders 

  Related Recovered 
/resolved 

COV.00220 50 μg  
(18-55 years) 

Nasal Congestion 01 03JUN2020 16 (3) 19JUN2020 Respiratory, 
thoracic and 
mediastinal 
disorders 

  Not related Recovered 
/resolved 

COV.00220 50 μg  
(18-55 years) 

Post Nasal Drip 02 29JUN2020 14 (14) 13JUL2020 Respiratory, 
thoracic and 
mediastinal 
disorders 

  Not related Recovered 
/resolved 

COV.00220 50 μg  
(18-55 years) 

Post Nasal Drip 02 29JUN2020 1 (6) 30JUN2020 Respiratory, 
thoracic and 
mediastinal 
disorders 

  Related Recovered 
/resolved 
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Subject ID 
Vaccination 

Group 
Event 

Description 

Number of 
Doses 

Received 
at 

Time of 
Event 

Date of 
Product 

Administrationa 

No. of Days 
Post 

Associated 
Vaccination  
(Duration) Date of Onset 

MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00234 50 μg  

(18-55 years) 
Abdominal Pain 01 04JUN2020 17 (4) 21JUN2020 Gastrointestinal 

disorders 
Yes No Not related Recovered 

/resolved 

COV.00234 50 μg  
(18-55 years) 

Diarrhea 02 30JUN2020 1 (2) 01JUL2020 Gastrointestinal 
disorders 

  Related Recovered 
/resolved 

COV.00234 50 μg  
(18-55 years) 

Sore Throat 02 30JUN2020 20 (4) 20JUL2020 Respiratory, 
thoracic and 
mediastinal 
disorders 

  Not related Recovered 
/resolved 

COV.00235 50 μg  
(18-55 years) 

Seasonal 
Allergies 

01 04JUN2020 17 (Ongoing) 21JUN2020 Immune system 
disorders 

  Not related Recovering 
/resolving 

COV.00235 50 μg  
(18-55 years) 

Rash 01 04JUN2020 21 (14) 25JUN2020 Skin and 
subcutaneous 
tissue 
disorders 

  Not related Recovered 
/resolved 

COV.00047 100 μg  
(18-55 years) 

Abdominal 
Cramping 

02 24APR2020 0 (2) 24APR2020 Gastrointestinal 
disorders 

  Related Recovered 
/resolved 

COV.00056 100 μg  
(18-55 years) 

Dizziness 01 30MAR2020 1 (2) 31MAR2020 Nervous system 
disorders 

  Not related Recovered 
/resolved 

COV.00093 250 μg  
(18-55 years) 

Hypertension 01 14APR2020 6 (1) 20APR2020 Vascular disorders   Not related Recovered 
/resolved 

COV.00093 250 μg  
(18-55 years) 

Hypoglycemia 02 12MAY2020 7 (8) 19MAY2020 Metabolism and 
nutrition disorders 

  Not related Recovered 
/resolved 

COV.00105 25 μg  
(56-70 years) 

Insomnia 02 14MAY2020 0 (2) 14MAY2020 Psychiatric 
disorders 

  Related Recovered 
/resolved 

COV.00113 25 μg  
(56-70 years) 

Bruise at 
Injection 
Site 

01 20APR2020 0 (5) 20APR2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00113 25 μg  
(56-70 years) 

Foot Pain 02 18MAY2020 6 (145) 24MAY2020 Musculoskeletal 
and connective 
tissue disorders 

  Not related Recovered 
/resolved 

6FDA-CBER-2022-1614-3225125



 
 

 

CONFIDENTIAL 
 

Subject ID 
Vaccination 

Group 
Event 

Description 

Number of 
Doses 

Received 
at 

Time of 
Event 

Date of 
Product 

Administrationa 

No. of Days 
Post 

Associated 
Vaccination  
(Duration) Date of Onset 

MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00118 100 μg  

(56-70 years) 
Systolic 
Hypertension 

01 20APR2020 14 (16) 04MAY2020 Vascular disorders   Not related Recovered 
/resolved 

COV.00128 100 μg  
(56-70 years) 

Vertigo 02 19MAY2020 1 (1) 20MAY2020 Ear and labyrinth 
disorders 

  Related Recovered 
/resolved 

COV.00128 100 μg  
(56-70 years) 

Dizziness 02 19MAY2020 5 (1) 24MAY2020 Nervous system 
disorders 

  Not related Recovered 
/resolved 

COV.00122 100 μg  
(56-70 years) 

Hypoglycemia 01 21APR2020 8 (6) 29APR2020 Metabolism and 
nutrition disorders 

  Not related Recovered 
/resolved 

COV.00239 50 μg  
(18-55 years) 

Lymphadenopath 
y 

01 05JUN2020 0 (4) 05JUN2020 Blood and 
lymphatic system 
disorders 

  Related Recovered 
/resolved 

COV.00009 25 μg  
(18-55 years) 

