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CONFIDENTIAL 
 

Listing 3: Concomitant Medications 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

250 μg  
(18-55 years) 

COV.00090 1 MULTIVITAMIN 15MAR2019 . general health   

250 μg  
(18-55 years) 

COV.00090 2 FISH OIL 15MAR2019 . general health   

250 μg  
(18-55 years) 

COV.00090 3 EXCEDRIN 
MIGRAINE 

24APR2020 24APR2020 Headache Yes, unsolicited AE 
(HEADACHE;001) 

 

250 μg  
(18-55 years) 

COV.00090 4 EXCEDRIN 
MIGRAINE 

11MAY2020 11MAY2020 Headache Yes, unsolicited AE 
(HEADACHE;002) 

Yes 
(tension headaches;1) 

250 μg  
(18-55 years) 

COV.00090 5 EXCEDRIN 
MIGRAINE 

04JUN2020 04JUN2020 Headache Yes, unsolicited AE 
(HEADACHE;003) 

 

250 μg  
(18-55 years) 

COV.00090 6 INFLUENZA 
VACCINE 

02OCT2020 02OCT2020 Health Maintenance   

100 μg  
(18-55 years) 

COV.00044 1 ALLEGRA 15MAR2014 . Seasonal Allergy  Yes 
(Seasonal Allergy;1) 

100 μg  
(18-55 years) 

COV.00043 1 JUNEL FE 30JUN2010 . Birth control   

100 μg  
(18-55 years) 

COV.00043 2 MULTIVITAMIN 15SEP2019 . General Health   

100 μg  
(18-55 years) 

COV.00043 3 KRILL OIL 15SEP2019 . general health   

100 μg  
(18-55 years) 

COV.00051 1 DYMISTA 30JUN2016 . seasonal allergies  Yes 
(Seasonal allergies;1) 

100 μg  
(18-55 years) 

COV.00051 2 KETOCONAZOLE 
SHAMPOO 

15SEP2018 . Dermatitis prevention  Yes 
(Dermatitis fungal;2) 

100 μg  
(18-55 years) 

COV.00051 3 PHENYLEPHRINE 30JUN2016 . seasonal allergies  Yes 
(Seasonal allergies;1) 

100 μg  
(18-55 years) 

COV.00051 4 IBUPROFEN 13MAR2020 13MAR2020 muscle aches  Yes 
(Muscle aches;4) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

100 μg  
(18-55 years) 

COV.00051 5 IBUPROFEN 05APR2020 10APR2020 LOWER BACK MUSCLE 
STRAIN 

Yes, unsolicited AE 
(LOWER BACK 
MUSCLE STRAIN;002) 

 

100 μg  
(18-55 years) 

COV.00051 6 IBUPROFEN 24APR2020 24APR2020 fever   

100 μg  
(18-55 years) 

COV.00049 1 FINASTERIDE 15JAN2020 . Hair Loss  Yes 
(Hair Loss;2) 

100 μg  
(18-55 years) 

COV.00049 2 CLARITIN 15MAR2017 . Seasonal Allergies  Yes 
(Seasonal Allergies;3) 

100 μg  
(18-55 years) 

COV.00049 3 IBUPROFEN 25APR2020 25APR2020 headache   

100 μg  
(18-55 years) 

COV.00049 4 INFLUENZA SHOT 06OCT2020 06OCT2020 General Health   

100 μg  
(18-55 years) 

COV.00046 1 ALEVE 30JUN2009 . Menstrual Cramps  Yes 
(Menstrual Cramps;1) 

100 μg  
(18-55 years) 

COV.00046 2 IBUPROFEN 30JUN2009 . Menstrual Cramps  Yes 
(Menstrual Cramps;1) 

100 μg  
(18-55 years) 

COV.00046 3 NEXPLANON 
ETONOGESTREL 

30JUN2016 . Birth Control   

100 μg  
(18-55 years) 

COV.00046 4 IBUPROFEN 24APR2020 25APR2020 pain and fatigue   

100 μg  
(18-55 years) 

COV.00046 5 PEPTO BISMOL 11JUL2020 11JUL2020 Gastroenteritis Yes, unsolicited AE 
(GASTROENTERITIS 
;002) 

 

100 μg  
(18-55 years) 

COV.00046 6 ADDERALL 01JUL2020 . ADHD Yes, unsolicited AE 
(WORSENING ADHD 
SYMPTOMS;003) 

Yes 
(ADHD;2) 

100 μg  
(18-55 years) 

COV.00050 1 VITAMIN C 20JAN2020 . General Health   

100 μg  
(18-55 years) 

COV.00050 2 CLINDAMYCIN 29JUN2020 06JUL2020 Infected Cyst Yes, unsolicited AE 
(INFECTED CYST;001) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

250 μg  
(18-55 years) 

COV.00092 1 YAZ 15APR2019 . Post menstrual dysphoric disorder  Yes 
(postmenstrual dysphoric 
disorder;1) 

250 μg  
(18-55 years) 

COV.00092 2 OMEPRAZOLE 15OCT2019 . GERD  Yes 
(GERD;2) 

250 μg  
(18-55 years) 

COV.00092 3 MELATONIN 15SEP2019 . Insomnia  Yes 
(Insomnia;3) 

250 μg  
(18-55 years) 

COV.00092 4 MULTIVITAMIN 15JAN2020 . General Health   

250 μg  
(18-55 years) 

COV.00092 5 IBUPROFEN 30JUN2011 . muscle aches  Yes 
(muscle aches;4) 

250 μg  
(18-55 years) 

COV.00092 6 IBUPROFEN 14APR2020 14APR2020 Injection site pain   

250 μg  
(18-55 years) 

COV.00092 7 IBUPROFEN 18APR2020 18APR2020 Headache   

250 μg  
(18-55 years) 

COV.00092 8 VAGISIL CREAM 15FEB2020 . Occasional Vaginal Itching  Yes 
(Occasional Vaginal 
Itching;7) 

250 μg  
(18-55 years) 

COV.00092 9 MICONAZOLE 25APR2020 27APR2020 Worsening Vaginal Itching Yes, unsolicited AE 
(WORSENING 
VAGINAL 
ITCHING;002) 

Yes 
(Occasional Vaginal 
Itching;7) 

250 μg  
(18-55 years) 

COV.00092 10 IBUPROFEN 12MAY2020 13MAY2020 Myalgia   

250 μg  
(18-55 years) 

COV.00092 11 LORATADINE 21MAY2020 25MAY2020 Worsening Vaginal Itching Yes, unsolicited AE 
(WORSENING 
VAGINAL 
ITCHING;002) 

 

250 μg  
(18-55 years) 

COV.00092 12 NYSTATIN AND 
TRIAMCINOLONE 
ACETONIDE 

21MAY2020 25MAY2020 Worsening Vaginal Itching Yes, unsolicited AE 
(WORSENING 
VAGINAL 
ITCHING;002) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

250 μg  
(18-55 years) 

COV.00092 13 TUMS 15OCT2019 . GERD Yes, unsolicited AE 
(ACUTE 
GASTRITIS;005) 

Yes 
(GERD;2) 

250 μg  
(18-55 years) 

COV.00092 14 FAMOTIDINE 22OCT2020 . GERD Yes, unsolicited AE 
(ACUTE 
GASTRITIS;005) 

Yes 
(GERD;2) 

250 μg  
(18-55 years) 

COV.00092 15 INFLUENZA 
VACCINE 

16OCT2020 16OCT2020 General Health   

250 μg  
(18-55 years) 

COV.00091 1 BABY ASPIRIN 30JUN2012 . Cardiac Health Maintenance   

250 μg  
(18-55 years) 

COV.00091 2 ZYRTEC 30JUN2015 . Seasonal Allergies  Yes 
(Seasonal Allergies;1) 

250 μg  
(18-55 years) 

COV.00091 3 MULTIVITAMIN 30JUN2010 . Health Maintenance   

250 μg  
(18-55 years) 

COV.00091 4 AIRBORNE 30JUN2017 . Health Maintenance   

250 μg  
(18-55 years) 

COV.00091 5 IBUPROFEN 12MAY2020 12MAY2020 Pain   

250 μg  
(18-55 years) 

COV.00091 6 ACETAMINOPHEN 13MAY2020 13MAY2020 Pain   

250 μg  
(18-55 years) 

COV.00091 7 TUMS 10JUN2020 17JUN2020 Abdominal discomfort Yes, unsolicited AE 
(PANCREATITIS;002) 

 

250 μg  
(18-55 years) 

COV.00091 8 TUMS 30JUN2020 . Heartburn  Yes 
(Heartburn;6) 

250 μg  
(18-55 years) 

COV.00091 9 SEASONAL FLU 
VACCINE 

15SEP2020 15SEP2020 general health   

100 μg  
(56-70 years) 

COV.00121 1 LOSARTAN 30JUN2000 . hypertension  Yes 
(Hypertension;1) 

100 μg  
(56-70 years) 

COV.00121 2 ATORVASTATIN 30JUN2008 . hyperlipidemia  Yes 
(Hyperlipidemia;2) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

100 μg  
(56-70 years) 

COV.00121 3 IBUPROFEN 30JUN2015 . Degenerative joint disease  Yes 
(Degenerative joint 
disease;6) 

100 μg  
(56-70 years) 

COV.00121 4 IBUPROFEN 19MAY2020 19MAY2020 myalgia   

100 μg  
(56-70 years) 

COV.00121 5 SHINGRIX 
VACCINE 

27JUL2020 27JUL2020 Health Maintenance   

100 μg  
(56-70 years) 

COV.00121 6 FLUZONE 15OCT2020 15OCT2020 Health maintenance   

100 μg  
(56-70 years) 

COV.00119 1 VALACYCLOVIR 30JUN2018 . Recurrent herpes labialis  Yes 
(Recurrent Herpes 
Labialis;8) 

100 μg  
(56-70 years) 

COV.00119 2 VITAMIN B 30JUN2019 . General Health   

100 μg  
(56-70 years) 

COV.00119 3 TYLENOL 8HR 
ARTHRITIS PAIN 

20MAY2020 20MAY2020 Fever   

25 μg  
(56-70 years) 

COV.00111 1 LIPITOR 30JUN2010 . Hyperlipidemia  Yes 
(Hyperlipidemia;1) 

25 μg  
(56-70 years) 

COV.00111 2 CELEXA 30JUN2010 . Anxiety  Disorder  Yes 
(Anxiety Disorder;4) 

25 μg  
(56-70 years) 

COV.00111 3 ESTROGEN PATCH 30JUN2000 . TAH BSO  Yes 
(Post hysterectomy 
hormonal imbalance;15) 

25 μg  
(56-70 years) 

COV.00111 4 MELATONIN 30JUN2018 . Insomnia  Yes 
(Insomnia;3) 

25 μg  
(56-70 years) 

COV.00111 5 MULTIVITAMIN 30JUN1990 . General Health   

25 μg  
(56-70 years) 

COV.00111 6 CALCIUM 30JUN2010 . Osteoporosis  Yes 
(Osteoporosis;2) 

25 μg  
(56-70 years) 

COV.00111 7 ELDERBERRY 15JAN2020 . General Health   
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

25 μg  
(56-70 years) 

COV.00111 8 ALLEGRA 30JUN2010 . Seasonal Allergies  Yes 
(Seasonal Allergies;8) 

25 μg  
(56-70 years) 

COV.00111 9 RHINASE 30JUN2018 . Seasonal Allergies  Yes 
(Seasonal Allergies;8) 

25 μg  
(56-70 years) 

COV.00111 10 IBUPROFEN 30JUN1995 . Tension Headaches  Yes 
(Tension Headaches;12) 

25 μg  
(56-70 years) 

COV.00111 11 DIFLUCAN 29JUL2020 01AUG2020 Worsening of toenail fungus Yes, unsolicited AE 
(WORSENING OF 
TOENAIL FUNGUS;002) 

Yes 
(Toenail fungus;17) 

25 μg  
(56-70 years) 

COV.00111 12 PROLIA 15SEP2020 15SEP2020 osteoporosis  Yes 
(Osteoporosis;2) 

25 μg  
(56-70 years) 

COV.00111 13 FLUZONE 15OCT2020 15OCT2020 General Health   

25 μg  
(56-70 years) 

COV.00110 1 PROPRANOLOL 30JUN2000 . Familial tremor  Yes 
(familial tremor;6) 

25 μg  
(56-70 years) 

COV.00110 2 ESTRADIOL 
PATCH 

30JUN2005 . hormonal replacement therapy   

25 μg  
(56-70 years) 

COV.00110 3 VITAMIN D 10FEB2020 . Vitamin D deficiency  Yes 
(Vitamin D Deficiency;7) 

25 μg  
(56-70 years) 

COV.00110 4 PROGESTERONE 30JUN2005 . hormonal replacement therapy   

25 μg  
(56-70 years) 

COV.00110 5 TYLENOL 19MAY2020 19MAY2020 Headache   

25 μg  
(56-70 years) 

COV.00114 1 LISINOPRIL 30JUN2010 . hypertension  Yes 
(hypertension;3) 

25 μg  
(56-70 years) 

COV.00114 2 OMEPRAZOLE 30JUN2018 . GERD  Yes 
(GERD;6) 

25 μg  
(56-70 years) 

COV.00114 3 LEVOTHYROXINE 30JUN2010 . hypothyroidism  Yes 
(hypothyroidism;4) 

25 μg  
(56-70 years) 

COV.00114 4 AMBIEN 30JUN2005 . insomnia  Yes 
(Insomnia;7) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

25 μg  
(56-70 years) 

COV.00114 5 DICLOFENAC 30JUN2019 . osteoarthritis  Yes 
(osteoarthritis;2) 

25 μg  
(56-70 years) 

COV.00114 6 CELEBREX 30JUN2015 . osteoarthritis  Yes 
(osteoarthritis;2) 

25 μg  
(56-70 years) 

COV.00114 7 BENADRYL PM 02MAY2020 02MAY2020 exposure to irritants Yes, unsolicited AE 
(EXPOSURE TO 
INHALED 
IRRITANTS;002) 

 

25 μg  
(56-70 years) 

COV.00114 8 TYLENOL 19MAY2020 19MAY2020 Headache   

25 μg  
(56-70 years) 

COV.00114 9 GABAPENTIN 15JUL2020 21AUG2020 Worsening of sciatica Yes, unsolicited AE 
(WORSENING OF 
SCIATICA;003) 

Yes 
(Sciatica;8) 

25 μg  
(56-70 years) 

COV.00114 10 FOSAMAX 17AUG2020 . Decreased bone density Yes, unsolicited AE 
(DECREASED BONE 
DENSITY;004) 

Yes 
(osteoarthritis;2) 

25 μg  
(56-70 years) 

COV.00114 11 FLUZONE 15SEP2020 15SEP2020 General Health   

25 μg  
(56-70 years) 

COV.00116 1 FLECAINIDE 30JUN2010 . Atrial Fibrillation  Yes 
(Atrial Fibrillation;1) 

25 μg  
(56-70 years) 

COV.00116 2 METOPROLOL 30JUN2010 . Atrial Fibrillation  Yes 
(Atrial Fibrillation;1) 

25 μg  
(56-70 years) 

COV.00116 3 TURMERIC 30JUN2010 . General Health   

25 μg  
(56-70 years) 

COV.00116 4 ASPIRIN 30JUN2010 . Atrial Fibrillation  Yes 
(Atrial Fibrillation;1) 

25 μg  
(56-70 years) 

COV.00116 5 ALEVE 21MAY2020 21MAY2020 pain at injection site   

25 μg  
(56-70 years) 

COV.00116 6 POLYSPORIN 25MAY2020 27MAY2020 Trauma to arm. Yes, unsolicited AE 
(TRAUMA TO ARM;002) 

 

100 μg  
(56-70 years) 

COV.00123 1 CYMBALTA 15AUG2019 . Depression  Yes 
(Depression;4) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

100 μg  
(56-70 years) 

COV.00123 2 TRAZODONE 30JUN2010 . Anxiety  Yes 
(anxiety;6) 

100 μg  
(56-70 years) 

COV.00123 3 LORATADINE 30JUN2000 . seasonal allergies  Yes 
(Seasonal allergies;3) 

100 μg  
(56-70 years) 

COV.00123 4 PSEUDOEPHEDRIN 
E 

04MAY2020 04MAY2020 nasal congestion Yes, unsolicited AE 
(NASAL 
CONGESTION;001) 