Petechiae R 
Elbow 

01 16MAR2020 14 (9) 30MAR2020 Skin and 
subcutaneous 
tissue 
disorders 

  Related Recovered 
/resolved 

COV.00009 25 μg  
(18-55 years) 

Hordeolum 
Exacerbation 

02 14APR2020 55 (93) 08JUN2020 Infections and 
infestations 

Yes No Not related Recovered 
/resolved 

COV.00009 25 μg  
(18-55 years) 

Left Palm 
Abrasion 

02 14APR2020 5 (8) 19APR2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00009 25 μg  
(18-55 years) 

Jaw Pain 02 14APR2020 36 (62) 20MAY2020 Musculoskeletal 
and connective 
tissue disorders 

Yes No Not related Recovered 
/resolved 

COV.00010 25 μg  
(18-55 years) 

Infected Pustules 02 14APR2020 47 (13) 31MAY2020 Infections and 
infestations 

Yes No Not related Recovered 
/resolved 

COV.00007 25 μg  
(18-55 years) 

Vomiting 01 16MAR2020 0 (1) 16MAR2020 Gastrointestinal 
disorders 

  Not related Recovered 
/resolved 
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Subject ID 
Vaccination 

Group 
Event 

Description 

Number of 
Doses 

Received 
at 

Time of 
Event 

Date of 
Product 

Administrationa 

No. of Days 
Post 

Associated 
Vaccination  
(Duration) Date of Onset 

MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00007 25 μg  

(18-55 years) 
Shortness of 
Breath With 
Strenuous 
Activity 

01 16MAR2020 25 (18) 10APR2020 Respiratory, 
thoracic and 
mediastinal 
disorders 

  Not related Recovered 
/resolved 

COV.00011 100 μg  
(18-55 years) 

Bruise at 
Injection 
Site 

01 17MAR2020 1 (14) 18MAR2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00011 100 μg  
(18-55 years) 

Back Muscle 
Strain 

02 14APR2020 22 (49) 06MAY2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00011 100 μg  
(18-55 years) 

Neck Pain 02 14APR2020 2 (2) 16APR2020 Musculoskeletal 
and connective 
tissue disorders 

  Not related Recovered 
/resolved 

COV.00013 100 μg  
(18-55 years) 

Injection Site 
Itching 

01 17MAR2020 2 (1) 19MAR2020 General disorders 
and administration 
site conditions 

  Related Recovered 
/resolved 

COV.00013 100 μg  
(18-55 years) 

Vasodilation On 
Bilateral Hands 

01 17MAR2020 3 (1) 20MAR2020 Vascular disorders   Related Recovered 
/resolved 

COV.00013 100 μg  
(18-55 years) 

Diaphragmatic 
Cramping 

02 14APR2020 1 (1) 15APR2020 Respiratory, 
thoracic and 
mediastinal 
disorders 

  Related Recovered 
/resolved 

COV.00030 25 μg  
(18-55 years) 

Vomiting 02 21APR2020 22 (2) 13MAY2020 Gastrointestinal 
disorders 

  Not related Recovered 
/resolved 

COV.00030 25 μg  
(18-55 years) 

Fatigue 02 21APR2020 20 (4) 11MAY2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00032 25 μg  
(18-55 years) 

Abdominal Gas 01 24MAR2020 4 (1) 28MAR2020 Gastrointestinal 
disorders 

  Not related Recovered 
/resolved 
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Subject ID 
Vaccination 

Group 
Event 

Description 

Number of 
Doses 

Received 
at 

Time of 
Event 

Date of 
Product 

Administrationa 

No. of Days 
Post 

Associated 
Vaccination  
(Duration) Date of Onset 

MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00032 25 μg  

(18-55 years) 
Systolic 
Hypertension 

01 24MAR2020 28 (9) 21APR2020 Vascular disorders   Not related Recovered 
/resolved 

COV.00032 25 μg  
(18-55 years) 

Contusions 02 21APR2020 74 (13) 04JUL2020 Injury, poisoning 
and procedural 
complications 

Yes No Not related Recovered 
/resolved 

COV.00012 100 μg  
(18-55 years) 

Bruise at 
Injection 
Site 

01 17MAR2020 0 (16) 17MAR2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00012 100 μg  
(18-55 years) 

Itching at 
Injection Site 

01 17MAR2020 7 (2) 24MAR2020 General disorders 
and administration 
site conditions 

  Related Recovered 
/resolved 

COV.00012 100 μg  
(18-55 years) 

Decreased 
Appetite 

01 17MAR2020 0 (8) 17MAR2020 Metabolism and 
nutrition disorders 

  Related Recovered 
/resolved 

COV.00012 100 μg  
(18-55 years) 

Eye Irritation 02 14APR2020 1 (1) 15APR2020 Eye disorders   Related Recovered 
/resolved 

COV.00012 100 μg  
(18-55 years) 

Stomach Upset 02 14APR2020 4 (1) 18APR2020 Gastrointestinal 
disorders 

  Not related Recovered 
/resolved 

COV.00012 100 μg  
(18-55 years) 

Dark Stools 02 14APR2020 4 (12) 18APR2020 Gastrointestinal 
disorders 

  Not related Recovered 
/resolved 

COV.00012 100 μg  
(18-55 years) 

Feeling of 
Restlessness 

02 14APR2020 1 (1) 15APR2020 General disorders 
and administration 
site conditions 

  Related Recovered 
/resolved 

COV.00012 100 μg  
(18-55 years) 

Itching at 
Injection Site 

02 14APR2020 3 (1) 17APR2020 General disorders 
and administration 
site conditions 

  Related Recovered 
/resolved 

COV.00012 100 μg  
(18-55 years) 

Decreased 
Appetite 

02 14APR2020 0 (4) 14APR2020 Metabolism and 
nutrition disorders 

  Related Recovered 
/resolved 

COV.00014 100 μg  
(18-55 years) 

R Breast Pain 01 17MAR2020 20 (5) 06APR2020 Reproductive 
system and breast 
disorders 

  Not related Recovered 
/resolved 
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Subject ID 
Vaccination 

Group 
Event 

Description 

Number of 
Doses 

Received 
at 

Time of 
Event 

Date of 
Product 

Administrationa 

No. of Days 
Post 

Associated 
Vaccination  
(Duration) Date of Onset 

MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00014 100 μg  

(18-55 years) 
Nasal Congestion 01 17MAR2020 1 (1) 18MAR2020 Respiratory, 

thoracic and 
mediastinal 
disorders 

  Not related Recovered 
/resolved 

COV.00034 25 μg  
(18-55 years) 

Erythema 01 24MAR2020 14 (15) 07APR2020 Skin and 
subcutaneous 
tissue 
disorders 

  Not related Recovered 
/resolved 

COV.00031 25 μg  
(18-55 years) 

Sore Throat 01 24MAR2020 1 (4) 25MAR2020 Respiratory, 
thoracic and 
mediastinal 
disorders 

  Related Recovered 
/resolved 

COV.00031 25 μg  
(18-55 years) 

Sore Throat 01 24MAR2020 15 (3) 08APR2020 Respiratory, 
thoracic and 
mediastinal 
disorders 

  Not related Recovered 
/resolved 

COV.00024 25 μg  
(18-55 years) 

Bruise at Blood 
Draw Site 

01 24MAR2020 8 (7) 01APR2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00033 25 μg  
(18-55 years) 

Right Neck 
Strain 

01 24MAR2020 6 (3) 30MAR2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00028 25 μg  
(18-55 years) 

Cut On Right 
Index Finger 

01 24MAR2020 2 (3) 26MAR2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00028 25 μg  
(18-55 years) 

Contact 
Dermatitis 

01 24MAR2020 3 (10) 27MAR2020 Skin and 
subcutaneous 
tissue 
disorders 

  Not related Recovered 
/resolved 
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Subject ID 
Vaccination 

Group 
Event 

Description 

Number of 
Doses 

Received 
at 

Time of 
Event 

Date of 
Product 

Administrationa 

No. of Days 
Post 

Associated 
Vaccination  
(Duration) Date of Onset 

MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00028 25 μg  

(18-55 years) 
Skin Irritation 
Encircling 
Injection Site 

02 21APR2020 1 (9) 22APR2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00028 25 μg  
(18-55 years) 

Bruises 02 21APR2020 14 (18) 05MAY2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00028 25 μg  
(18-55 years) 

Presyncope 02 21APR2020 18 (1) 09MAY2020 Nervous system 
disorders 

  Not related Recovered 
/resolved 

COV.00027 25 μg  
(18-55 years) 

Vomiting 01 24MAR2020 1 (1) 25MAR2020 Gastrointestinal 
disorders 

  Related Recovered 
/resolved 

COV.00027 25 μg  
(18-55 years) 

Hives On Lower 
Extremities 

01 24MAR2020 5 (2) 29MAR2020 Skin and 
subcutaneous 
tissue 
disorders 

  Related Recovered 
/resolved 

COV.00026 25 μg  
(18-55 years) 

Bruise at Blood 
Draw Site 

01 24MAR2020 8 (4) 01APR2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00026 25 μg  
(18-55 years) 

Bruise at Blood 
Draw Site 

01 24MAR2020 0 (9) 24MAR2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00026 25 μg  
(18-55 years) 

Arm Weakness 01 24MAR2020 0 (1) 24MAR2020 Musculoskeletal 
and connective 
tissue disorders 

  Related Recovered 
/resolved 

COV.00026 25 μg  
(18-55 years) 

Bruise at Blood 
Draw Site 

02 21APR2020 8 (8) 29APR2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00026 25 μg  
(18-55 years) 