 

100 μg  
(56-70 years) 

COV.00123 5 ACETAMINOPHEN 19MAY2020 19MAY2020 Pain   

100 μg  
(56-70 years) 

COV.00123 6 INFLUENZA SHOT 15OCT2020 15OCT2020 General Health   

100 μg  
(56-70 years) 

COV.00125 1 AMLODIPINE 15SEP2019 . Hypertension  Yes 
(Hypertension;1) 

100 μg  
(56-70 years) 

COV.00125 2 ZINC 01APR2020 . Health Maintenance   

100 μg  
(56-70 years) 

COV.00125 3 MULTIVITAMIN 30JUN2015 . Health Maintenance   

100 μg  
(56-70 years) 

COV.00125 4 BIOTIN 30JUN2015 . Health Maintenance   

100 μg  
(56-70 years) 

COV.00125 5 B COMPLEX 30JUN2015 . Health Maintenance   

100 μg  
(56-70 years) 

COV.00125 6 CALCIUM 30JUN2015 . Health Maintenance   

100 μg  
(56-70 years) 

COV.00125 7 IBUPROFEN 20MAY2020 20MAY2020 Fever   

100 μg  
(56-70 years) 

COV.00125 8 SHINGRIX 15AUG2020 15AUG2020 General health   

100 μg  
(56-70 years) 

COV.00125 9 FLUBLOK 15OCT2020 15OCT2020 General Health   

100 μg  
(56-70 years) 

COV.00125 10 SHINGRIX 15SEP2020 15SEP2020 General Health   

9FDA-CBER-2022-1614-3380892
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

100 μg  
(56-70 years) 

COV.00127 1 BENAZEPRIL 30JUN2010 . Hypertension  Yes 
(Hypertension;1) 

100 μg  
(56-70 years) 

COV.00127 2 HYDROCHLOROT 
HIAZIDE 

30JUN2010 . Hypertension  Yes 
(Hypertension;1) 

100 μg  
(56-70 years) 

COV.00127 3 ADVIL 30JUN2000 . Muscle aches  Yes 
(Muscle Aches;2) 

100 μg  
(56-70 years) 

COV.00127 4 FLU VACCINE 15OCT2020 15OCT2020 Flu prevention   

25 μg  
(56-70 years) 

COV.00115 1 VITAMIN D3 
VITAMINS 

30JUN2017 . Osteopenia  Yes 
(Osteopenia;1) 

25 μg  
(56-70 years) 

COV.00115 2 ALENDRONATE 30JUN2017 . Osteopenia  Yes 
(Osteopenia;1) 

25 μg  
(56-70 years) 

COV.00115 3 IBUPROFEN 30JUN2018 . Headache  Yes 
(Headaches;3) 

25 μg  
(56-70 years) 

COV.00115 4 FLUBLOK 15OCT2020 15OCT2020 General Health   

100 μg  
(56-70 years) 

COV.00138 1 MULTIVITAMIN 15OCT2019 . health maintenance   

100 μg  
(56-70 years) 

COV.00138 2 CALCIUM 15OCT2019 . Health maintenance   

100 μg  
(56-70 years) 

COV.00138 3 ALENDRONATE 15OCT2019 . osteoporosis  Yes 
(Osteoporosis;1) 

100 μg  
(56-70 years) 

COV.00138 4 CLARITIN 30JUL2010 . seasonal allergies  Yes 
(Seasonal allergies;2) 

100 μg  
(56-70 years) 

COV.00138 5 ALEVE 30JUN2015 . seasonal allergies  Yes 
(Seasonal allergies;2) 

100 μg  
(56-70 years) 

COV.00138 6 IBUPROFEN 25APR2020 25APR2020 Paronychia Yes, unsolicited AE 
(PARONYCHIA;001) 

 

100 μg  
(56-70 years) 

COV.00138 7 ARNICA GEL 25APR2020 25APR2020 Paronychia Yes, unsolicited AE 
(PARONYCHIA;001) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

100 μg  
(56-70 years) 

COV.00138 8 CEFTRIAXONE 26APR2020 26APR2020 Paronychia Yes, unsolicited AE 
(PARONYCHIA;001) 

 

100 μg  
(56-70 years) 

COV.00138 9 LIDOCAINE 1% 26APR2020 26APR2020 Paronychia Yes, unsolicited AE 
(PARONYCHIA;001) 

 

100 μg  
(56-70 years) 

COV.00138 10 SULFAMETHOXAZ 
OLE 
TRIMETHOPRIM 

26APR2020 06MAY2020 Paronychia Yes, unsolicited AE 
(PARONYCHIA;001) 

 

100 μg  
(56-70 years) 

COV.00138 11 DIPHENHYDRAMI 
NE 

06MAY2020 06MAY2020 Maculopapular Rash Yes, unsolicited AE 
(MACULOPAPULAR 
RASH;002) 

 

100 μg  
(56-70 years) 

COV.00138 12 ALLEGRA 08MAY2020 23MAY2020 Maculopapular Rash Yes, unsolicited AE 
(MACULOPAPULAR 
RASH;002) 

 

100 μg  
(56-70 years) 

COV.00138 13 XYZAL 08MAY2020 23MAY2020 Maculopapular Rash Yes, unsolicited AE 
(MACULOPAPULAR 
RASH;002) 

 

100 μg  
(56-70 years) 

COV.00138 14 VALACYCLOVIR 02JUN2020 . genital HSV outbreak  Yes 
(oral and genital HSV;3) 

100 μg  
(56-70 years) 

COV.00138 15 ALLEGRA 12AUG2020 29AUG2020 Contact Dermatitis Yes, unsolicited AE 
(CONTACT 
DERMATITIS;003) 

 

100 μg  
(56-70 years) 

COV.00138 16 XYZAL 12AUG2020 28AUG2020 Contact Dermatitis Yes, unsolicited AE 
(CONTACT 
DERMATITIS;003) 

 

100 μg  
(56-70 years) 

COV.00138 17 CORTISONE 
CREAM 

12AUG2020 24AUG2020 Contact Dermatitis Yes, unsolicited AE 
(CONTACT 
DERMATITIS;003) 

 

100 μg  
(56-70 years) 

COV.00138 18 PREDNISONE 25AUG2020 25AUG2020 Contact Dermatitis Yes, unsolicited AE 
(CONTACT 
DERMATITIS;003) 

 

100 μg  
(56-70 years) 

COV.00138 19 BETAMETHASONE 
CREAM 

14AUG2020 19AUG2020 Contact Dermatitis Yes, unsolicited AE 
(CONTACT 
DERMATITIS;003) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

100 μg  
(56-70 years) 

COV.00138 20 TRIAMCINOLONE 
ACETONIDE 

25AUG2020 27AUG2020 Contact Dermatitis Yes, unsolicited AE 
(CONTACT 
DERMATITIS;003) 

 

100 μg  
(56-70 years) 

COV.00138 21 PREDNISONE 26SEP2020 01OCT2020 Contact Dermatitis Yes, unsolicited AE 
(CONTACT 
DERMATITIS;004) 

 

100 μg  
(56-70 years) 

COV.00138 22 TRIAMCINOLONE 21SEP2020 25SEP2020 Contact Dermatitis Yes, unsolicited AE 
(CONTACT 
DERMATITIS;004) 

 

100 μg  
(56-70 years) 

COV.00138 23 INFLUENZA SHOT 07SEP2020 07SEP2020 Health Maintenance   

50 μg  
(18-55 years) 

COV.00215 1 MULTIVITAMINS 30JUN2018 . Health Maintenance   

50 μg  
(18-55 years) 

COV.00215 2 PROBIOTICS 30JUN2018 . Health Maintenance   

50 μg  
(18-55 years) 

COV.00215 3 COR IMMUNE 01MAY2020 . Health maintenance   

50 μg  
(18-55 years) 

COV.00215 4 CBD BALM 04JUN2020 04JUN2020 Pain at injection site   

50 μg  
(18-55 years) 

COV.00220 1 NAPROXEN 15MAY2020 15MAY2020 Shoulder pain  Yes 
(Shoulder pain;1) 

50 μg  
(18-55 years) 

COV.00220 2 MULTIVITAMIN 30JUN2010 . General Health   

50 μg  
(18-55 years) 

COV.00220 3 FISH OIL 30JUN2014 . General Health   

50 μg  
(18-55 years) 

COV.00220 4 SOOLANTRA 
CREAM 

30JUN2017 . Rosacea  Yes 
(Rosacea;8) 

50 μg  
(18-55 years) 

COV.00220 5 GUAIFENESIN 19JUN2020 21JUN2020 Nasal Congestion Yes, unsolicited AE 
(NASAL 
CONGESTION;003) 

 

50 μg  
(18-55 years) 

COV.00220 6 NEOSPORIN 20JUN2020 25JUN2020 Skin Abrasion Yes, unsolicited AE 
(SKIN ABRASION;004) 

 

12FDA-CBER-2022-1614-3380895



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

50 μg  
(18-55 years) 

COV.00220 7 NAPROXEN 30JUN2020 30JUN2020 Headache   

50 μg  
(18-55 years) 

COV.00220 8 GUAIFENESIN 13JUL2020 16JUL2020 Post nasal drip Yes, unsolicited AE 
(POST NASAL 
DRIP;006) 

 

50 μg  
(18-55 years) 

COV.00220 9 INFLUENZA 
VACCINE 

18SEP2020 18SEP2020 General Health   

50 μg  
(18-55 years) 

COV.00234 1 PROBIOTICS 01MAY2020 . Health Maintenance   

50 μg  
(18-55 years) 

COV.00234 2 TYLENOL 22JUN2020 27JUN2020 Abdominal Pain Yes, unsolicited AE 
(ABDOMINAL 
PAIN;001) 

 

50 μg  
(18-55 years) 

COV.00234 3 IBUPROFEN 01JUL2020 03JUL2020 Body aches   

50 μg  
(18-55 years) 

COV.00234 4 TYLENOL 26DEC2020 06JAN2021 Acute Respiratory Tract Infection Yes, unsolicited AE 
(ACUTE RESPIRATORY 
TRACT INFECTION;004) 

 

50 μg  
(18-55 years) 

COV.00234 5 IBUPROFEN 26DEC2020 06JAN2021 Acute Respiratory Tract Infection Yes, unsolicited AE 
(ACUTE RESPIRATORY 
TRACT INFECTION;004) 

 

50 μg  
(18-55 years) 

COV.00234 6 AZITHROMYCIN 01JAN2021 05JAN2021 Acute Respiratory Tract Infection Yes, unsolicited AE 
(ACUTE RESPIRATORY 
TRACT INFECTION;004) 

 

50 μg  
(18-55 years) 

COV.00234 7 ACYCLOVIR 02JAN2021 09JAN2021 Acute Respiratory Tract Infection Yes, unsolicited AE 
(ACUTE RESPIRATORY 
TRACT INFECTION;004) 

 

50 μg  
(18-55 years) 

COV.00234 8 DEXAMETHASONE 01JAN2021 05JAN2021 Acute Respiratory Tract Infection Yes, unsolicited AE 
(ACUTE RESPIRATORY 
TRACT INFECTION;004) 

 

50 μg  
(18-55 years) 

COV.00235 1 CLARITIN 30JUN2018 . Seasonal Allergies  Yes 
(Seasonal Allergies;2) 

13FDA-CBER-2022-1614-3380896



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

50 μg  
(18-55 years) 

COV.00235 2 TYLENOL 30JUN2015 . Headaches  Yes 
(Headaches;3) 

50 μg  
(18-55 years) 

COV.00235 3 MOTRIN 30JUN2015 . Headaches  Yes 
(Headaches;3) 

50 μg  
(18-55 years) 

COV.00235 4 MULTIVITAMIN 30JUN2018 . General Health   

50 μg  
(18-55 years) 

COV.00235 5 HERBAL 
RESISTANCE 

30JUN2010 . General Health   

50 μg  
(18-55 years) 

COV.00235 6 SUDAFED 30JUN2018 . Headaches  Yes 
(Headaches;3) 

50 μg  
(18-55 years) 

COV.00235 7 IVAREST 29JUN2020 01JUL2020 Rash Yes, unsolicited AE 
(RASH;001) 

 

50 μg  
(18-55 years) 

COV.00235 8 ALLEGRA 10SEP2020 . Seasonal Allergies  Yes 
(Seasonal Allergies;2) 

100 μg  
(18-55 years) 

COV.00047 1 BUPROPION 15NOV2018 . Situational depression  Yes 
(Situational depression;1) 

100 μg  
(18-55 years) 

COV.00047 2 FLUOXETINE 30JUN2006 . Situational depression  Yes 
(Situational depression;1) 

100 μg  
(18-55 years) 

COV.00047 3 LEVONORGESTRE 
L 

30JUN2016 . Contraceptive   

100 μg  
(18-55 years) 

COV.00047 4 MAGNESIUM 15SEP2019 . Health promotion   

100 μg  
(18-55 years) 

COV.00047 5 LORATADINE 15MAR2020 . Seasonal Allergies  Yes 
(Seasonal allergies;2) 

100 μg  
(18-55 years) 

COV.00047 6 IBUPROFEN 24APR2020 25APR2020 Myalgia   

100 μg  
(18-55 years) 

COV.00047 7 DIPHENOXYLATE 
ATROPINE 

13JUL2020 13JUL2020 anti-diarrheal   

100 μg  
(18-55 years) 

COV.00047 8 MECLIZINE 14JUL2020 14JUL2020 nausea   

14FDA-CBER-2022-1614-3380897



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

100 μg  
(18-55 years) 

COV.00048 1 ACETAMINOPHEN 25APR2020 25APR2020 Headache   

100 μg  
(18-55 years) 

COV.00048 2 GABAPENTIN 16OCT2020 . anxiety Yes, unsolicited AE 
(ANXIETY;001) 

 

100 μg  
(18-55 years) 

COV.00045 1 IBUPROFEN 25APR2020 25APR2020 Fever relief   

100 μg  
(18-55 years) 

COV.00042 1 MULTIVITAMIN 01FEB2020 . Health promotion   

100 μg  
(18-55 years) 

COV.00042 2 ACETAMINOPHEN 24APR2020 24APR2020 myalgia and chills   

100 μg  
(18-55 years) 

COV.00042 3 IBUPROFEN 02MAY2020 04MAY2020 myalgia   

100 μg  
(18-55 years) 

COV.00042 4 AMPHETAMINE 02JUL2020 . attention deficit disorder  Yes 
(attention deficit 
disorder;1) 

100 μg  
(18-55 years) 

COV.00056 1 IBUPROFEN 05APR2020 . menstrual cramps  Yes 
(Menstrual cramps;2) 

250 μg  
(18-55 years) 

COV.00093 1 MIRENA 15NOV2015 . Contraception   

250 μg  
(18-55 years) 

COV.00093 2 IBUPROFEN 13MAY2020 14MAY2020 fever and pain relief   

250 μg  
(18-55 years) 

COV.00093 3 ACETAMINOPHEN 13MAY2020 14MAY2020 Fever and pain relief   

250 μg  
(18-55 years) 

COV.00095 1 MULTIVITAMIN  . health promotion   

250 μg  
(18-55 years) 

COV.00095 2 MIRENA 15MAY2019 . Contraception   

250 μg  
(18-55 years) 

COV.00094 1 MICROGESTIN  . oral contraceptive   

250 μg  
(18-55 years) 

COV.00094 2 TYLENOL 16APR2020 16APR2020 Headache   

15

(b) (6)

(b) (6)

FDA-CBER-2022-1614-3380898



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

250 μg  
(18-55 years) 

COV.00094 3 CALCIUM 
CARBONATE 

19APR2020 . Acid reflux  Yes 
(acid reflux;1) 

250 μg  
(18-55 years) 

COV.00094 4 IBUPROFEN 12MAY2020 12MAY2020 arthralgia   

250 μg  
(18-55 years) 

COV.00094 5 IBUPROFEN 17MAY2020 17MAY2020 headache   

250 μg  
(18-55 years) 

COV.00094 6 INFLUENZA 
VACCINE 

02NOV2020 02NOV2020 preventative   

25 μg  
(56-70 years) 

COV.00106 1 CETIRIZINE 15FEB2020 . Seasonal allergies  Yes 
(Seasonal allergies;1) 

25 μg  
(56-70 years) 

COV.00106 2 ACETAMINOPHEN 07APR2020 15JUL2020 Foot pain   

25 μg  
(56-70 years) 