Bruise 02 21APR2020 25 (5) 16MAY2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 
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Subject ID 
Vaccination 

Group 
Event 

Description 

Number of 
Doses 

Received 
at 

Time of 
Event 

Date of 
Product 

Administrationa 

No. of Days 
Post 

Associated 
Vaccination  
(Duration) Date of Onset 

MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00026 25 μg  

(18-55 years) 
Muscle Strain 02 21APR2020 11 (4) 02MAY2020 Injury, poisoning 

and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00026 25 μg  
(18-55 years) 

Puncture Wound 02 21APR2020 72 (27) 02JUL2020 Injury, poisoning 
and procedural 
complications 

Yes No Not related Recovered 
/resolved 

COV.00080 250 μg  
(18-55 years) 

Stomach Ache 02 05MAY2020 7 (1) 12MAY2020 Gastrointestinal 
disorders 

  Related Recovered 
/resolved 

COV.00083 250 μg  
(18-55 years) 

Loss of Appetite 02 11MAY2020 1 (1) 12MAY2020 Metabolism and 
nutrition disorders 

  Related Recovered 
/resolved 

COV.00083 250 μg  
(18-55 years) 

Muscle Spasms 02 11MAY2020 1 (1) 12MAY2020 Musculoskeletal 
and connective 
tissue disorders 

  Related Recovered 
/resolved 

COV.00079 250 μg  
(18-55 years) 

Anal Fissure 01 08APR2020 56 (22) 03JUN2020 Gastrointestinal 
disorders 

Yes No Not related Recovered 
/resolved 

COV.00079 250 μg  
(18-55 years) 

Urinary Tract 
Infection 

01 08APR2020 133 (3) 19AUG2020 Infections and 
infestations 

Yes No Not related Recovered 
/resolved 

COV.00079 250 μg  
(18-55 years) 

Right Knee Pain 01 08APR2020 2 (1) 10APR2020 Musculoskeletal 
and connective 
tissue disorders 

  Not related Recovered 
/resolved 

COV.00079 250 μg  
(18-55 years) 

Vaginal Itching 01 08APR2020 56 (19) 03JUN2020 Reproductive 
system and breast 
disorders 

Yes No Not related Recovered 
/resolved 

COV.00079 250 μg  
(18-55 years) 

Sore Throat 01 08APR2020 24 (4) 02MAY2020 Respiratory, 
thoracic and 
mediastinal 
disorders 

Yes No Not related Recovered 
/resolved 

COV.00081 250 μg  
(18-55 years) 

Injection Site 
Redness 

01 08APR2020 10 (2) 18APR2020 General disorders 
and administration 
site conditions 

  Related Recovered 
/resolved 

12FDA-CBER-2022-1614-3225131
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Subject ID 
Vaccination 

Group 
Event 

Description 

Number of 
Doses 

Received 
at 

Time of 
Event 

Date of 
Product 

Administrationa 

No. of Days 
Post 

Associated 
Vaccination  
(Duration) Date of Onset 

MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00081 250 μg  

(18-55 years) 
Recurrence of 
Scintillating 
Scotomata 

02 05MAY2020 13 (1) 18MAY2020 Eye disorders   Related Recovered 
/resolved 

COV.00081 250 μg  
(18-55 years) 

Vomiting 02 05MAY2020 1 (1) 06MAY2020 Gastrointestinal 
disorders 

  Related Recovered 
/resolved 

COV.00081 250 μg  
(18-55 years) 

Bruise at 
Phlebotomy Site 
R Arm 

02 05MAY2020 1 (17) 06MAY2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00081 250 μg  
(18-55 years) 

Epididymitis 02 05MAY2020 29 (17) 03JUN2020 Infections and 
infestations 

Yes No Not related Recovered 
/resolved 

COV.00081 250 μg  
(18-55 years) 

Lightheadedness 02 05MAY2020 1 (1) 06MAY2020 Nervous system 
disorders 

  Related Recovered 
/resolved 

COV.00081 250 μg  
(18-55 years) 

Syncope 02 05MAY2020 1 (1) 06MAY2020 Nervous system 
disorders 

  Related Recovered 
/resolved 

COV.00087 250 μg  
(18-55 years) 

Vaginal Spotting 01 13APR2020 0 (2) 13APR2020 Reproductive 
system and breast 
disorders 

  Related Recovered 
/resolved 

COV.00087 250 μg  
(18-55 years) 

Loss of Appetite 02 11MAY2020 0 (3) 11MAY2020 Metabolism and 
nutrition disorders 

  Related Recovered 
/resolved 

COV.00087 250 μg  
(18-55 years) 

Hand Ache 02 11MAY2020 8 (1) 19MAY2020 Musculoskeletal 
and connective 
tissue disorders 

  Related Recovered 
/resolved 

COV.00087 250 μg  
(18-55 years) 

Anxiety 02 11MAY2020 1 (12) 12MAY2020 Psychiatric 
disorders 

  Related Recovered 
/resolved 

COV.00087 250 μg  
(18-55 years) 

Insomnia 02 11MAY2020 7 (248) 18MAY2020 Psychiatric 
disorders 

  Not related Recovered 
/resolved 

COV.00087 250 μg  
(18-55 years) 

Sweating 02 11MAY2020 0 (2) 11MAY2020 Skin and 
subcutaneous 
tissue 
disorders 

  Related Recovered 
/resolved 

13FDA-CBER-2022-1614-3225132
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Subject ID 
Vaccination 

Group 
Event 

Description 

Number of 
Doses 

Received 
at 

Time of 
Event 

Date of 
Product 

Administrationa 

No. of Days 
Post 

Associated 
Vaccination  
(Duration) Date of Onset 

MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00086 250 μg  

(18-55 years) 
Bradycardia 01 13APR2020 14 (15) 27APR2020 Cardiac disorders   Not related Recovered 

/resolved 

COV.00086 250 μg  
(18-55 years) 

Itching at 
Injection Site 

01 13APR2020 7 (5) 20APR2020 General disorders 
and administration 
site conditions 

  Related Recovered 
/resolved 

COV.00086 250 μg  
(18-55 years) 

Hypotension 
Systolic 

01 13APR2020 28 (16) 11MAY2020 Vascular disorders   Not related Recovered 
/resolved 

COV.00086 250 μg  
(18-55 years) 

Bradycardia 02 11MAY2020 15 (16) 26MAY2020 Cardiac disorders   Not related Recovered 
/resolved 

COV.00086 250 μg  
(18-55 years) 

Indigestion 02 11MAY2020 14 (14) 25MAY2020 Gastrointestinal 
disorders 

  Not related Recovered 
/resolved 

COV.00086 250 μg  
(18-55 years) 

Malaise 02 11MAY2020 1 (2) 12MAY2020 General disorders 
and administration 
site conditions 

  Related Recovered 
/resolved 

COV.00086 250 μg  
(18-55 years) 

Night Sweats 02 11MAY2020 2 (1) 13MAY2020 Skin and 
subcutaneous 
tissue 
disorders 

  Related Recovered 
/resolved 

COV.00084 250 μg  
(18-55 years) 

Muscle Strain In 
Neck 

01 13APR2020 11 (8) 24APR2020 Musculoskeletal 
and connective 
tissue disorders 

  Not related Recovered 
/resolved 

COV.00153 25 μg  
(≥71 years) 

Pustule 01 04MAY2020 20 (36) 24MAY2020 Infections and 
infestations 

  Not related Recovered 
/resolved 

COV.00153 25 μg  
(≥71 years) 

Sunburn 01 04MAY2020 4 (10) 08MAY2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00153 25 μg  
(≥71 years) 

Fingertip 
Puncture 

02 01JUN2020 10 (9) 11JUN2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

14FDA-CBER-2022-1614-3225133
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Subject ID 
Vaccination 

Group 
Event 

Description 

Number of 
Doses 

Received 
at 

Time of 
Event 

Date of 
Product 

Administrationa 

No. of Days 
Post 

Associated 
Vaccination  
(Duration) Date of Onset 

MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00155 25 μg  

(≥71 years) 
Burn L Forearm 01 04MAY2020 28 (36) 01JUN2020 Injury, poisoning 

and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00155 25 μg  
(≥71 years) 

Bilateral Ankle 
Swelling 

01 04MAY2020 2 (2) 06MAY2020 Musculoskeletal 
and connective 
tissue disorders 

  Not related Recovered 
/resolved 

COV.00155 25 μg  
(≥71 years) 

Excoriation 02 01JUN2020 8 (2) 09JUN2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00158 25 μg  
(≥71 years) 

Lightheadedness 01 04MAY2020 0 (1) 04MAY2020 Nervous system 
disorders 

  Related Recovered 
/resolved 

COV.00158 25 μg  
(≥71 years) 

Anxiety 01 04MAY2020 4 (1) 08MAY2020 Psychiatric 
disorders 

  Related Recovered 
/resolved 

COV.00158 25 μg  
(≥71 years) 

Night Sweats 01 04MAY2020 2 (3) 06MAY2020 Skin and 
subcutaneous 
tissue 
disorders 

  Related Recovered 
/resolved 

COV.00156 25 μg  
(≥71 years) 

Increased Energy 01 04MAY2020 0 (4) 04MAY2020 General disorders 
and administration 
site conditions 

  Related Recovered 
/resolved 

COV.00156 25 μg  
(≥71 years) 

Lightheadedness 01 04MAY2020 28 (1) 01JUN2020 Nervous system 
disorders 

  Not related Recovered 
/resolved 

COV.00156 25 μg  
(≥71 years) 