COV.00106 3 ALPRAZOLAM 15FEB2020 . Insomnia  Yes 
(Insomnia;2) 

25 μg  
(56-70 years) 

COV.00106 4 VALTREX 12MAY2020 . herpes simplex  Yes 
(herpes simplex;3) 

25 μg  
(56-70 years) 

COV.00105 1 VITAMIN D 30JUN2008 . osteopenia  Yes 
(osteopenia;4) 

25 μg  
(56-70 years) 

COV.00105 2 VALACYCLOVIR 30JUN2008 . herpes simplex  Yes 
(herpes simplex;6) 

25 μg  
(56-70 years) 

COV.00105 3 SERTRALINE 15NOV2016 . depression  Yes 
(depression;10) 

25 μg  
(56-70 years) 

COV.00105 4 VITAMIN B 30JUN2010 . nutritional supplement   

25 μg  
(56-70 years) 

COV.00105 5 MELATONIN 30JUN2010 . nutritional supplement   

25 μg  
(56-70 years) 

COV.00105 6 INFLUENZA 
VACCINE 

15OCT2020 15OCT2020 preventative   

100 μg  
(56-70 years) 

COV.00124 1 FISH OIL 
SUPPLEMENT 

30JUN2000 . Health promotion   

16FDA-CBER-2022-1614-3380899



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

100 μg  
(56-70 years) 

COV.00124 2 TURMERIC 
SUPPLEMENT 

30JUN2000 . Health promotion   

100 μg  
(56-70 years) 

COV.00124 3 B COMPLEX 30JUN2000 . Health promotion   

100 μg  
(56-70 years) 

COV.00124 4 MULTIVITAMIN 30JUN2000 . Health promotion   

100 μg  
(56-70 years) 

COV.00124 5 VITAMIN D3 30JUN2000 . Health promotion   

100 μg  
(56-70 years) 

COV.00124 6 ASPIRIN 30JUN2000 . Health promotion   

100 μg  
(56-70 years) 

COV.00124 7 SHINGRIX 17JUL2020 17JUL2020 health promotion   

100 μg  
(56-70 years) 

COV.00124 8 PNEUMONIA 
VACCINE 

26SEP2020 26SEP2020 preventative   

100 μg  
(56-70 years) 

COV.00124 9 INFLUENZA 
VACCINE 

26SEP2020 26SEP2020 preventative   

25 μg  
(56-70 years) 

COV.00113 1 LOSARTAN 30JUN2015 . Hypertension  Yes 
(Hypertension;1) 

25 μg  
(56-70 years) 

COV.00113 2 NAPROXEN 
SODIUM 

30JUN2018 . Arthritis  Yes 
(Arthritis;2) 

25 μg  
(56-70 years) 

COV.00113 3 ACETAMINOPHEN 30JUN2018 . Arthritis  Yes 
(Arthritis;2) 

25 μg  
(56-70 years) 

COV.00113 4 FLUTICASONE 15MAR2020 . Seasonal allergies  Yes 
(Seasonal allergies;3) 

25 μg  
(56-70 years) 

COV.00113 5 VITAMIN D K 30JUN2017 . Health promotion   

25 μg  
(56-70 years) 

COV.00113 6 MULTIVITAMIN 30JUN2010 . Health promotion   

25 μg  
(56-70 years) 

COV.00113 7 NIACIN 30JUN2005 . Health promotion   

17FDA-CBER-2022-1614-3380900



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

25 μg  
(56-70 years) 

COV.00113 8 CITRULLINE 30JUN2017 . Health promotion   

25 μg  
(56-70 years) 

COV.00113 9 INFLUENZA 
VACCINE 

15OCT2020 15OCT2020 preventative   

25 μg  
(56-70 years) 

COV.00112 1 OMEGA 3 30JUN2010 . Health promotion   

25 μg  
(56-70 years) 

COV.00112 2 LISINOPRIL 28JUL2020 . hypertension  Yes 
(hypertension;4) 

25 μg  
(56-70 years) 

COV.00112 3 HIGH DOSE 
INFLUENZA 
VACCINE 

15OCT2020 15OCT2020 preventative   

100 μg  
(56-70 years) 

COV.00118 1 BUDESONIDE 
NASAL WASH 

30JUN2019 . prevention of sinus polyps   

100 μg  
(56-70 years) 

COV.00118 2 FLUOXETINE 30JUN2002 . anxiety  Yes 
(anxiety;7) 

100 μg  
(56-70 years) 

COV.00118 3 MONTELUKAST 30JUN2016 . allergies to grass  Yes 
(allergies to grass;4) 

100 μg  
(56-70 years) 

COV.00118 4 CLARITIN 30JUN2010 . allergies to grass  Yes 
(allergies to grass;4) 

100 μg  
(56-70 years) 

COV.00118 5 VITAMIN C 15MAR2020 . health promotion   

100 μg  
(56-70 years) 

COV.00118 6 IBUPROFEN 20APR2020 20APR2020 Pain relief   

25 μg  
(56-70 years) 

COV.00117 1 ASPIRIN 30JUN2014 . cardiovascular prophylaxis   

25 μg  
(56-70 years) 

COV.00117 2 VITAMIN D 30JUN2018 . health promotion   

25 μg  
(56-70 years) 

COV.00117 3 CHOLESTOFF 30JUN2018 . health promotion   

25 μg  
(56-70 years) 

COV.00117 4 IBUPROFEN 15MAR2020 . pain relief   

18FDA-CBER-2022-1614-3380901



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

25 μg  
(56-70 years) 

COV.00117 5 IBUPROFEN 19MAY2020 19MAY2020 body aches   

25 μg  
(56-70 years) 

COV.00117 6 INFLUENZA 
VACCINE 

15OCT2020 15OCT2020 preventative   

25 μg  
(56-70 years) 

COV.00117 7 SHINGRIX 08NOV2020 08NOV2020 preventative   

100 μg  
(56-70 years) 

COV.00128 1 SYNTHROID 30JUN1990 . Idiopathic hypothyroidism  Yes 
(Idiopathic 
hypothyroidism;1) 

100 μg  
(56-70 years) 

COV.00128 2 ESTRADIOL 15DEC2017 . Hormone Replacement   

100 μg  
(56-70 years) 

COV.00128 3 PROGESTERONE 15DEC2017 . Hormone Replacement   

100 μg  
(56-70 years) 

COV.00128 4 ACETAMINOPHEN 20MAY2020 20MAY2020 headache   

100 μg  
(56-70 years) 

COV.00128 5 IBUPROFEN 20MAY2020 20MAY2020 myalgia   

100 μg  
(56-70 years) 

COV.00128 6 TRAZODONE 03NOV2020 . insomnia  Yes 
(insomnia;2) 

100 μg  
(56-70 years) 

COV.00122 1 VENLAFAXINE 30JUN2000 . depression  Yes 
(depression;1) 

100 μg  
(56-70 years) 

COV.00122 2 IBUPROFEN 19MAY2020 19MAY2020 body aches   

50 μg  
(18-55 years) 

COV.00210 1 IBUPROFEN 26MAY2020 26MAY2020 headache   

50 μg  
(18-55 years) 

COV.00210 2 MELATONIN 15FEB2019 . insomnia  Yes 
(insomnia;2) 

50 μg  
(18-55 years) 

COV.00210 3 ALEVE 01JUL2020 02JUL2020 headache and body aches   

50 μg  
(18-55 years) 

COV.00223 1 ASPIRIN 03JUL2020 03JUL2020 headache   

19FDA-CBER-2022-1614-3380902



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

50 μg  
(18-55 years) 

COV.00239 1 ZYRTEC 07MAY2020 07MAY2020 seasonal allergies  Yes 
(seasonal allergies;1) 

50 μg  
(18-55 years) 

COV.00239 2 DOXYCYCLINE 10JUN2020 22JUN2020 acne   

50 μg  
(18-55 years) 

COV.00239 3 TYLENOL 01JUL2020 01JUL2020 fatigue   

50 μg  
(18-55 years) 

COV.00239 4 INFLUENZA 
VACCINE 

15OCT2020 15OCT2020 preventative   

50 μg  
(18-55 years) 

COV.00225 1 VITAMIN D 30JUN2019 . health promotion   

50 μg  
(18-55 years) 

COV.00225 2 FINASTERIDE 08SEP2020 . hair loss preventative   

50 μg  
(18-55 years) 

COV.00225 3 INFLUENZA 
VACCINE 

15OCT2020 15OCT2020 preventative   

25 μg  
(18-55 years) 

COV.00008 1 IBUPROFEN 20FEB2020 20FEB2020 muscle aches from overuse  Yes 
(muscle aches from 
overuse;1) 

25 μg  
(18-55 years) 

COV.00008 2 MVI 30JUN2015 . health maintenance   

25 μg  
(18-55 years) 

COV.00009 1 MULTIVITAMIN 15JAN2020 . health maintenance   

25 μg  
(18-55 years) 

COV.00009 2 PROBIOTIC 15JAN2020 . health maintenance   

25 μg  
(18-55 years) 

COV.00009 3 CALCIUM 15JAN2020 25MAR2020 health maintenance   

25 μg  
(18-55 years) 

COV.00009 4 TURMERIC 15JAN2020 01APR2020 health maintenance   

25 μg  
(18-55 years) 

COV.00009 5 NEXPLANON 15SEP2019 . contraception   

25 μg  
(18-55 years) 

COV.00009 6 CETIRIZINE 17MAR2020 . seasonal allergies  Yes 
(seasonal allergies;3) 

20FDA-CBER-2022-1614-3380903



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

25 μg  
(18-55 years) 

COV.00009 7 SPIRONOLACTON 
E 

02APR2020 08JUL2020 Acne Vulgaris  Yes 
(acne vulgaris;2) 

25 μg  
(18-55 years) 

COV.00009 8 ADVIL 15JUN2020 25JUN2020 Jaw pain Yes, unsolicited AE 
(JAW PAIN;003) 

 

25 μg  
(18-55 years) 

COV.00009 9 DOXYCYCLINE 08JUL2020 23JUL2020 Hordeolum exacerbation Yes, unsolicited AE 
(HORDEOLUM 
EXACERBATION;004) 

 

25 μg  
(18-55 years) 

COV.00009 10 ADVIL 15MAY2020 . Muscle aches from overuse  Yes 
(Muscle aches from 
overuse;6) 

25 μg  
(18-55 years) 

COV.00009 11 SPIRONOLACTON 
E 

24JUL2020 02FEB2021 acne vulgaris  Yes 
(acne vulgaris;2) 

25 μg  
(18-55 years) 

COV.00009 12 MAXITROL 08SEP2020 18SEP2020 hordeolum exacerbation Yes, unsolicited AE 
(HORDEOLUM 
EXACERBATION;004) 

 

25 μg  
(18-55 years) 

COV.00010 1 LEVOTHYROXINE  . Hypothyroidism  Yes 
(Hypothyroid 
congenital;1) 

25 μg  
(18-55 years) 

COV.00010 2 IBUPROFEN  . Muscle aches from overuse  Yes 
(Muscle aches from 
overuse;12) 

25 μg  
(18-55 years) 

COV.00010 3 MUPIROCIN 2% 05JUN2020 12JUN2020 Infected pustules Yes, unsolicited AE 
(INFECTED 
PUSTULES;001) 

 

25 μg  
(18-55 years) 

COV.00010 4 INFLUENZA 
VACCINE 

28SEP2020 28SEP2020 Health Maintenance   

25 μg  
(18-55 years) 

COV.00007 1 IBUPROFEN  . headache  Yes 
(headaches;5) 

25 μg  
(18-55 years) 

COV.00007 2 XANAX 11MAR2020 . anxiety  Yes 
(anxiety;4) 

25 μg  
(18-55 years) 

COV.00007 3 DOXYLAMINE 
SUCCINATE 

13MAR2020 . insomnia  Yes 
(insomnia;6) 

21

(b) (6)

(b) (6)

(b) (6)

FDA-CBER-2022-1614-3380904



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

25 μg  
(18-55 years) 

COV.00007 5 LORATADINE 30JUN2016 . seasonal allergies  Yes 
(seasonal allergies;7) 

25 μg  
(18-55 years) 

COV.00007 6 MVI PRENATAL 21APR2020 . Health maintenance   

25 μg  
(18-55 years) 

COV.00007 7 FERRASORB 28SEP2020 30NOV2020 Iron deficiency Yes, unsolicited AE 
(IRON 
DEFICIENCY;003) 

 

25 μg  
(18-55 years) 

COV.00007 8 VITAMIN D3 28SEP2020 . Health maintenance   

100 μg  
(18-55 years) 

COV.00011 1 AIRBORNE 02MAR2020 . health maintenance   

100 μg  
(18-55 years) 

COV.00011 2 MIRENA 15APR2016 . contraception   

100 μg  
(18-55 years) 

COV.00011 3 LACTAID 01FEB2020 . lactose intolerance  Yes 
(lactose intolerance;3) 

100 μg  
(18-55 years) 

COV.00011 4 IBUPROFEN 14APR2020 17APR2020 Systemic Reactogenicity   

100 μg  
(18-55 years) 

COV.00011 5 CYCLOBENZAPRI 
NE 

07MAY2020 09MAY2020 Back muscle strain Yes, unsolicited AE 
(BACK MUSCLE 
STRAIN;003) 

 

100 μg  
(18-55 years) 

COV.00011 6 INFLUENZA 
VACCINE 

13OCT2020 13OCT2020 Health Maintenance   

100 μg  
(18-55 years) 

COV.00013 1 FEXOFENADINE 25FEB2020 . seasonal allergies  Yes 
(seasonal allergies;1) 

100 μg  
(18-55 years) 

COV.00013 2 NORGESTIMATE 
ETHINYL 
ESTRADIOL 

30JUN2017 . contraception   

100 μg  
(18-55 years) 

COV.00013 3 DIPHENHYDRAMI 
NE 

20MAR2020 20MAR2020 vasodilation on bilateral hands Yes, unsolicited AE 
(VASODILATION ON 
BILATERAL 
HANDS;001) 

 

22FDA-CBER-2022-1614-3380905



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

100 μg  
(18-55 years) 

COV.00013 4 IBUPROFEN 14APR2020 16APR2020 Systemic Reactogenicity   

100 μg  
(18-55 years) 

COV.00013 5 TYLENOL PM 15APR2020 15APR2020 systemic reactogenicity   

100 μg  
(18-55 years) 

COV.00013 6 IBUPROFEN PM 14APR2020 16APR2020 systemic reactogenicity   

100 μg  
(18-55 years) 

COV.00013 7 IBUPROFEN 01JUN2020 15AUG2020 foot pain   

25 μg  
(18-55 years) 

COV.00030 1 TRAZODONE 30JUN2015 . insomnia  Yes 
(insomnia;2) 

25 μg  
(18-55 years) 

COV.00030 2 FAMOTIDINE 30JUN2015 . GERD  Yes 
(GERD;3) 

25 μg  
(18-55 years) 

COV.00030 3 FLONASE 30JUN2017 . nasal congestion  Yes 
(nasal congestion;4) 

25 μg  
(18-55 years) 

COV.00030 4 VITAMIN D 30JUN2018 . health maintenance   

25 μg  
(18-55 years) 

COV.00030 5 FLONASE 30JUN2017 . seasonal allergies  Yes 
(seasonal allergies;5) 

25 μg  
(18-55 years) 

COV.00030 6 IBUPROFEN  . sinus headache  Yes 
(sinus headache;9) 

25 μg  
(18-55 years) 

COV.00030 7 ACETAMINOPHEN 14MAY2020 14MAY2020 Sinus headache  Yes 
(sinus headache;9) 

25 μg  
(18-55 years) 

COV.00030 8 NAUSEA 
CONTROL 

14MAY2020 14MAY2020 Vomiting Yes, unsolicited AE 
(VOMITING;001) 

 

25 μg  
(18-55 years) 

COV.00032 1 TUMS  . GERD  Yes 
(gastroesophageal 
reflux;2) 

25 μg  
(18-55 years) 

COV.00032 2 SCOPOLAMINE 
PATCH 

25JUN2020 28JUN2020 Prophylaxis for sea sickness   

25 μg  
(18-55 years) 

COV.00032 3 BENADRYL 27JUL2020 27JUL2020 Mosquito bites   

23

(b) (6)

(b) (6)

FDA-CBER-2022-1614-3380906
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

100 μg  
(18-55 years) 

COV.00012 1 VITAMIN C 30JUN2015 . Health maintenance   

100 μg  
(18-55 years) 

COV.00012 2 FISH OIL 30JUN2015 . Health maintenance   

100 μg  
(18-55 years) 

COV.00012 3 MAGNESIUM 30JUN2018 . Health maintenance   

100 μg  
(18-55 years) 

COV.00012 4 OSTEO BIFLEX 15OCT2019 . Health maintenance   

100 μg  
(18-55 years) 

COV.00012 5 CITRACAL WITH 
D3 

15OCT2019 . Health maintenance   

100 μg  
(18-55 years) 

COV.00012 6 BIOTIN 30JUN2015 . Health maintenance   

100 μg  
(18-55 years) 

COV.00012 7 VITAMIN E 30JUN2015 . Health maintenance   

100 μg  
(18-55 years) 

COV.00012 8 ADVIL 15DEC2019 . muscle aches with activity  Yes 
(muscle aches with 
activity;1) 

100 μg  
(18-55 years) 

COV.00012 9 IRON 15MAY2020 . Health Maintenance   

100 μg  
(18-55 years) 

COV.00012 10 B COMPLEX 16MAY2020 . Health Maintenance   

100 μg  
(18-55 years) 

COV.00012 11 SHINGRIX 
VACCINE 

18SEP2020 18SEP2020 Health maintenance   

100 μg  
(18-55 years) 

COV.00012 12 INFLUENZA 
VACCINE 

01OCT2020 01OCT2020 Health Maintenance   

100 μg  
(18-55 years) 

COV.00014 1 OLIVE LEAF 
EXTRACT 

30JUN2017 . onychomycosis  Yes 
(onychomycosis;1) 

100 μg  
(18-55 years) 

COV.00014 2 CALCIUM 15JAN2019 . health maintenance   

100 μg  
(18-55 years) 

COV.00014 3 VITAMIN D3 15JAN2019 . health maintenance   

24FDA-CBER-2022-1614-3380907



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

100 μg  
(18-55 years) 

COV.00014 4 VITAMIN B12 15JAN2019 . health maintenance   

100 μg  
(18-55 years) 

COV.00014 5 IRON 15JAN2019 . health maintenance   

100 μg  
(18-55 years) 

COV.00014 6 IBUPROFEN  . dysmenorrhea  Yes 
(dysmenorrhea;2) 

100 μg  
(18-55 years) 

COV.00014 7 CBD OIL 15JAN2019 . health maintenance   

25 μg  
(18-55 years) 

COV.00034 1 IBUPROFEN  . dysmenorrhea  Yes 
(dysmenorrhea;1) 

25 μg  
(18-55 years) 

COV.00034 2 VITAMIN D3 15NOV2019 20MAY2020 health maintenance   

25 μg  
(18-55 years) 

COV.00034 3 SAMBUCUS 
ELDERBERRY 

15NOV2019 20MAY2020 health maintenance   

25 μg  
(18-55 years) 

COV.00034 4 IBUPROFEN  . headache  Yes 
(headache;9) 

25 μg  
(18-55 years) 

COV.00034 5 DIPHENHYDRAMI 
NE 

06APR2020 . insomnia  Yes 
(insomnia;10) 

25 μg  
(18-55 years) 

COV.00034 6 MIRENA IUD 27AUG2020 16DEC2020 dysmenorrhea  Yes 
(dysmenorrhea;1) 

25 μg  
(18-55 years) 

COV.00034 7 FLU VACCINE 27AUG2020 27AUG2020 health maintenance   

25 μg  
(18-55 years) 

COV.00031 1 FLUTICASONE 30JUN2016 . seasonal allergies  Yes 
(seasonal allergies;1) 

25 μg  
(18-55 years) 

COV.00031 2 FLU VACCINE 05OCT2020 05OCT2020 Health Maintenance   

25 μg  
(18-55 years) 

COV.00024 1 ADDERALL 30JUN2005 . ADD  Yes 
(ADD;1) 

25 μg  
(18-55 years) 

COV.00024 2 ZYRTEC  . seasonal allergies  Yes 
(seasonal allergies;2) 

25

(b) (6)

(b) (6)

(b) (6)

(b) (6)

FDA-CBER-2022-1614-3380908



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

25 μg  
(18-55 years) 

COV.00024 3 MVI WITH IRON 30JUN2010 . health maintenance   

25 μg  
(18-55 years) 

COV.00024 5 OPCON A 30JUN2003 . seasonal allergies  Yes 
(seasonal allergies;2) 

25 μg  
(18-55 years) 

COV.00024 6 MIDOL 22APR2020 22APR2020 headache   

25 μg  
(18-55 years) 

COV.00033 1 IBUPROFEN 03MAR2020 . headache  Yes 
(headache;1) 

25 μg  
(18-55 years) 

COV.00033 2 IBUPROFEN 31MAR2020 31MAR2020 right neck strain Yes, unsolicited AE 
(RIGHT NECK 
STRAIN;001) 

 

25 μg  
(18-55 years) 

COV.00028 1 WELLBUTRIN XL 27MAY2011 . depression  Yes 
(depression;1) 

25 μg  
(18-55 years) 

COV.00028 2 CELEXA 27MAY2011 . anxiety  Yes 
(anxiety;2) 

25 μg  
(18-55 years) 

COV.00028 3 MVI  . health maintenance   

25 μg  
(18-55 years) 

COV.00028 4 IRON 30JUN2013 . health maintenance   

25 μg  
(18-55 years) 

COV.00028 5 VITAMIN D 15JUN2017 . health maintenance   

25 μg  
(18-55 years) 

COV.00028 6 VITAMIN B12 15SEP2019 . health maintenance   

25 μg  
(18-55 years) 

COV.00028 7 MELATONIN 15SEP2019 . health maintenance   

25 μg  
(18-55 years) 

COV.00028 8 HYDROXYZINE 30JUN2013 . anxiety  Yes 
(anxiety;2) 

25 μg  
(18-55 years) 

COV.00028 9 ALEVE 30JUN2011 . muscle aches  Yes 
(muscle aches;3) 

26

(b) (6)

FDA-CBER-2022-1614-3380909



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

25 μg  
(18-55 years) 

COV.00028 10 IBUPROFEN 11MAR2020 13MAR2020 orthodontic pain  Yes 
(orthodontic pain due to 
new braces;4) 

25 μg  
(18-55 years) 

COV.00028 11 MIRENA 15JUN2018 . birth control   

25 μg  
(18-55 years) 

COV.00028 12 HYDROCORTISON 
E CREAM 

27MAR2020 27MAR2020 contact dermatitis Yes, unsolicited AE 
(CONTACT 
DERMATITIS;001) 

 

25 μg  
(18-55 years) 

COV.00028 13 NEOSPORIN 27MAR2020 28MAR2020 cut on right index finger Yes, unsolicited AE 
(CUT ON RIGHT INDEX 
FINGER;002) 

 

25 μg  
(18-55 years) 

COV.00028 14 TRIAMCINOLONE 14APR2020 15APR2020 dyshidrotic eczema  Yes 
(Dyshidrotic eczema;5) 

25 μg  
(18-55 years) 

COV.00028 15 HYDROCORTISON 
E CREAM 

14APR2020 15APR2020 dyshidrotic eczema  Yes 
(Dyshidrotic eczema;5) 

25 μg  
(18-55 years) 

COV.00028 16 IBUPROFEN 22APR2020 22APR2020 systemic reactogenicity   

25 μg  
(18-55 years) 

COV.00028 17 TUMS 15JUN2020 15JUN2020 Indigestion   

25 μg  
(18-55 years) 

COV.00028 18 CLEAR EYES 11JUL2020 11JUL2020 Eye irritation   

25 μg  
(18-55 years) 

COV.00028 19 INFLUENZA 
VACCINE 

29SEP2020 29SEP2020 Health maintenance   

25 μg  
(18-55 years) 

COV.00028 20 IBUPROFEN 30JUN2011 . Muscle aches  Yes 
(muscle aches;3) 

25 μg  
(18-55 years) 

COV.00027 1 SPIRONOLACTON 
E 

15JAN2017 25FEB2020 acne   

25 μg  
(18-55 years) 

COV.00027 2 LEXAPRO 03AUG2018 . depression   

25 μg  
(18-55 years) 

COV.00027 3 VITAMIN C WITH 
ZINC 

01MAR2020 25MAR2020 health maintenance   

27FDA-CBER-2022-1614-3380910



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

25 μg  
(18-55 years) 

COV.00027 4 MULTIVITAMIN 12MAR2020 . health maintenance   

25 μg  
(18-55 years) 

COV.00027 5 BORIC ACID 
SUPPOSITORY 

15DEC2019 . bacterial vaginosis   

25 μg  
(18-55 years) 

COV.00027 6 LILETTA IUD 15OCT2016 . birth control   

25 μg  
(18-55 years) 

COV.00027 7 LEVOCETIRIZINE 
DIHYDROCHLORI 
DE 

06MAR2020 . seasonal allergies   

25 μg  
(18-55 years) 

COV.00027 8 IBUPROFEN 25MAR2020 25MAR2020 headache   

25 μg  
(18-55 years) 

COV.00027 9 TRIAMCINOLONE 16AUG2020 20AUG2020 Photocontact dermatitis Yes, unsolicited AE 
(PHOTOCONTACT 
DERMATITIS;003) 

 

250 μg  
(18-55 years) 

COV.00078 1 INFLUENZA 
VACCINE 

23OCT2020 23OCT2020 Health maintenance   

25 μg  
(18-55 years) 

COV.00026 1 MULTIVITAMIN 15JUN2019 . health maintenance   

25 μg  
(18-55 years) 

COV.00026 2 IBUPROFEN  . headache  Yes 
(headache;2) 

25 μg  
(18-55 years) 

COV.00026 3 ACETAMINOPHEN  . headache  Yes 
(headache;2) 

25 μg  
(18-55 years) 

COV.00026 4 AFRIN NASAL 30JUN2016 . nasal congestion  Yes 
(nasal congestion;3) 

25 μg  
(18-55 years) 

COV.00026 5 IBUPROFEN 03MAY2020 04MAY2020 muscle strain Yes, unsolicited AE 
(MUSCLE STRAIN;005) 

 

25 μg  
(18-55 years) 

COV.00026 6 BETADINE WASH 02JUL2020 06JUL2020 Puncture wound Yes, unsolicited AE 
(PUNCTURE 
WOUND;007) 

 

25 μg  
(18-55 years) 

COV.00029 1 ALLERTEC 30JUN2010 . seasonal allergies  Yes 
(seasonal allergies;1) 

28

(b) (6)

(b) (6)

FDA-CBER-2022-1614-3380911



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

25 μg  
(18-55 years) 

COV.00029 2 AMLACTIN 30JUN2010 . hereditary ichthyosis  Yes 
(hereditary ichthyosis;3) 

25 μg  
(18-55 years) 

COV.00029 3 ALBUTEROL 30JUN2004 . exercise induced asthma  Yes 
(exercise induced 
asthma;2) 

25 μg  
(18-55 years) 

COV.00029 4 DULERA 30JUN2015 . exercise induced asthma  Yes 
(exercise induced 
asthma;2) 

25 μg  
(18-55 years) 

COV.00029 5 ACETAMINOPHEN 18MAY2020 18MAY2020 Headache prophylaxis   

25 μg  
(18-55 years) 

COV.00029 6 CLOTRIMAZOLE 
CREAM 

13JUL2020 15AUG2020 Hereditary ichthyosis  Yes 
(hereditary ichthyosis;3) 

250 μg  
(18-55 years) 

COV.00080 1 DULOXETINE 18JUL2017 . Depression  Yes 
(Depression;1) 

250 μg  
(18-55 years) 

COV.00080 2 MIRENA 03OCT2017 . Contraception   

250 μg  
(18-55 years) 

COV.00080 3 KETOCONAZOLE 15DEC2019 30APR2020 Tinea versicolor  Yes 
(Tinea versicolor;2) 

250 μg  
(18-55 years) 

COV.00080 5 IBUPROFEN 05MAY2020 07MAY2020 Systemic reactogenicity   

250 μg  
(18-55 years) 

COV.00080 6 INFLUENZA 
VACCINE 

15OCT2020 15OCT2020 health maintenance   

250 μg  
(18-55 years) 

COV.00083 1 OMEPRAZOLE 14FEB2020 08MAY2020 GERD  Yes 
(GERD;2) 

250 μg  
(18-55 years) 

COV.00083 2 EMERGEN C 30JUN2010 . health maintenance   

250 μg  
(18-55 years) 

COV.00083 3 TUMS 28MAY2020 . GERD  Yes 
(GERD;2) 

250 μg  
(18-55 years) 

COV.00083 4 OMEPRAZOLE 04OCT2020 . GERD  Yes 
(GERD;2) 

29FDA-CBER-2022-1614-3380912



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

250 μg  
(18-55 years) 

COV.00079 1 LEVONORGESTRE 
L ETHINYL 
ESTRADIOL 

23DEC2016 . Birth control   

250 μg  
(18-55 years) 

COV.00079 2 HAIR NAILS SKIN 
SUPPLEMENT 
BIOTIN 

02MAR2020 15SEP2020 Health Maintenance   

250 μg  
(18-55 years) 

COV.00079 3 TYLENOL 08APR2020 10APR2020 pain in arm   

250 μg  
(18-55 years) 

COV.00079 4 ROBITUSSIN 03MAY2020 03MAY2020 Sore throat Yes, unsolicited AE 
(SORE THROAT;002) 

 

250 μg  
(18-55 years) 

COV.00079 5 DIFLUCAN 20JUN2020 20JUN2020 Vaginal Itching Yes, unsolicited AE 
(VAGINAL 
ITCHING;003) 

 

250 μg  
(18-55 years) 

COV.00079 6 LIDOCAINE 2% 
GEL 

20JUN2020 24JUN2020 Anal fissure Yes, unsolicited AE 
(ANAL FISSURE;004) 

 

250 μg  
(18-55 years) 

COV.00079 7 MACROBID 20AUG2020 25AUG2020 UTI Yes, unsolicited AE 
(URINARY TRACT 
INFECTION;005) 

 

250 μg  
(18-55 years) 

COV.00079 8 INFLUENZA 
VACCINE 

26OCT2020 26OCT2020 Health maintenance   

250 μg  
(18-55 years) 

COV.00079 9 METRONIDAZOLE 22SEP2020 29SEP2020 Bacterial vaginosis Yes, unsolicited AE 
(BACTERIAL 
VAGINOSIS;006) 

 

250 μg  
(18-55 years) 

COV.00081 1 MVI 15NOV2019 . health maintenance   

250 μg  
(18-55 years) 

COV.00081 2 IBUPROFEN 15JAN2020 . muscle aches with activity  Yes 
(muscle aches with 
activity;1) 

250 μg  
(18-55 years) 

COV.00081 3 ACETAMINOPHEN 06MAY2020 08MAY2020 Systemic reactogenicity   

250 μg  
(18-55 years) 

COV.00081 4 NORMAL SALINE 06MAY2020 06MAY2020 Fever   

30FDA-CBER-2022-1614-3380913



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

250 μg  
(18-55 years) 

COV.00081 5 ACETAMINOPHEN 05JUN2020 10JUN2020 Epididymitis Yes, unsolicited AE 
(EPIDIDYMITIS;007) 

 

250 μg  
(18-55 years) 

COV.00081 6 INFLUENZA 
VACCINE 

22OCT2020 22OCT2020 Health maintenance   

250 μg  
(18-55 years) 

COV.00087 1 MIRENA 14AUG2018 . Contraception   

250 μg  
(18-55 years) 

COV.00087 2 CUROLOGY 
LOTION 
CONTAINS 
CLINDAMYCIN 
AZELAIC ACID 
NIACINAMIDE 

15NOV2018 25NOV2020 Acne  Yes 
(Acne;1) 

250 μg  
(18-55 years) 

COV.00087 3 ACETAMINOPHEN 30JUN2016 . Menstrual cramps  Yes 
(Menstrual cramps;2) 

250 μg  
(18-55 years) 

COV.00087 4 NUUN 
SUPPLEMENT 

30JUN2019 . health maintenance   

250 μg  
(18-55 years) 

COV.00087 5 ACETAMINOPHEN 13APR2020 13APR2020 Headache   

250 μg  
(18-55 years) 