Increased Energy 02 01JUN2020 0 (1) 01JUN2020 General disorders 
and administration 
site conditions 

  Related Recovered 
/resolved 

COV.00156 25 μg  
(≥71 years) 

Fatigue 02 01JUN2020 11 (14) 12JUN2020 General disorders 
and administration 
site conditions 

  Related Recovered 
/resolved 

15FDA-CBER-2022-1614-3225134
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Subject ID 
Vaccination 

Group 
Event 

Description 

Number of 
Doses 

Received 
at 

Time of 
Event 

Date of 
Product 

Administrationa 

No. of Days 
Post 

Associated 
Vaccination  
(Duration) Date of Onset 

MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00156 25 μg  

(≥71 years) 
Itching at 
Injection Site 

02 01JUN2020 2 (1) 03JUN2020 General disorders 
and administration 
site conditions 

  Related Recovered 
/resolved 

COV.00156 25 μg  
(≥71 years) 

Decreased 
Peripheral Vision 

02 01JUN2020 0 (1) 01JUN2020 Nervous system 
disorders 

  Related Recovered 
/resolved 

COV.00160 25 μg  
(≥71 years) 

Abrasion to L 
Elbow 

01 04MAY2020 1 (15) 05MAY2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00160 25 μg  
(≥71 years) 

L Upper Torso 
Musculoskeletal 
Pain 

01 04MAY2020 1 (13) 05MAY2020 Musculoskeletal 
and connective 
tissue disorders 

  Not related Recovered 
/resolved 

COV.00160 25 μg  
(≥71 years) 

Skin Irritation 02 01JUN2020 0 (1) 01JUN2020 Skin and 
subcutaneous 
tissue 
disorders 

  Not related Recovered 
/resolved 

COV.00184 100 μg  
(≥71 years) 

Muscle Soreness 02 08JUN2020 27 (1) 05JUL2020 Musculoskeletal 
and connective 
tissue disorders 

  Not related Recovered 
/resolved 

COV.00184 100 μg  
(≥71 years) 

Systolic 
Hypertension 

02 08JUN2020 14 (15) 22JUN2020 Vascular disorders   Not related Recovered 
/resolved 

COV.00157 25 μg  
(≥71 years) 

Post Operative 
Pain 

02 01JUN2020 16 (11) 17JUN2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00157 25 μg  
(≥71 years) 

Left Triceps 
Tightness 

02 01JUN2020 1 (3) 02JUN2020 Musculoskeletal 
and connective 
tissue disorders 

  Not related Recovered 
/resolved 

COV.00154 25 μg  
(≥71 years) 

Itching Lateral R 
Clavicle 

01 04MAY2020 0 (1) 04MAY2020 Skin and 
subcutaneous 
tissue 
disorders 

  Related Recovered 
/resolved 

16FDA-CBER-2022-1614-3225135
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Number of 
Doses 

Received 
at 

Time of 
Event 

Date of 
Product 

Administrationa 

No. of Days 
Post 

Associated 
Vaccination  
(Duration) Date of Onset 

MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00169 100 μg  

(≥71 years) 
Dermatitis 01 05MAY2020 0 (11) 05MAY2020 Skin and 

subcutaneous 
tissue 
disorders 

  Not related Recovered 
/resolved 

COV.00169 100 μg  
(≥71 years) 

Bruise at Blood 
Draw Site 

02 02JUN2020 7 (17) 09JUN2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00169 100 μg  
(≥71 years) 

Right Forearm 
Bruise 

02 02JUN2020 23 (15) 25JUN2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00169 100 μg  
(≥71 years) 

Left Knee Bruise 02 02JUN2020 15 (15) 17JUN2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00169 100 μg  
(≥71 years) 

Right Knee 
Abrasion 

02 02JUN2020 23 (15) 25JUN2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00169 100 μg  
(≥71 years) 

Chipped Tooth 02 02JUN2020 3 (77) 05JUN2020 Injury, poisoning 
and procedural 
complications 

Yes No Not related Recovered 
/resolved 

COV.00169 100 μg  
(≥71 years) 

Blister 02 02JUN2020 2 (3) 04JUN2020 Skin and 
subcutaneous 
tissue 
disorders 

  Not related Recovered 
/resolved 

COV.00167 25 μg  
(≥71 years) 

Bruise at 
Injection 
Site 

01 05MAY2020 2 (11) 07MAY2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00167 25 μg  
(≥71 years) 

Tick Bite 01 05MAY2020 3 (86) 08MAY2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

17FDA-CBER-2022-1614-3225136
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Number of 
Doses 

Received 
at 

Time of 
Event 

Date of 
Product 

Administrationa 

No. of Days 
Post 

Associated 
Vaccination  
(Duration) Date of Onset 

MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00167 25 μg  

(≥71 years) 
L Upper Arm 
Abrasion 

01 05MAY2020 0 (11) 05MAY2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00167 25 μg  
(≥71 years) 

Exacerbation of 
Arthritis 

01 05MAY2020 27 (63) 01JUN2020 Musculoskeletal 
and connective 
tissue disorders 

Yes No Not related Recovered 
/resolved 

COV.00178 100 μg  
(≥71 years) 

Bruise at 
Injection 
Site 

01 12MAY2020 0 (18) 12MAY2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00178 100 μg  
(≥71 years) 

Bruise at Blood 
Draw Site 

01 12MAY2020 27 (18) 08JUN2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00178 100 μg  
(≥71 years) 

Bruise at Blood 
Draw Site 

01 12MAY2020 0 (10) 12MAY2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00178 100 μg  
(≥71 years) 

Abrasions 02 08JUN2020 27 (3) 05JUL2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00159 25 μg  
(≥71 years) 

Disturbed Sleep 
Cycle 

01 04MAY2020 0 (2) 04MAY2020 Psychiatric 
disorders 

  Related Recovered 
/resolved 

COV.00159 25 μg  
(≥71 years) 

Bradycardia 02 01JUN2020 28 (57) 29JUN2020 Cardiac disorders   Not related Recovered 
/resolved 

COV.00159 25 μg  
(≥71 years) 

Disturbed Sleep 
Cycle 

02 01JUN2020 1 (2) 02JUN2020 Psychiatric 
disorders 

  Related Recovered 
/resolved 

COV.00168 100 μg  
(≥71 years) 

Bruise 02 02JUN2020 0 (10) 02JUN2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00168 100 μg  
(≥71 years) 

Dizziness 02 02JUN2020 0 (2) 02JUN2020 Nervous system 
disorders 

  Related Recovered 
/resolved 

18FDA-CBER-2022-1614-3225137
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Doses 
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at 

Time of 
Event 

Date of 
Product 

Administrationa 

No. of Days 
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Associated 
Vaccination  
(Duration) Date of Onset 

MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00168 100 μg  

(≥71 years) 
Skin Rash 02 02JUN2020 11 (3) 13JUN2020 Skin and 

subcutaneous 
tissue 
disorders 

  Not related Recovered 
/resolved 

COV.00186 100 μg  
(≥71 years) 

Erythema Distal 
and Medial to 
Injection Site 

01 12MAY2020 9 (8) 21MAY2020 General disorders 
and administration 
site conditions 

  Related Recovered 
/resolved 

COV.00186 100 μg  
(≥71 years) 

Urinary Tract 
Infection 

02 08JUN2020 58 (4) 05AUG2020 Infections and 
infestations 

Yes No Not related Recovered 
/resolved 

COV.00172 100 μg  
(≥71 years) 

Bruise at Blood 
Draw Site 

01 11MAY2020 3 (2) 14MAY2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00172 100 μg  
(≥71 years) 

Bradycardia 02 08JUN2020 29 (56) 07JUL2020 Cardiac disorders   Not related Recovered 
/resolved 

COV.00177 100 μg  
(≥71 years) 

Abrasion 02 08JUN2020 13 (10) 21JUN2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00177 100 μg  
(≥71 years) 

Squamous Cell 
Carcinoma 

02 08JUN2020 79 (1) 26AUG2020 Neoplasms benign, 
malignant and 
unspecified (incl 
cysts and polyps) 

Yes No Not related Recovered 
/resolved 

COV.00177 100 μg  
(≥71 years) 

Irritant Contact 
Dermatitis 

02 08JUN2020 0 (23) 08JUN2020 Skin and 
subcutaneous 
tissue 
disorders 

  Not related Recovered 
/resolved 

COV.00174 100 μg  
(≥71 years) 

Night Sweats 02 08JUN2020 1 (1) 09JUN2020 Skin and 
subcutaneous 
tissue 
disorders 

  Related Recovered 
/resolved 
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at 
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Event 

Date of 
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Administrationa 

No. of Days 
Post 

Associated 
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(Duration) Date of Onset 

MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00254 50 μg  

(18-55 years) 
Vertigo 02 13JUL2020 77 (1) 28SEP2020 Ear and labyrinth 

disorders 
Yes No Not related Recovered 

/resolved 

COV.00254 50 μg  
(18-55 years) 

Back Spasm 02 13JUL2020 1 (1) 14JUL2020 Musculoskeletal 
and connective 
tissue disorders 

  Related Recovered 
/resolved 

COV.00258 50 μg  
(18-55 years) 

Vaccinated Arm 
Weakness 

01 17JUN2020 0 (1) 17JUN2020 General disorders 
and administration 
site conditions 

  Related Recovered 
/resolved 

COV.00256 50 μg  
(18-55 years) 

Low Blood Sugar 01 17JUN2020 13 (1) 30JUN2020 Investigations   Not related Recovered 
/resolved 

COV.00256 50 μg  
(18-55 years) 