COV.00087 6 SULFUR AND 
SALICYLIC ACID 
SOAP 

26APR2020 . rosacea  Yes 
(rosacea;4) 

250 μg  
(18-55 years) 

COV.00087 7 ACETAMINOPHEN 11MAY2020 . Systemic reactogenicity   

250 μg  
(18-55 years) 

COV.00087 8 CARBAMIDE 
PEROXIDE 

04JUN2020 . Teeth discoloration  Yes 
(Teeth discoloration;5) 

250 μg  
(18-55 years) 

COV.00087 9 LORATADINE 06JUL2020 . seasonal allergies  Yes 
(Seasonal allergies;6) 

250 μg  
(18-55 years) 

COV.00087 10 FLU VACCINE 07NOV2020 07NOV2020 Health maintenance   

250 μg  
(18-55 years) 

COV.00085 1 BUPROPION 04MAY2019 07JAN2021 Depression  Yes 
(Depression;1) 

31FDA-CBER-2022-1614-3380914



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

250 μg  
(18-55 years) 

COV.00085 2 LEXAPRO 07NOV2019 17APR2020 Depression  Yes 
(Depression;1) 

250 μg  
(18-55 years) 

COV.00085 3 VITAMIN D 30JAN2018 . health maintenance   

250 μg  
(18-55 years) 

COV.00085 4 CYMBALTA 17APR2020 11AUG2020 depression  Yes 
(Depression;1) 

250 μg  
(18-55 years) 

COV.00085 5 ZOFRAN 12MAY2020 12MAY2020 nausea   

250 μg  
(18-55 years) 

COV.00085 6 ACETAMINOPHEN 12MAY2020 12MAY2020 system reactogenicity   

250 μg  
(18-55 years) 

COV.00085 7 IBUPROFEN 12MAY2020 12MAY2020 systemic reactogenicity   

250 μg  
(18-55 years) 

COV.00085 8 LAMOTRIGINE 03AUG2020 . Bipolar II Disorder Yes, unsolicited AE 
(BIPOLAR II 
DISORDER;001) 

 

250 μg  
(18-55 years) 

COV.00085 9 CLOBETASOL 01NOV2020 30NOV2020 Eczema scalp  Yes 
(Eczema scalp and shins;4) 

250 μg  
(18-55 years) 

COV.00086 1 VITAMIN D 15JAN2020 . health maintenance   

250 μg  
(18-55 years) 

COV.00086 2 VITAMIN B12 15JAN2020 . health maintenance   

250 μg  
(18-55 years) 

COV.00086 3 CETIRIZINE 30JUN2015 . allergies  Yes 
(seasonal allergies;1) 

250 μg  
(18-55 years) 

COV.00086 4 IBUPROFEN 30JUN2004 . muscle aches  Yes 
(muscle aches;2) 

250 μg  
(18-55 years) 

COV.00086 5 IBUPROFEN 13APR2020 14APR2020 Headache   

250 μg  
(18-55 years) 

COV.00086 6 IBUPROFEN 11MAY2020 13MAY2020 Systemic reactogenicity   

250 μg  
(18-55 years) 

COV.00086 7 TUMS 25MAY2020 02JUN2020 Indigestion Yes, unsolicited AE 
(INDIGESTION;007) 

 

32FDA-CBER-2022-1614-3380915



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

250 μg  
(18-55 years) 

COV.00086 8 BENEFIBER 07JUN2020 21JUN2020 Indigestion Yes, unsolicited AE 
(INDIGESTION;007) 

 

250 μg  
(18-55 years) 

COV.00084 1 BUSPIRONE 15MAR2015 . Anxiety  Yes 
(Anxiety;4) 

250 μg  
(18-55 years) 

COV.00084 2 SERTRALINE 15MAR2015 . Depression  Yes 
(Depression;3) 

250 μg  
(18-55 years) 

COV.00084 3 FLUTICASONE 08APR2020 . Seasonal allergies  Yes 
(Seasonal allergies;2) 

250 μg  
(18-55 years) 

COV.00084 4 IBUPROFEN 14APR2020 14APR2020 Pain at injection site   

250 μg  
(18-55 years) 

COV.00084 5 IBUPROFEN 24APR2020 27APR2020 muscle strain in neck Yes, unsolicited AE 
(MUSCLE STRAIN IN 
NECK;001) 

 

250 μg  
(18-55 years) 

COV.00084 6 IBUPROFEN 11MAY2020 12MAY2020 Systemic reactogenicity   

250 μg  
(18-55 years) 

COV.00084 7 IBUPROFEN 16MAY2020 16MAY2020 Systemic reactogenicity   

250 μg  
(18-55 years) 

COV.00084 8 IBUPROFEN 30JUN2015 . Headaches  Yes 
(Headaches;9) 

25 μg  
(≥71 years) 

COV.00153 1 SILDENAFIL 11NOV2013 . Erectile Dysfunction  Yes 
(Erectile dysfunction;1) 

25 μg  
(≥71 years) 

COV.00153 2 OMEPRAZOLE 14DEC2019 . GERD  Yes 
(GERD;2) 

25 μg  
(≥71 years) 

COV.00153 3 SALINE NASAL 
SPRAY 

15DEC2019 . Post nasal drip  Yes 
(Post nasal drip;4) 

25 μg  
(≥71 years) 

COV.00153 4 MVI 30JUN2000 . Health maintenance   

25 μg  
(≥71 years) 

COV.00153 5 VITAMIN C 30JUN2000 . Health maintenance   

25 μg  
(≥71 years) 

COV.00153 6 VITAMIN D 30JUN2010 . Health maintenance   

33FDA-CBER-2022-1614-3380916



 
 

 

CONFIDENTIAL 
 

Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

25 μg  
(≥71 years) 

COV.00153 7 CALCIUM 30JUN2010 . Health maintenance   

25 μg  
(≥71 years) 

COV.00153 8 IMODIUM 30JUN2010 . Diarrhea  Yes 
(Diarrhea;5) 

25 μg  
(≥71 years) 

COV.00153 9 ASA 30JUN2010 . Headache  Yes 
(Headache;12) 

25 μg  
(≥71 years) 

COV.00153 10 CORTISONE 
CREAM 

30JUN2019 . Dermatitis  Yes 
(Dermatitis;13) 

25 μg  
(≥71 years) 

COV.00153 11 CLOTRIMAZOLE 30JUN2019 . Dermatitis  Yes 
(Dermatitis;13) 

25 μg  
(≥71 years) 

COV.00153 12 TERBINAFINE 30JUN2019 . Dermatitis  Yes 
(Dermatitis;13) 

25 μg  
(≥71 years) 

COV.00153 13 TRIPLE 
ANTIBIOTIC 
OINTMENT 

30MAY2020 06JUN2020 Pustule Yes, unsolicited AE 
(PUSTULE;002) 

 

25 μg  
(≥71 years) 

COV.00153 14 ALBUTEROL 15AUG2020 . Reactive airway disease  Yes 
(Reactive airway 
disease;7) 

25 μg  
(≥71 years) 

COV.00153 15 INFLUENZA 
VACCINE 

23OCT2020 23OCT2020 Health maintenance   

25 μg  
(≥71 years) 

COV.00155 1 VITAMIN D 30JUN2010 . Health maintenance   

25 μg  
(≥71 years) 

COV.00155 2 CALCIUM 30JUN2010 . Health maintenance   

25 μg  
(≥71 years) 

COV.00155 3 MELATONIN 30JUN2019 . Insomnia  Yes 
(Insomnia;5) 

25 μg  
(≥71 years) 

COV.00155 4 ANTIBIOTIC 
OINTMENT 

01JUN2020 11JUN2020 Burn Yes, unsolicited AE 
(BURN L 
FOREARM;004) 

 

25 μg  
(≥71 years) 

COV.00155 5 INFLUENZA 
VACCINE 

14SEP2020 14SEP2020 Health maintenance   

34FDA-CBER-2022-1614-3380917
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

25 μg  
(≥71 years) 

COV.00158 1 RANITIDINE 30JUN2011 20MAY2020 GERD  Yes 
(GERD;1) 

25 μg  
(≥71 years) 

COV.00158 2 ALEVE 30JUN2016 . Muscle pain from activity  Yes 
(MUSCLE PAIN FROM 
ACTIVITY;2) 

25 μg  
(≥71 years) 

COV.00158 3 FAMOTIDINE 20MAY2020 . GERD  Yes 
(GERD;1) 

25 μg  
(≥71 years) 

COV.00158 4 MELATONIN 30JUN2017 . Insomnia  Yes 
(Insomnia;10) 

25 μg  
(≥71 years) 

COV.00158 5 FLU VACCINE 15SEP2020 15SEP2020 Health maintenance   

25 μg  
(≥71 years) 

COV.00156 1 BENADRYL 30JUN2016 . Seasonal allergies  Yes 
(Seasonal allergies;4) 

25 μg  
(≥71 years) 

COV.00156 2 FLUTICASONE 
SPRAY 

30JUN2016 . Seasonal allergies  Yes 
(Seasonal allergies;4) 

25 μg  
(≥71 years) 

COV.00156 3 PROBIOTIC 30JUN2017 . Health Maintenance   

25 μg  
(≥71 years) 

COV.00156 4 PROSTATE 5 LX 30JUN2017 . BPH  Yes 
(Benign prostatic 
hyperplasia;1) 

25 μg  
(≥71 years) 

COV.00156 5 IBUPROFEN 30JUN2016 . Insomnia  Yes 
(Insomnia;5) 

25 μg  
(≥71 years) 

COV.00156 6 ANTIBIOTIC ITCH 
CREAM 

03JUN2020 03JUN2020 Itching Yes, unsolicited AE 
(ITCHING AT 
INJECTION SITE;005) 

 

25 μg  
(≥71 years) 

COV.00156 7 SHINGRIX 
VACCINE 

16JUL2020 16JUL2020 health maintenance   

25 μg  
(≥71 years) 

COV.00156 8 FLU VACCINE 08OCT2020 08OCT2020 Health maintenance   

25 μg  
(≥71 years) 

COV.00160 1 SERTRALINE 15MAR2018 . Post-traumatic stress disorder  Yes 
(Posttraumatic stress 
disorder;1) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

25 μg  
(≥71 years) 

COV.00160 2 MULTIVITAMIN 30JUN2000 . Health maintenance   

25 μg  
(≥71 years) 

COV.00160 3 ASPIRIN 30JUN2005 11DEC2020 Health maintenance   

25 μg  
(≥71 years) 

COV.00160 4 CALCIUM 
MAGNESIUM ZINC 
SUPPLEMENT 

30JUN2005 . Health maintenance   

25 μg  
(≥71 years) 

COV.00160 5 FLUORIDE 
DENTAL CREAM 

24JAN2018 . Health maintenance   

25 μg  
(≥71 years) 

COV.00160 6 NAPROSYN 30JUN2016 15JUL2020 Muscle aches   

25 μg  
(≥71 years) 

COV.00160 7 NETTLE TEA 15APR2020 15JUN2020 Seasonal allergies  Yes 
(Seasonal allergies;7) 

25 μg  
(≥71 years) 

COV.00160 8 TYLENOL 05MAY2020 . L upper torso musculoskeletal pain Yes, unsolicited AE 
(L UPPER TORSO 
MUSCULOSKELETAL 
PAIN;001) 

 

25 μg  
(≥71 years) 

COV.00160 9 ACETAMINOPHEN 13JUN2020 13JUN2020 Seasonal allergies  Yes 
(Seasonal allergies;7) 

25 μg  
(≥71 years) 

COV.00160 10 INFLUENZA 
VACCINE 

29SEP2020 29SEP2020 Health maintenance   

100 μg  
(≥71 years) 

COV.00184 1 IBUPROFEN 30JUN2000 . Ankle pain  Yes 
(Ankle pain;1) 

100 μg  
(≥71 years) 

COV.00184 2 ACETAMINOPHEN 30JUN2000 . Ankle pain  Yes 
(Ankle pain;1) 

100 μg  
(≥71 years) 

COV.00184 3 AZELAIC ACID 30JUN2015 . Rosacea  Yes 
(Rosacea;7) 

100 μg  
(≥71 years) 

COV.00184 4 ACETAMINOPHEN 13MAY2020 13MAY2020 Systemic reactogenicity   

100 μg  
(≥71 years) 

COV.00184 5 IBUPROFEN 09JUN2020 09JUN2020 Systemic reactogenicity   
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

100 μg  
(≥71 years) 

COV.00184 6 IBUPROFEN 05JUL2020 05JUL2020 muscle soreness Yes, unsolicited AE 
(MUSCLE 
SORENESS;002) 

 

100 μg  
(≥71 years) 

COV.00184 7 BOTOX 03NOV2020 03NOV2020 Dysphonia  Yes 
(Dysphonia;10) 

100 μg  
(≥71 years) 

COV.00184 8 INFLUENZA 
VACCINE 

14OCT2020 14OCT2020 Health maintenance   

25 μg  
(≥71 years) 

COV.00157 1 LISINOPRIL 
HYDROCHLOROT 
HIAZIDE 

11OCT2017 . HTN  Yes 
(essential hypertension;1) 

25 μg  
(≥71 years) 

COV.00157 2 LIPITOR 22JAN2019 . hyperlipidemia  Yes 
(hyperlipidemia;2) 

25 μg  
(≥71 years) 

COV.00157 3 FLONASE 30JUN2008 . allergic rhinitis  Yes 
(allergic rhinitis;3) 

25 μg  
(≥71 years) 

COV.00157 4 CROMOLYN EYE 
DROPS 

30JUN2015 . conjunctivitis  Yes 
(conjunctivitis;4) 

25 μg  
(≥71 years) 

COV.00157 5 PRILOSEC 24SEP2007 . esophageal reflux  Yes 
(esophageal reflux;5) 

25 μg  
(≥71 years) 

COV.00157 6 MULTIVITAMIN 30JUN2000 . health maintenance   

25 μg  
(≥71 years) 

COV.00157 7 PROBIOTIC 30JUN2010 . health maintenance   

25 μg  
(≥71 years) 

COV.00157 8 MILK THISTLE 30JUN2010 . health maintenance   

25 μg  
(≥71 years) 

COV.00157 9 COENZYME Q10 30JUN2015 . health maintenance   

25 μg  
(≥71 years) 

COV.00157 10 IBUPROFEN 30JUN2000 . muscle pain   

25 μg  
(≥71 years) 

COV.00157 11 ZINC 15MAR2020 15MAY2020 health maintenance   
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

25 μg  
(≥71 years) 

COV.00157 13 OXYCODONE 17JUN2020 17JUN2020 postoperative pain Yes, unsolicited AE 
(POST OPERATIVE 
PAIN;002) 

 

25 μg  
(≥71 years) 

COV.00157 14 IBUPROFEN 18JUN2020 20JUN2020 postoperative pain Yes, unsolicited AE 
(POST OPERATIVE 
PAIN;002) 

 

25 μg  
(≥71 years) 

COV.00157 15 INFLUENZA 
VACCINE 

28SEP2020 28SEP2020 Health maintenance   

25 μg  
(≥71 years) 

COV.00154 1 SIMVASTATIN 11APR2011 . hyperlipidemia  Yes 
(hyperlipidemia;1) 

25 μg  
(≥71 years) 

COV.00154 2 FAMOTIDINE 17DEC2019 . GERD  Yes 
(GERD;2) 

25 μg  
(≥71 years) 

COV.00154 3 TERAZOSIN 07OCT2014 . BPH  Yes 
(BPH;3) 

25 μg  
(≥71 years) 

COV.00154 4 CORICIDIN 30JUN1979 . seasonal allergies  Yes 
(seasonal allergies;4) 

25 μg  
(≥71 years) 

COV.00154 5 IBUPROFEN 30JUN2018 . sinus headache  Yes 
(sinus headache;9) 

25 μg  
(≥71 years) 

COV.00154 6 FLU VACCINE 13OCT2020 13OCT2020 Health maintenance   

100 μg  
(≥71 years) 

COV.00169 1 CALCIUM 
VITAMIN D 

30JUN2005 . Osteopenia  Yes 
(Osteopenia;1) 

100 μg  
(≥71 years) 

COV.00169 2 MAGNESIUM ZINC 30JUN2005 . Health maintenance   

100 μg  
(≥71 years) 

COV.00169 3 IBUPROFEN 30JUN1980 . Headache  Yes 
(Headache;5) 

100 μg  
(≥71 years) 