Bradycardia 02 13JUL2020 9 (1) 22JUL2020 Cardiac disorders   Not related Recovered 
/resolved 

COV.00256 50 μg  
(18-55 years) 

Exacerbation of 
Impacted 
Wisdom 
Teeth 

02 13JUL2020 2 (6) 15JUL2020 Gastrointestinal 
disorders 

Yes No Not related Recovered 
/resolved 

COV.00257 50 μg  
(18-55 years) 

Uri 01 17JUN2020 20 (4) 07JUL2020 Infections and 
infestations 

  Not related Recovered 
/resolved 

COV.00257 50 μg  
(18-55 years) 

Abrasions 01 17JUN2020 24 (7) 11JUL2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00253 50 μg  
(18-55 years) 

Indigestion 01 17JUN2020 4 (1) 21JUN2020 Gastrointestinal 
disorders 

  Not related Recovered 
/resolved 

COV.00253 50 μg  
(18-55 years) 

Muscle Soreness 01 17JUN2020 14 (2) 01JUL2020 Musculoskeletal 
and connective 
tissue disorders 

  Not related Recovered 
/resolved 

COV.00253 50 μg  
(18-55 years) 

Bradycardia 02 13JUL2020 7 (8) 20JUL2020 Cardiac disorders   Related Recovered 
/resolved 

20FDA-CBER-2022-1614-3225139



 
 

 

CONFIDENTIAL 
 

Subject ID 
Vaccination 

Group 
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Time of 
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Associated 
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(Duration) Date of Onset 

MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00259 50 μg  

(18-55 years) 
Ecchymosis at 
Blood Draw Site 

02 13JUL2020 7 (20) 20JUL2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00240 50 μg  
(≥71 years) 

Traumatic 
Injuries 

01 05JUN2020 19 (22) 24JUN2020 Injury, poisoning 
and procedural 
complications 

Yes No Not related Recovered 
/resolved 

COV.00240 50 μg  
(≥71 years) 

Tick Bite 02 01JUL2020 35 (23) 05AUG2020 Injury, poisoning 
and procedural 
complications 

Yes No Not related Recovered 
/resolved 

COV.00208 50 μg  
(56-70 years) 

Viral Syndrome 02 02JUL2020 40 (28) 11AUG2020 Infections and 
infestations 

Yes No Not related Recovered 
/resolved 

COV.00233 50 μg  
(≥71 years) 

Sore Throat 02 30JUN2020 28 (2) 28JUL2020 Respiratory, 
thoracic and 
mediastinal 
disorders 

  Not related Recovered 
/resolved 

COV.00221 50 μg  
(56-70 years) 

Bradycardia 01 04JUN2020 26 (1) 30JUN2020 Cardiac disorders   Not related Recovered 
/resolved 

COV.00221 50 μg  
(56-70 years) 

Cracked Tooth 02 30JUN2020 80 (Ongoing) 18SEP2020 Injury, poisoning 
and procedural 
complications 

Yes Yes Not related Recovering 
/resolving 

COV.00207 50 μg  
(56-70 years) 

Bradycardia 02 02JUL2020 0 (7) 02JUL2020 Cardiac disorders   Not related Recovered 
/resolved 

COV.00212 50 μg  
(56-70 years) 

Gastrointestinal 
Discomfort 

01 03JUN2020 4 (1) 07JUN2020 Gastrointestinal 
disorders 

  Related Recovered 
/resolved 

COV.00228 50 μg  
(≥71 years) 

Traumatic 
Injuries 

01 04JUN2020 20 (28) 24JUN2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00216 50 μg  
(56-70 years) 

Muscle Strain 01 03JUN2020 17 (12) 20JUN2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

21FDA-CBER-2022-1614-3225140
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Administrationa 
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MedDRA®  
Sytem Organ 

Class MAAEs NOCMCs Relationshipb Outcome 
COV.00231 50 μg  

(≥71 years) 
Bruise at 
Injection 
Site 

01 04JUN2020 2 (31) 06JUN2020 General disorders 
and administration 
site conditions 

  Not related Recovered 
/resolved 

COV.00241 50 μg  
(≥71 years) 

Hypertension 02 01JUL2020 0 (29) 01JUL2020 Vascular disorders   Not related Recovered 
/resolved 

COV.00206 50 μg  
(≥71 years) 

Hypertension 01 02JUN2020 0 (7) 02JUN2020 Vascular disorders   Not related Recovered 
/resolved 

COV.00205 50 μg  
(56-70 years) 

Laceration 01 02JUN2020 3 (10) 05JUN2020 Injury, poisoning 
and procedural 
complications 

  Not related Recovered 
/resolved 

COV.00222 50 μg  
(56-70 years) 

Urinary Tract 
Infection 

02 30JUN2020 31 (10) 31JUL2020 Infections and 
infestations 

Yes No Not related Recovered 
/resolved 

aDate of most recent dose/product administration. 
bRelated, Not Related. 
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