COV.00169 4 TUMS 30JUN2000 . Heartburn  Yes 
(Heartburn;4) 

100 μg  
(≥71 years) 

COV.00169 5 BENADRYL 30JUN2000 . Sinus congestion  Yes 
(Sinus congestion;6) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

100 μg  
(≥71 years) 

COV.00169 6 HYDROCORTISON 
E CREAM 

15MAR2020 . Dermatitis  Yes 
(Dermatitis;3) 

100 μg  
(≥71 years) 

COV.00169 7 FLU VACCINE 15SEP2020 15SEP2020 Health maintenance   

25 μg  
(≥71 years) 

COV.00167 1 IBUPROFEN 30JUN1980 . muscle soreness with activity  Yes 
(muscle soreness with 
activity;3) 

25 μg  
(≥71 years) 

COV.00167 2 ACETAMINOPHEN 30JUN1980 15JAN2021 muscle soreness with activity  Yes 
(muscle soreness with 
activity;3) 

25 μg  
(≥71 years) 

COV.00167 3 TRAZODONE 22MAY2018 . insomnia  Yes 
(insomnia;1) 

25 μg  
(≥71 years) 

COV.00167 4 HCTZ 06JAN2017 . hypertension  Yes 
(hypertension;2) 

25 μg  
(≥71 years) 

COV.00167 5 INFLUENZA 
VACCINE 

26OCT2020 26OCT2020 Health maintenance   

25 μg  
(≥71 years) 

COV.00167 6 ACETAMINOPHEN 30OCT2020 . Shin splints Yes, unsolicited AE 
(SHIN SPLINTS;005) 

 

25 μg  
(≥71 years) 

COV.00166 1 LISINOPRIL HCTZ 15OCT2007 . HTN  Yes 
(Hypertension;1) 

25 μg  
(≥71 years) 

COV.00166 2 CRESTOR 15AUG2008 . Hypercholesterolemia  Yes 
(Hypercholesteremia;2) 

25 μg  
(≥71 years) 

COV.00166 3 PEPCID 27JAN2012 . GERD  Yes 
(GERD;4) 

25 μg  
(≥71 years) 

COV.00166 4 TAMSULOSIN 03JAN2019 . BPH  Yes 
(BPH;5) 

25 μg  
(≥71 years) 

COV.00166 5 TADALAFIL 10MAR2020 . Erectile dysfunction  Yes 
(Erectile dysfunction;6) 

25 μg  
(≥71 years) 

COV.00166 6 VITAMIN D 30JUN2010 . Health maintenance   
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

25 μg  
(≥71 years) 

COV.00166 7 ACETAMINOPHEN 30JUN2005 . Muscle pain   

25 μg  
(≥71 years) 

COV.00166 8 FLU VACCINE 15OCT2020 15OCT2020 Health maintenance   

100 μg  
(≥71 years) 

COV.00178 1 MULTIVITAMIN 30JUN2018 . Health Maintenance   

100 μg  
(≥71 years) 

COV.00178 2 FISH OIL 30JUN2018 . Health Maintenance   

100 μg  
(≥71 years) 

COV.00178 3 VITAMIN C 30JUN2018 . Health Maintenance   

100 μg  
(≥71 years) 

COV.00178 4 POTASSIUM 30JUN2018 . Health Maintenance   

100 μg  
(≥71 years) 

COV.00178 5 MAGNESIUM 30JUN2018 . Health Maintenance   

100 μg  
(≥71 years) 

COV.00178 6 FERROUS 
GLUCONATE 

30JUN2018 . Health Maintenance   

100 μg  
(≥71 years) 

COV.00178 7 CLARITIN D 30JUN2017 . seasonal allergies  Yes 
(Seasonal allergies;3) 

100 μg  
(≥71 years) 

COV.00178 8 NICOTINE GUM 30JUN2005 . Health Maintenance   

100 μg  
(≥71 years) 

COV.00178 9 ALEVE 30JUN2000 . Osteoarthritis  Yes 
(Osteoarthritis;4) 

100 μg  
(≥71 years) 

COV.00178 10 ASA 30JUN2000 . Osteoarthritis  Yes 
(Osteoarthritis;4) 

100 μg  
(≥71 years) 

COV.00178 11 ALEVE PM 30JUN2017 . Osteoarthritis  Yes 
(Osteoarthritis;4) 

100 μg  
(≥71 years) 

COV.00178 12 INFLUENZA 
VACCINE 

05SEP2020 05SEP2020 Health maintenance   

25 μg  
(≥71 years) 

COV.00159 1 ACETAMINOPHEN 01MAY2020 . Low back pain  Yes 
(Low back pain;12) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

25 μg  
(≥71 years) 

COV.00159 2 HYDROCORTISON 
E CREAM 

14MAY2020 25MAY2020 cold sores  Yes 
(cold sores;14) 

25 μg  
(≥71 years) 

COV.00159 3 FLU VACCINE 15NOV2020 15NOV2020 Health maintenance   

100 μg  
(≥71 years) 

COV.00168 1 LISINOPRIL 30JUN2015 . Ruptured blood vessel in eyes  Yes 
(Blood vessel rupture in 
eyes;1) 

100 μg  
(≥71 years) 

COV.00168 2 ACYCLOVIR 30JUN2005 . Genital herpes  Yes 
(Genital Herpes;2) 

100 μg  
(≥71 years) 

COV.00168 3 PROBIOTIC JUST 
THRIVE 

15FEB2020 . Health Maintenance   

100 μg  
(≥71 years) 

COV.00168 4 CENTRUM SILVER 
MULTIVITAMIN 

30JUN2002 . Health maintenance   

100 μg  
(≥71 years) 

COV.00168 5 IMODIUM 30JUN2017 . Irritable bowel syndrome  Yes 
(Irritable bowel 
syndrome;3) 

100 μg  
(≥71 years) 

COV.00168 6 TYLENOL 02JUN2020 03JUN2020 Systemic reactogenicity   

100 μg  
(≥71 years) 

COV.00168 7 BENADRYL 13JUN2020 14JUN2020 Skin rash Yes, unsolicited AE 
(SKIN RASH;003) 

 

100 μg  
(≥71 years) 

COV.00168 8 TYLENOL 27JUN2020 27JUN2020 sinus headache  Yes 
(sinus headache;10) 

100 μg  
(≥71 years) 

COV.00168 9 LIPITOR 23NOV2020 . Hypercholesterolemia Yes, unsolicited AE 
(HYPERCHOLESTEROL 
EMIA;004) 

 

100 μg  
(≥71 years) 

COV.00168 10 INFLUENZA 
VACCINE 

15OCT2020 15OCT2020 Health maintenance   

100 μg  
(≥71 years) 

COV.00173 1 ALEVE 30JUN2012 . Arthritis  Yes 
(Arthritis;1) 

100 μg  
(≥71 years) 

COV.00173 2 CALMACID 30JUN2017 . Heartburn  Yes 
(Heartburn;7) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

100 μg  
(≥71 years) 

COV.00173 3 MULTIVITAMIN 30JUN1988 . Health Maintenance   

100 μg  
(≥71 years) 

COV.00173 4 PROBIOTICS 15OCT2019 . Health Maintenance   

100 μg  
(≥71 years) 

COV.00173 5 ALEVE 09JUN2020 09JUN2020 Systemic reactogenicity   

100 μg  
(≥71 years) 

COV.00173 6 FLU VACCINE 23SEP2020 23SEP2020 Health Maintenance   

100 μg  
(≥71 years) 

COV.00176 1 ACETAMINOPHEN 30JUN2000 . Shoulder bursitis  Yes 
(L shoulder bursitis;1) 

100 μg  
(≥71 years) 

COV.00176 2 TUMS 05JUL2020 . GERD  Yes 
(GERD;2) 

100 μg  
(≥71 years) 

COV.00176 3 VITAMIN D3 01NOV2020 . Health maintenance   

100 μg  
(≥71 years) 

COV.00176 4 INFLUENZA 
VACCINE 

21SEP2020 21SEP2020 Health maintenance   

100 μg  
(≥71 years) 

COV.00176 5 TORADOL 25NOV2020 25NOV2020 renal mass Yes, unsolicited AE 
(RENAL MASS;001) 

 

100 μg  
(≥71 years) 

COV.00176 6 0.9% SODIUM 
CHLORIDE 

25NOV2020 25NOV2020 renal mass Yes, unsolicited AE 
(RENAL MASS;001) 

 

100 μg  
(≥71 years) 

COV.00186 1 MVI 30JUN2010 . health maintenance   

100 μg  
(≥71 years) 

COV.00186 2 CALCIUM WITH 
VITAMIN D 

30JUN2010 . health maintenance   

100 μg  
(≥71 years) 

COV.00186 3 BENADRYL 30JUN2010 . seasonal allergies  Yes 
(seasonal allergies;1) 

100 μg  
(≥71 years) 

COV.00186 4 ZYRTEC 30JUN2010 . seasonal allergies  Yes 
(seasonal allergies;1) 

100 μg  
(≥71 years) 

COV.00186 5 CEFTIN 05AUG2020 10AUG2020 UTI Yes, unsolicited AE 
(URINARY TRACT 
INFECTION;002) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

100 μg  
(≥71 years) 

COV.00172 1 RANITIDINE 07NOV2005 24APR2020 GERD  Yes 
(GERD;1) 

100 μg  
(≥71 years) 

COV.00172 2 MVI 30JUN1950 . Health maintenance   

100 μg  
(≥71 years) 

COV.00172 3 COENZYME Q10 30JUN1998 . Health maintenance   

100 μg  
(≥71 years) 

COV.00172 4 VITAMIN D3 30JUN1998 . Health maintenance   

100 μg  
(≥71 years) 

COV.00172 5 ASPIRIN 30JUN2016 . Health maintenance   

100 μg  
(≥71 years) 

COV.00172 6 CALCIUM 30JUN2000 . Health maintenance   

100 μg  
(≥71 years) 

COV.00172 7 FISH OIL 30JUN1998 . Health maintenance   

100 μg  
(≥71 years) 

COV.00172 8 PRILOSEC 24APR2020 . GERD  Yes 
(GERD;1) 

100 μg  
(≥71 years) 

COV.00177 1 EFUDEX 09MAY2020 08JUN2020 Squamous cell carcinoma  Yes 
(Squamous cell 
carcinoma;7) 

100 μg  
(≥71 years) 

COV.00177 2 TRIAMCINOLONE 09JUN2020 30JUN2020 Irritant contact dermatitis Yes, unsolicited AE 
(IRRITANT CONTACT 
DERMATITIS;001) 

 

100 μg  
(≥71 years) 

COV.00177 3 LIDOCAINE 26AUG2020 26AUG2020 Neoplasm excision Yes, unsolicited AE 
(SQUAMOUS CELL 
CARCINOMA;003) 

 

100 μg  
(≥71 years) 

COV.00177 4 LIPITOR 10OCT2020 . Elevated cholesterol  Yes 
(Elevated cholesterol;4) 

100 μg  
(≥71 years) 

COV.00177 5 FLU VACCINE 15NOV2020 15NOV2020 Health maintenance   

100 μg  
(≥71 years) 

COV.00174 1 LISINOPRIL HCTZ 19NOV2013 . HTN  Yes 
(HTN;2) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

100 μg  
(≥71 years) 

COV.00174 2 PRAVASTATIN 24NOV2017 . Hypercholesterolemia  Yes 
(Hypercholesterolemia;3) 

100 μg  
(≥71 years) 

COV.00174 3 VITAMIN D3 15MAR2020 . Health Maintenance   

100 μg  
(≥71 years) 

COV.00174 4 ASPIRIN EC 30JUN1994 . Health Maintenance   

100 μg  
(≥71 years) 

COV.00174 5 MULTIVITAMIN 30JUN1994 . Health Maintenance   

100 μg  
(≥71 years) 

COV.00174 6 VITAMIN C 30JUN1994 . Health Maintenance   

100 μg  
(≥71 years) 

COV.00174 7 VITAMIN B 
COMPLEX 

30JUN1994 . Health Maintenance   

100 μg  
(≥71 years) 

COV.00174 8 GLUCOSAMINE 
CHONDROITIN 

30JUN2010 . Health Maintenance   

100 μg  
(≥71 years) 

COV.00174 9 OMEGA 3 FATTY 
ACIDS 

30JUN1994 . Health Maintenance   

100 μg  
(≥71 years) 

COV.00174 10 CURAMED 15NOV2019 . Health Maintenance   

100 μg  
(≥71 years) 

COV.00174 11 PROBIOTIC 30JUN2017 . Health Maintenance   

100 μg  
(≥71 years) 

COV.00174 12 IBUPROFEN 30JUN1989 . Muscle Aches  Yes 
(Muscle aches;4) 

100 μg  
(≥71 years) 

COV.00174 13 TUMS 30JUN2018 . Upset stomach  Yes 
(Upset stomach;14) 

100 μg  
(≥71 years) 

COV.00174 14 IBUPROFEN 09JUN2020 09JUN2020 Systemic reactogenicity   

100 μg  
(≥71 years) 

COV.00174 15 FLU VACCINE 14NOV2020 14NOV2020 Health maintenance   

50 μg  
(18-55 years) 

COV.00255 1 IBUPROFEN 14JUL2020 14JUL2020 Systemic reactogenicity   
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Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

50 μg  
(18-55 years) 

COV.00255 2 CLARITIN 15SEP2020 15SEP2020 Seasonal allergies  Yes 
(seasonal allergies;4) 

50 μg  
(18-55 years) 

COV.00254 1 RETIN A 30JUN2010 . actinic keratosis  Yes 
(Actinic keratosis;5) 

50 μg  
(18-55 years) 

COV.00254 2 ESTRACE 29AUG2019 . urinary incontinence  Yes 
(urinary incontinence;12) 

50 μg  
(18-55 years) 

COV.00254 3 WELLBUTRIN 30JUN2015 . Depression  Yes 
(Depression;2) 

50 μg  
(18-55 years) 

COV.00254 4 VITAMIN D 30JUN2005 . Health maintenance   

50 μg  
(18-55 years) 

COV.00254 5 NIACINAMIDE 30JUN2018 . Health maintenance   

50 μg  
(18-55 years) 

COV.00254 6 HYDROCORTISON 
E CREAM 

06JUN2020 06JUN2020 Rash on buttocks  Yes 
(Rash on buttocks;11) 

50 μg  
(18-55 years) 

COV.00254 7 ASPIRIN 14JUL2020 14JUL2020 systemic reactogenicity   

50 μg  
(18-55 years) 

COV.00254 8 INFLUENZA 
VACCINE 

02OCT2020 02OCT2020 Health maintenance   

50 μg  
(18-55 years) 

COV.00254 9 TETANUS 
DIPHTHERIA 
VACCINE 

02OCT2020 02OCT2020 Health Maintenance   

50 μg  
(18-55 years) 

COV.00254 10 ESTRADIOL 13SEP2020 . Menopause symptoms  Yes 
(Menopausal symptoms;1) 

50 μg  
(18-55 years) 

COV.00254 11 PROGESTERONE 13SEP2020 . Menopause symptoms  Yes 
(Menopausal symptoms;1) 

50 μg  
(18-55 years) 

COV.00254 12 SHINGRIX 
VACCINE 

24DEC2020 24DEC2020 Health maintenance   

50 μg  
(18-55 years) 

COV.00254 13 IBUPROFEN 01DEC2020 07JAN2021 Chest wall contusion Yes, unsolicited AE 
(CHEST WALL 
CONTUSION;004) 
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Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

50 μg  
(18-55 years) 

COV.00258 1 MULTIVITAMINS 30JUN2016 . Health Maintenance   

50 μg  
(18-55 years) 

COV.00258 2 NYQUIL 15APR2020 15SEP2020 Seasonal allergies  Yes 
(Seasonal Allergies;1) 

50 μg  
(18-55 years) 

COV.00256 1 MULTIVITAMIN 15MAR2020 . Health Maintenance   

50 μg  
(18-55 years) 

COV.00256 2 IBUPROFEN 30JUN2019 . Headache  Yes 
(headache;1) 

50 μg  
(18-55 years) 

COV.00256 3 MELATONIN 15JUL2019 . Insomnia  Yes 
(Insomnia;4) 

50 μg  
(18-55 years) 

COV.00256 4 HYDROCODONE 20JUL2020 23JUL2020 Tooth extractions Yes, unsolicited AE 
(EXACERBATION OF 
IMPACTED WISDOM 
TEETH;002) 

 

50 μg  
(18-55 years) 

COV.00256 5 AMOXICILLIN 20JUL2020 25JUL2020 Tooth extractions Yes, unsolicited AE 
(EXACERBATION OF 
IMPACTED WISDOM 
TEETH;002) 

 

50 μg  
(18-55 years) 

COV.00256 6 CHLORHEXIDINE 20JUL2020 03AUG2020 Tooth extractions Yes, unsolicited AE 
(EXACERBATION OF 
IMPACTED WISDOM 
TEETH;002) 

 

50 μg  
(18-55 years) 

COV.00256 7 FENTANYL 20JUL2020 20JUL2020 Wisdom tooth extractions Yes, unsolicited AE 
(EXACERBATION OF 
IMPACTED WISDOM 
TEETH;002) 

 

50 μg  
(18-55 years) 

COV.00256 8 DEXAMETHASONE 20JUL2020 20JUL2020 Wisdom tooth extractions Yes, unsolicited AE 
(EXACERBATION OF 
IMPACTED WISDOM 
TEETH;002) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

50 μg  
(18-55 years) 

COV.00256 9 MIDAZOLAM 20JUL2020 20JUL2020 Wisdom tooth extractions Yes, unsolicited AE 
(EXACERBATION OF 
IMPACTED WISDOM 
TEETH;002) 

 

50 μg  
(18-55 years) 

COV.00256 10 ZOFRAN 20JUL2020 20JUL2020 Wisdom tooth extractions Yes, unsolicited AE 
(EXACERBATION OF 
IMPACTED WISDOM 
TEETH;002) 

 

50 μg  
(18-55 years) 

COV.00256 11 PROPOFOL 20JUL2020 20JUL2020 Wisdom tooth extractions Yes, unsolicited AE 
(EXACERBATION OF 
IMPACTED WISDOM 
TEETH;002) 

 

50 μg  
(18-55 years) 

COV.00256 12 INFLUENZA 
VACCINE 

15DEC2020 15DEC2020 health maintenance   

50 μg  
(18-55 years) 

COV.00257 1 MULTIVITAMIN 15JAN2020 . Health maintenance   

50 μg  
(18-55 years) 

COV.00257 2 BENADRYL 15MAY2018 . Seasonal allergies  Yes 
(Seasonal allergies;1) 

50 μg  
(18-55 years) 

COV.00257 3 ZYRTEC 15MAY2018 . Seasonal allergies  Yes 
(Seasonal allergies;1) 

50 μg  
(18-55 years) 

COV.00257 4 TYLENOL 30JUN2013 . Muscle pain with overuse  Yes 
(Muscle pain with 
overuse;2) 

50 μg  
(18-55 years) 

COV.00257 5 IBUPROFEN 30JUN2013 . Muscle pain with overuse  Yes 
(Muscle pain with 
overuse;2) 

50 μg  
(18-55 years) 

COV.00257 6 TYLENOL 17JUN2020 19JUN2020 Headache   

50 μg  
(18-55 years) 

COV.00257 7 NEOSPORIN 11JUL2020 12JUL2020 Abrasions Yes, unsolicited AE 
(ABRASIONS;001) 

 

50 μg  
(18-55 years) 

COV.00257 8 TYLENOL 14JUL2020 14JUL2020 systemic reactogenicity   
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

50 μg  
(18-55 years) 

COV.00257 9 MELATONIN 17JUL2020 18JUL2020 insomnia  Yes 
(Insomnia;3) 

50 μg  
(18-55 years) 

COV.00253 1 MULTIVITAMIN 30JUN2010 . health maintenance   

50 μg  
(18-55 years) 

COV.00253 2 CLARITIN 30JUN2010 . seasonal allergies  Yes 
(seasonal allergies;1) 

50 μg  
(18-55 years) 

COV.00253 3 TUMS 21JUN2020 21JUN2020 Indigestion Yes, unsolicited AE 
(INDIGESTION;001) 

 

50 μg  
(18-55 years) 

COV.00259 1 MULTIVITAMIN 30JUN2019 . Health Maintenance   

50 μg  
(18-55 years) 

COV.00259 2 SAW PALMETTO 30JUN2015 . Health maintenance   

50 μg  
(18-55 years) 

COV.00259 3 OMEGA 3 30JUN2019 . Health maintenance   

50 μg  
(18-55 years) 

COV.00259 4 ZYRTEC 30JUN2017 . Allergic rhinitis  Yes 
(Allergic rhinitis;1) 

50 μg  
(≥71 years) 

COV.00240 1 MELOXICAM 30JUN1990 . Rotator Cuff Tear  Yes 
(SHOULDER 
DISLOCATION;14) 

50 μg  
(≥71 years) 

COV.00240 2 VITAMIN E 15NOV2019 . Peyronie's disease  Yes 
(PEYRONIES 
DISEASE;21) 

50 μg  
(≥71 years) 

COV.00240 3 SIMVASTATIN 30JUN2017 . Hypercholesterolemia  Yes 
(HYPERCHOLESTEROL 
EMIA;1) 

50 μg  
(≥71 years) 

COV.00240 4 ALPROSTADIL 30JUN2016 . Erectile Dysfunction  Yes 
(ERECTILE 
DYSFUNCTION;20) 

50 μg  
(≥71 years) 

COV.00240 5 MULTIVITAMIN 15MAR2020 . Nutritional Supplement   
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

50 μg  
(≥71 years) 

COV.00240 6 FLUTICASONE 
PROPIONATE 

25MAY2020 . Allergic Rhinitis  Yes 
(ALLERGIC 
RHINITIS;25) 

50 μg  
(≥71 years) 

COV.00240 7 LUBRICANT EYE 
DROP OTC 

22MAY2020 30MAY2020 ALLERGIC RHINITIS  Yes 
(ALLERGIC 
RHINITIS;25) 

50 μg  
(≥71 years) 

COV.00240 8 DOXYCYCLINE 06AUG2020 26AUG2020 Tick Bite Yes, unsolicited AE 
(TICK BITE;002) 

 

50 μg  
(≥71 years) 

COV.00240 9 INFLUENZA VIRUS 
VACCINE 

22SEP2020 22SEP2020 Routine Immunization   

50 μg  
(≥71 years) 

COV.00240 10 AMPICILLIN 12OCT2020 18OCT2020 Cellulitis   

50 μg  
(56-70 years) 

COV.00208 1 LORATADINE 30JUN2007 . Allergic Rhinitis  Yes 
(ALLERGIC RHINITIS;2) 

50 μg  
(56-70 years) 

COV.00208 2 ESTROGEN 
CREAM 

15JAN2017 . menopause hot flashes  Yes 
(Menopause hot 
flashes;14) 

50 μg  
(56-70 years) 

COV.00208 3 MELATONIN 30JUN2018 . sleep aid   

50 μg  
(56-70 years) 

COV.00208 4 ACETAMINOPHEN 02JUN2020 02JUN2020 headache   

50 μg  
(56-70 years) 

COV.00208 5 IBUPROFEN 30JUN2016 . neck pain  Yes 
(Neck pain;15) 

50 μg  
(56-70 years) 

COV.00208 6 ACETAMINOPHEN 02JUL2020 02JUL2020 reactogenicity   

50 μg  
(56-70 years) 

COV.00208 7 RECOMBINANT 
ZOSTER VACCINE 

15OCT2020 15OCT2020 prevention of herpes zoster 
infection 

  

50 μg  
(56-70 years) 

COV.00208 8 DOXYCYCLINE 15DEC2020 15DEC2020 Lyme disease prophylaxis post tick 
bite 

  

50 μg  
(56-70 years) 

COV.00208 9 DOXYCYCLINE 02MAY2020 02MAY2020 prophylaxis post tick bite  Yes 
(Tick Bite;16) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

50 μg  
(≥71 years) 

COV.00233 1 ATORVASTATIN 30JUN2012 . hypercholesterolemia  Yes 
(HYPERCHOLESTEROL 
EMIA;1) 

50 μg  
(≥71 years) 

COV.00233 2 NAPROXEN 30JUN2005 . osteoarthritis  Yes 
(KNEE 
OSTEOARTHRITIS;7) 

50 μg  
(≥71 years) 

COV.00233 3 LOCAL 
ANESTHETIC 

03JUN2020 03JUN2020 dental procedure  Yes 
(DENTAL 
PROCEDURE;11) 

50 μg  
(≥71 years) 

COV.00233 4 SODIUM 
HYALURONATE 

05MAY2020 . knee osteoarthritis  Yes 
(KNEE 
OSTEOARTHRITIS;7) 

50 μg  
(56-70 years) 

COV.00221 1 VITAMIN D3 30JUN2015 . supplement   

50 μg  
(56-70 years) 

COV.00221 2 VITAMIN C 15MAR2020 . supplement   

50 μg  
(56-70 years) 

COV.00221 3 LORATADINE 30JUN2016 . seasonal allergic rhinitis  Yes 
(Seasonal allergic 
rhinitis;1) 

50 μg  
(56-70 years) 

COV.00221 4 AMOXICILLIN 25SEP2020 . cracked tooth Yes, unsolicited AE 
(CRACKED TOOTH;002) 

 

50 μg  
(56-70 years) 

COV.00221 6 INFLUENZA 
VACCINE 

15OCT2020 15OCT2020 influenza prophylaxis   

50 μg  
(56-70 years) 

COV.00207 1 DIPHENHYDRAMI 
NE 

30JUN2010 . seasonal allergic rhinitis  Yes 
(Seasonal allergic 
rhinitis;1) 

50 μg  
(56-70 years) 

COV.00207 2 LORATADINE 30JUN2010 . seasonal allergic rhinitis  Yes 
(Seasonal allergic 
rhinitis;1) 

50 μg  
(56-70 years) 

COV.00207 3 FLUTICASONE 15JAN2020 . seasonal allergic rhinitis  Yes 
(Seasonal allergic 
rhinitis;1) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

50 μg  
(56-70 years) 

COV.00207 4 IBUPROFEN 30JUN2000 . aches   

50 μg  
(56-70 years) 

COV.00207 5 INFLUENZA 
VACCINE 

30SEP2020 30SEP2020 Influenza prevention   

50 μg  
(56-70 years) 

COV.00209 1 TAMSULOSIN 30JUN2015 . benign prostatic hypertrophy  Yes 
(benign prostatic 
hypertrophy;5) 

50 μg  
(56-70 years) 

COV.00209 2 IBUPROFEN 30JUN1990 . muscle aches   

50 μg  
(56-70 years) 

COV.00212 1 OXYBUTYNIN 
CHLORIDE 

30JUN2018 . Overactive Bladder  Yes 
(Overactive bladder;6) 

50 μg  
(56-70 years) 

COV.00212 2 COSOPT 30JUN2010 . Pre- Glaucoma  Yes 
(Pre Glaucoma;5) 

50 μg  
(56-70 years) 

COV.00212 3 RECLAST 
INFUSION 

22OCT2020 22OCT2020 Osteoporosis Yes, unsolicited AE 
(OSTEOPOROSIS;002) 

 

50 μg  
(56-70 years) 

COV.00212 4 VITAMIN D 15SEP2020 . Vitamin D deficiency   

50 μg  
(56-70 years) 

COV.00211 1 OMEPRAZOLE 30JUN2000 . gastroesophageal reflux disease  Yes 
(GASTROESOPHAGEAL 
REFLUX DISEASE;1) 

50 μg  
(56-70 years) 

COV.00211 2 FAMOTIDINE 30JUN2000 . gastroesophageal reflux disease  Yes 
(GASTROESOPHAGEAL 
REFLUX DISEASE;1) 

50 μg  
(56-70 years) 

COV.00211 3 ALIGN PROBIOTIC 30JUN2015 . gastroesophageal reflux disease  Yes 
(GASTROESOPHAGEAL 
REFLUX DISEASE;1) 

50 μg  
(56-70 years) 

COV.00211 4 NAPROXEN 30JUN2000 . rotator cuff tear  Yes 
(ROTATOR CUFF 
TEAR;11) 

50 μg  
(56-70 years) 

COV.00211 5 ACETAMINOPHEN 30JUN2000 . rotator cuff tear  Yes 
(ROTATOR CUFF 
TEAR;11) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

50 μg  
(56-70 years) 

COV.00211 6 KETOCONAZOLE 
CREAM 

30JUN2010 . seborrheic dermatitis  Yes 
(SEBORRHEIC 
DERMATITIS;12) 

50 μg  
(56-70 years) 

COV.00211 7 SYSTANE EYE 
DROPS 

30JUN2018 . dry eye syndrome  Yes 
(DRY EYE 
SYNDROME;13) 

50 μg  
(56-70 years) 

COV.00211 8 ZOLPIDEM 30JUN2005 . sleep aid   

50 μg  
(56-70 years) 

COV.00211 9 ATENOLOL 30JUN2005 . supraventricular tachycardia  Yes 
(SUPRAVENTRICULAR 
TACHYCARDIA;7) 

50 μg  
(56-70 years) 

COV.00211 10 VITAMIN A 30JUN2000 . supplement   

50 μg  
(56-70 years) 

COV.00211 11 VITAMIN B12 30JUN2000 . supplement   

50 μg  
(56-70 years) 

COV.00211 12 VITAMIN D 30JUN2000 . supplement   

50 μg  
(56-70 years) 

COV.00211 13 ZINC 30JUN2000 . supplement to treat URI   

50 μg  
(56-70 years) 

COV.00211 14 ECHINACEA 30JUN2000 . supplement to treat URI   

50 μg  
(56-70 years) 

COV.00211 15 VITAMIN C 30JUN2000 . supplement to treat URI   

50 μg  
(56-70 years) 

COV.00211 16 FLUTICASONE 30JUN2000 . allergic rhinitis  Yes 
(ALLERGIC 
RHINITIS;17) 

50 μg  
(56-70 years) 

COV.00211 17 LORATADINE 30JUN2000 . allergic rhinitis  Yes 
(ALLERGIC 
RHINITIS;17) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

50 μg  
(56-70 years) 

COV.00211 18 2020 2021 
SEASONAL 
FLUCELVAX 
QUADRIVALENT 
INFLUENZA 
VACCINE 

01OCT2020 01OCT2020 Seasonal influenza vaccine   

50 μg  
(≥71 years) 

COV.00228 1 VITAMIN D 15JUL2018 . Vitamin D Deficiency  Yes 
(VITAMIN D 
DEFICIENCY;5) 

50 μg  
(≥71 years) 

COV.00228 2 ASPIRIN 30JUN2015 . pulmonary embolus  Yes 
(PULMONARY 
EMBOLUS;4) 

50 μg  
(≥71 years) 

COV.00228 3 FLUTICASONE 15MAY2020 . Allergic rhinitis  Yes 
(ALLERGIC 
RHINITIS;17) 

50 μg  
(≥71 years) 

COV.00228 4 NEOSPORIN 24JUN2020 30JUN2020 Traumatic injuries Yes, unsolicited AE 
(TRAUMATIC 
INJURIES;001) 

 

50 μg  
(≥71 years) 

COV.00228 5 IBUPROFEN 02JUL2020 02JUL2020 traumatic injuries Yes, unsolicited AE 
(TRAUMATIC 
INJURIES;001) 

 

50 μg  
(≥71 years) 

COV.00228 6 FLUZONE HD 16AUG2020 16AUG2020 influenza prevention   

50 μg  
(≥71 years) 

COV.00228 7 PREDNISOLONE 
OPHTHALMIC 

13AUG2020 16AUG2020 POSTERIOR CAPSULE 
OPACIFICATION SURGERY 

 Yes 
(POSTERIOR CAPSULE 
OPACIFICATION;19) 

50 μg  
(≥71 years) 

COV.00228 8 ACETAMINOPHEN 02JUL2020 02JUL2020 traumatic injuries Yes, unsolicited AE 
(TRAUMATIC 
INJURIES;001) 

 

50 μg  
(≥71 years) 

COV.00224 1 FINASTERIDE 30JUN2000 . Benign prostatic hypertrophy  Yes 
(Benign prostatic 
hypertrophy;2) 
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Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

50 μg  
(≥71 years) 

COV.00224 2 LISINOPRIL 30JUN2011 09JUL2020 Hypertension  Yes 
(Hypertension;1) 

50 μg  
(≥71 years) 

COV.00224 3 ROSUVASTATIN 30JUN2011 . Hyperlipidemia  Yes 
(Hyperlipidemia;3) 

50 μg  
(≥71 years) 

COV.00224 4 DORZOLAMIDE 
TIMOLOL 
MALEATE 

30JUN2011 . Glaucoma  Yes 
(Glaucoma;5) 

50 μg  
(≥71 years) 

COV.00224 5 LATANOPROST 30JUN2008 . Glaucoma  Yes 
(Glaucoma;5) 

50 μg  
(≥71 years) 

COV.00224 6 TRIAMCINOLONE 
ACETONIDE 

30JUN2010 . Allergic rhinitis  Yes 
(Allergic rhinitis;14) 

50 μg  
(≥71 years) 

COV.00224 7 PRAMOXINE 
MENTHOL 

30JUN2005 . Dry skin   

50 μg  
(≥71 years) 

COV.00224 8 ESOMEPRAZOLE 
MAGNESIUM 

30JUN2015 . esophageal hernia  Yes 
(Esophageal hernia;4) 

50 μg  
(≥71 years) 

COV.00224 9 ACETAMINOPHEN 30JUN2010 . muscle aches   

50 μg  
(≥71 years) 

COV.00224 10 VITAMIN D 30JUN2000 . Supplement   

50 μg  
(≥71 years) 

COV.00224 11 MULTIVITAMIN 30JUN2000 . Supplement   

50 μg  
(≥71 years) 

COV.00224 12 IRON 
SUPPLEMENT 

30JUN2020 . anemia   

50 μg  
(≥71 years) 

COV.00224 13 TRIAMCINOLONE 
ACETONIDE 
CREAM 

27JUL2020 . eczema  Yes 
(eczema;15) 

50 μg  
(≥71 years) 

COV.00224 14 MOXIFLOXACIN 12SEP2020 25SEP2020 Cataract surgery   

50 μg  
(≥71 years) 

COV.00224 15 ATROPINE 
SULFATE 

12SEP2020 25SEP2020 Cataract surgery   
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Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

50 μg  
(≥71 years) 

COV.00224 16 BROMFENAC 
OPHTHALMIC 
SOLUTION 

12SEP2020 . Cataract surgery   

50 μg  
(≥71 years) 

COV.00224 17 LOTEPREDNOL 
ETABONATE 
OPHTHALMIC 
SOLUTION 

12SEP2020 . Cataract surgery   

50 μg  
(≥71 years) 

COV.00224 18 INFLUENZA 
VACCINE 

13AUG2020 13AUG2020 Influenza prevention   

50 μg  
(56-70 years) 

COV.00213 1 CYCLOSPORINE 
EYE DROPS 

30JUN2005 . Dry eyes  Yes 
(Dry eyes;7) 

50 μg  
(56-70 years) 

COV.00213 2 MAGNESIUM 30JUN2015 . Supplement   

50 μg  
(56-70 years) 

COV.00213 3 VITAMIN B 
COMPLEX 

30JUN2015 . Supplement   

50 μg  
(56-70 years) 

COV.00213 4 VITAMIN D 30JUN2015 . Supplement   

50 μg  
(56-70 years) 

COV.00213 5 ACETAMINOPHEN 30JUN1980 . Aches   

50 μg  
(56-70 years) 

COV.00213 6 SEASONAL 
INFLUENZA 
VACCINE 

15OCT2020 15OCT2020 Healthy Condition   

50 μg  
(56-70 years) 

COV.00213 7 SHINGLES 
VACCINE 

15NOV2020 15NOV2020 Healthy condition   

50 μg  
(56-70 years) 

COV.00216 1 AMLODIPINE 30JUN2019 . Hypertension  Yes 
(Hypertension;1) 

50 μg  
(56-70 years) 

COV.00216 2 IBANDRONATE 30JUN2018 . Osteoporosis  Yes 
(Osteoporosis;2) 

50 μg  
(56-70 years) 

COV.00216 3 MULTIVITAMIN 30JUN1981 . Supplement   

50 μg  
(56-70 years) 

COV.00216 4 VITAMIN D 30JUN2017 . Supplement   
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Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

50 μg  
(56-70 years) 

COV.00216 5 IBUPROFEN 30JUN2010 . Pain   

50 μg  
(56-70 years) 

COV.00216 6 SHINGRIX 
VACCINE 

06AUG2020 06AUG2020 Shingles prevention   

50 μg  
(56-70 years) 

COV.00216 7 INFLUENZA 
VACCINE 

29AUG2020 29AUG2020 Influenza prevention   

50 μg  
(56-70 years) 

COV.00216 8 OMEPRAZOLE 18DEC2020 . GERD Yes, unsolicited AE 
(GASTROESOPHAGEAL 
REFLUX;002) 

 

50 μg  
(≥71 years) 

COV.00231 1 VITAMIN D3 30JUN2010 . Supplement   

50 μg  
(≥71 years) 

COV.00231 2 ATORVASTATIN 30JUN2005 . Hypercholesterolemia  Yes 
(HYPERCHOLESTEROL 
EMIA;3) 

50 μg  
(≥71 years) 

COV.00231 3 TAMSULOSIN 30JUN2010 . benign prostatic hypertrophy  Yes 
(BENIGN PROSTATIC 
HYPERTROPHY;7) 

50 μg  
(≥71 years) 

COV.00231 4 TIMOLOL 15NOV2019 . Glaucoma  Yes 
(GLAUCOMA;1) 

50 μg  
(≥71 years) 

COV.00231 5 LUMIGAN 30JUN2010 . Glaucoma  Yes 
(GLAUCOMA;1) 

50 μg  
(≥71 years) 

COV.00231 6 SILDENAFIL 30JUN2000 . Erectile dysfunction  Yes 
(ERECTILE 
DYSFUNCTION;5) 

50 μg  
(≥71 years) 

COV.00231 7 ACETAMINOPHEN 30JUN2000 . Aches   

50 μg  
(≥71 years) 

COV.00231 8 INFLUENZA 
VACCINE 

25SEP2020 25SEP2020 Influenza prevention   

50 μg  
(≥71 years) 

COV.00241 1 METFORMIN 30JUN2008 . Pre-diabetes  Yes 
(Prediabetes;1) 

50 μg  
(≥71 years) 

COV.00241 2 AMLODIPINE 30JUN2014 . Hypertension  Yes 
(Hypertension;2) 
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Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

50 μg  
(≥71 years) 

COV.00241 3 LOSARTAN 30JUN2014 . Hypertension  Yes 
(Hypertension;2) 

50 μg  
(≥71 years) 

COV.00241 4 OMEPRAZOLE 30JUN2000 . Gastroesophageal reflux disease  Yes 
(Gastroesophageal reflux 
disease;3) 

50 μg  
(≥71 years) 

COV.00241 5 TYLENOL 30JUN1995 . Headache   

50 μg  
(≥71 years) 

COV.00241 6 METAMUCIL 30JUN2015 . Irritable bowel Syndrome  Yes 
(Irritable Bowel 
syndrome;4) 

50 μg  
(≥71 years) 

COV.00241 7 DICLOFENAC 30JAN2020 . knee pain  Yes 
(knee pain;17) 

50 μg  
(≥71 years) 

COV.00241 8 DOCUSATE 
SODIUM 

30JUN2015 . Irritable Bowel Syndrome  Yes 
(Irritable Bowel 
syndrome;4) 

50 μg  
(≥71 years) 

COV.00241 9 VENLAFAXINE SR 21DEC2020 . worsening depression and anxiety   

50 μg  
(≥71 years) 

COV.00241 10 DOXAZOSIN 21DEC2020 . Benign Prostatic Hypertrophy   

50 μg  
(≥71 years) 

COV.00206 1 FLUOXETINE 30JUN1995 . Depression  Yes 
(DEPRESSION;1) 

50 μg  
(≥71 years) 

COV.00206 2 PRESERVISION 
AREDS 2 

30JUN2019 . Supplement   

50 μg  
(≥71 years) 

COV.00206 3 MAGNESIUM 30JUN2015 . supplement   

50 μg  
(≥71 years) 

COV.00206 4 VITAMIN D3 30JUN2015 . supplement   

50 μg  
(≥71 years) 

COV.00206 5 NAPROXEN 24MAY2020 24MAY2020 myalgia  Yes 
(MYALGIA;12) 

50 μg  
(≥71 years) 

COV.00206 6 SALICYLIC ACID 25JUN2020 . SEBORRHEIC DERMATITIS  Yes 
(SEBORRHEIC 
DERMATITIS;13) 
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CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

50 μg  
(≥71 years) 

COV.00206 7 BIOTIN 23JUL2020 . general health   

50 μg  
(≥71 years) 

COV.00206 8 INFLUENZA 
VACCINE 

10SEP2020 10SEP2020 Influenza prevention   

50 μg  
(56-70 years) 

COV.00205 1 DICARBOSIL 30JUN1985 . indigestion  Yes 
(Indigestion;1) 

50 μg  
(56-70 years) 

COV.00205 2 ASPIRIN 15MAY2019 . prophylaxis heart disease   

50 μg  
(56-70 years) 

COV.00205 3 ROSUVASTATIN 15MAY2019 . Hypercholesterolemia  Yes 
(Hypercholesterolemia;6) 

50 μg  
(56-70 years) 

COV.00205 4 LISINOPRIL 30JUN2005 . hypertension  Yes 
(Hypertension;8) 

50 μg  
(56-70 years) 

COV.00205 5 HYDROCHLOROT 
HIAZIDE 

30JUN2005 . hypertension  Yes 
(Hypertension;8) 

50 μg  
(56-70 years) 

COV.00205 6 SERTRALINE 30JUN2005 . depression and anxiety  Yes 
(Depression;9) 

50 μg  
(56-70 years) 

COV.00205 7 TESTOSTERONE 30JUN2005 . low testosterone  Yes 
(Low testosterone;18) 

50 μg  
(56-70 years) 

COV.00205 8 FEXOFENADINE 30JUN2010 . allergic rhinitis  Yes 
(Allergic rhinitis;14) 

50 μg  
(56-70 years) 

COV.00205 9 MULTIVITAMIN 30JUN2005 . supplement   

50 μg  
(56-70 years) 

COV.00205 10 PROBIOTIC 
GUMMY 

30JUN2017 . supplement   

50 μg  
(56-70 years) 

COV.00205 11 NAPROXEN 30JUN2012 . meniscus tear  Yes 
(Meniscus tear;7) 

50 μg  
(56-70 years) 

COV.00205 12 CANNABIDIOL OIL 30JUN2019 . meniscus tear  Yes 
(Meniscus tear;7) 

50 μg  
(56-70 years) 

COV.00205 13 NEOSPORIN 05JUN2020 12JUN2020 Forehead laceration Yes, unsolicited AE 
(LACERATION;001) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

50 μg  
(56-70 years) 

COV.00205 14 INFLUENZA 
VACCINE 

06OCT2020 06OCT2020 Influenza prevention   

50 μg  
(56-70 years) 

COV.00222 1 ROSUVASTATIN 30JUN2017 . Hypercholesterolemia  Yes 
(HYPERCHOLESTEROL 
EMIA;1) 

50 μg  
(56-70 years) 

COV.00222 2 ACETAMINOPHEN 30JUN2000 . Pain   

50 μg  
(56-70 years) 

COV.00222 3 IBUPROFEN 30JUN2000 . Pain   

50 μg  
(56-70 years) 

COV.00222 4 AMOXICILLIN 05AUG2020 09SEP2020 URINARY TRACT INFECTION Yes, unsolicited AE 
(URINARY TRACT 
INFECTION;001) 

 

50 μg  
(56-70 years) 

COV.00222 5 INFLUENZA 
VACCINE 

08DEC2020 08DEC2020 Influenza prevention   

50 μg  
(≥71 years) 

COV.00217 1 LISINOPRIL 30JUN1995 . Hypertension  Yes 
(Hypertension;12) 

50 μg  
(≥71 years) 

COV.00217 2 AMLODIPINE 30JUN2015 . Hypertension  Yes 
(Hypertension;12) 

50 μg  
(≥71 years) 

COV.00217 3 ATORVASTATIN 30JUN2016 . Hypercholesterolemia  Yes 
(Hypercholesterolemia;13) 

50 μg  
(≥71 years) 

COV.00217 4 PANTOPRAZOLE 30JUN2019 25MAY2020 GERD  Yes 
(GERD;10) 

50 μg  
(≥71 years) 

COV.00217 5 MULTIVITAMIN 30JUN2013 . Health Promotion   

50 μg  
(≥71 years) 

COV.00217 6 TURMERIC 30JUN2017 . Health Promotion   

50 μg  
(≥71 years) 

COV.00217 7 ASPIRIN 27APR2020 . Health Promotion   

50 μg  
(≥71 years) 

COV.00217 8 DIPHENHYDRAMI 
NE 

30JUN2015 . Sleep Aid   
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

50 μg  
(≥71 years) 

COV.00217 9 HYDROCORTISON 
E CREAM 

15FEB2020 . Eczema  Yes 
(Eczema;5) 

50 μg  
(≥71 years) 

COV.00217 10 OMEPRAZOLE 26MAY2020 . GERD  Yes 
(GERD;10) 

50 μg  
(≥71 years) 

COV.00217 11 SHINGRIX 
VACCINE 

01SEP2020 01SEP2020 shingles prevention   

50 μg  
(≥71 years) 

COV.00217 12 INFLUENZA 
VACCINE 

01SEP2020 01SEP2020 Influenza prevention   

50 μg  
(≥71 years) 

COV.00237 1 LOSARTAN 30JUN2010 . Hypertension  Yes 
(Hypertension;3) 

50 μg  
(≥71 years) 

COV.00237 2 SIMVASTATIN 30JUN2010 . Hypercholesterolemia  Yes 
(Hypercholesterolemia;5) 

50 μg  
(≥71 years) 

COV.00237 3 CALCIUM 30JUN2005 . Supplement   

50 μg  
(≥71 years) 

COV.00237 4 VITAMIN D3 30JUN2010 . Supplement   

50 μg  
(≥71 years) 

COV.00237 5 LORATADINE 30JUN1980 . Seasonal allergic rhinitis  Yes 
(Seasonal allergic 
rhinitis;9) 

50 μg  
(≥71 years) 

COV.00237 6 IBUPROFEN 30JUN2000 . Aches   

50 μg  
(≥71 years) 

COV.00237 7 INFLUENZA VIRUS 
VACCINE 

29SEP2020 29SEP2020 Influenza prevention   

50 μg  
(≥71 years) 

COV.00238 1 HYDROCHLOROT 
HIAZIDE 

30JUN2010 . Hypertension  Yes 
(Hypertension;6) 

50 μg  
(≥71 years) 

COV.00238 2 LETROZOLE 30JUN2015 . Breast Cancer  Yes 
(Breast Cancer;2) 

50 μg  
(≥71 years) 

COV.00238 3 CYCLOSPORINE 
EYE DROPS 

30JUN2014 . Dry eyes  Yes 
(Dry eyes;5) 

50 μg  
(≥71 years) 

COV.00238 4 LORATADINE 30JUN2000 . Seasonal allergic rhinitis  Yes 
(Allergic rhinitis;11) 
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Vaccination 
Group Subject ID 

CM 
Number Medication 

Medication 
Start Date 

Medication 
End 
Date Indication 

Taken for an AE? (AE 
Description; Number) 

Taken for a condition on 
Medical History? (MH 
Description; Number) 

50 μg  
(≥71 years) 

COV.00238 5 FLUTICASONE 30JUN2010 . Seasonal allergic rhinitis  Yes 
(Allergic rhinitis;11) 

50 μg  
(≥71 years) 

COV.00238 6 MULTIVITAMIN 30JUN1964 . Supplement   

50 μg  
(≥71 years) 

COV.00238 7 ASCORBIC ACID 30JUN2019 . Supplement   

50 μg  
(≥71 years) 

COV.00238 8 CALCIUM 
CITRATE 

30JUN2010 . Supplement   

50 μg  
(≥71 years) 

COV.00238 9 VITAMIN D 30JUN2019 . Supplement   

50 μg  
(≥71 years) 

COV.00238 10 IBUPROFEN 30JUN2000 . Rare aches   

50 μg  
(≥71 years) 

COV.00238 11 NAPROXEN 15SEP2020 . Osteoarthritis Yes, unsolicited AE 
(OSTEOARTHRITIS 
EXACERBATION;001) 

 

50 μg  
(≥71 years) 

COV.00238 12 FLUZONE 15NOV2020 15NOV2020 Influenza prevention   
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