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Listing 17: Concomitant Medications

Taken for a
Taken for an condition on
AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
250 pg COV.00090 1 Multivitamin 15SMAR2019 general health No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
250 pg COV.00090 2 Fish Oil 15SMAR2019 general health No No Various
(18-55 years) (General Nutrients)
250 pug COV.00090 3 Excedrin Migraine 24APR2020 24APR2020 |Headache Yes, Yes Nervous System
(18-55 years) unsolicited AE (Analgesics)
(HEADACHE
;001)
250 pg COV.00090 4 Excedrin Migraine 11MAY2020 11MAY2020 |Headache Yes, Yes Nervous System
(18-55 years) unsolicited AE  |(tension (Analgesics)
(HEADACHE |headaches;1)
;002)
100 pg COV.00044 1 Allegra 15SMAR2014 Seasonal Allergy No Yes Respiratory
(18-55 years) (Seasonal System
Allergy;1) (Antihistamines for
Systemic Use)
100 pg COV.00043 1 Junel Fe 30JUN2010 Birth control No No Genito Urinary
(18-55 years) System and Sex
Hormones
(Sex Hormones
and Modulators of
The Genital
System)
100 pg COV.00043 2 Multivitamin 15SEP2019 General Health No No Alimentary Tract

(18-55 years)

and Metabolism
(Vitamins)

FDA-CBER-2022-1614-3380786




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00043 3 Krill Oil 15SEP2019 general health No No Various
(18-55 years) (Unspecified
Herbal and
Traditional
Medicine)
100 pg COV.00051 1 Dymista 30JUN2016 seasonal allergies No Yes Respiratory
(18-55 years) (Seasonal System
allergies;1) (Nasal
Preparations)
100 pg COV.00051 2 Ketoconazole 15SEP2018 Dermatitis prevention No Yes Dermatologicals
(18-55 years) Shampoo (Dermatitis (Antifungals for
fungal;2) Dermatological
Use)
100 pg COV.00051 3 Phenylephrine 30JUN2016 seasonal allergies No Yes Respiratory
(18-55 years) (Seasonal System
allergies;1) (Nasal
Preparations)
100 pg COV.00051 4 Ibuprofen 13MAR2020 13MAR2020 [muscle aches No Yes Musculo-Skeletal
(18-55 years) (Muscle System
aches;4) (Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00051 5 Ibuprofen 05APR2020 10APR2020 |LOWER BACK MUSCLE |Yes, No Musculo-Skeletal
(18-55 years) STRAIN unsolicited AE System
(LOWER (Antiinflammatory
BACK and Antirheumatic
MUSCLE Products)
STRAIN;002)

FDA-CBER-2022-1614-3380787




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00051 6 Ibuprofen 24APR2020 24APR2020 |fever Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00049 1 Finasteride 15JAN2020 Hair Loss No Yes Dermatologicals
(18-55 years) (Hair Loss;2) (Other
Dermatological
Preparations)
100 pg COV.00049 2 Claritin 15MAR2017 Seasonal Allergies No Yes Respiratory
(18-55 years) (Seasonal System
Allergies;3) (Antihistamines for
Systemic Use)
100 pg COV.00049 3 Ibuprofen 25APR2020 25APR2020 |headache Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00046 1 Aleve 30JUN2009 Menstrual Cramps No Yes Musculo-Skeletal
(18-55 years) (Menstrual System
Cramps;1) (Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00046 2 Ibuprofen 30JUN2009 Menstrual Cramps No Yes Musculo-Skeletal
(18-55 years) (Menstrual System
Cramps;1) (Antiinflammatory
and Antirheumatic
Products)

FDA-CBER-2022-1614-3380788




Taken for a
Taken for an condition on
AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00046 3 Nexplanon 30JUN2016 Birth Control No No Genito Urinary
(18-55 years) Etonogestrel System and Sex
Hormones
(Sex Hormones
and Modulators of
The Genital
System)
100 pg COV.00046 4 Ibuprofen 24APR2020 25APR2020 |pain and fatigue Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00046 5 Pepto Bismol 11JUL2020 11JUL2020 |Gastroenteritis Yes, No Alimentary Tract
(18-55 years) unsolicited AE and Metabolism
(GASTROENT (Antidiarrheals,
ERITIS;002) Intestinal
Antiinflammatory
/Antiinfective
Agents)
100 pg COV.00046 6 Adderall 01JUL2020 ADHD Yes, Yes Nervous System
(18-55 years) unsolicited AE  |(ADHD;2) (Psychoanaleptics)
(WORSENIN
G ADHD
SYMPTOMS
;003)
100 pg COV.00050 1 Vitamin C 20JAN2020 General Health No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
100 pg COV.00050 2 Clindamycin 29JUN2020 06JUL2020 |Infected Cyst Yes, No Antiinfectives for
(18-55 years) unsolicited AE Systemic Use
(INFECTED (Antibacterials for
CYST;001) Systemic Use)

FDA-CBER-2022-1614-3380789




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
250 pg COV.00092 1 Yaz 15APR2019 Post menstrual dysphoric No Yes Genito Urinary
(18-55 years) disorder (postmenstrual  |System and Sex
dysphoric Hormones
disorder;1) (Sex Hormones
and Modulators of
The Genital
System)
250 pg COV.00092 2 Omeprazole 150CT2019 GERD No Yes Alimentary Tract
(18-55 years) (GERD;2) and Metabolism
(Drugs for Acid
Related Disorders)
250 pug COV.00092 3 Melatonin 15SEP2019 Insomnia No Yes Nervous System
(18-55 years) (Insomnia;3) (Psycholeptics)
250 pug COV.00092 4 Multivitamin 15JAN2020 General Health No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
250 pug COV.00092 5 Ibuprofen 30JUN2011 muscle aches No Yes Musculo-Skeletal
(18-55 years) (muscle System
aches;4) (Antiinflammatory
and Antirheumatic
Products)
250 pg COV.00092 6 Ibuprofen 14APR2020 14APR2020 [Injection site pain Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
250 pug COV.00092 7 Ibuprofen 18APR2020 18APR2020 |Headache Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)

FDA-CBER-2022-1614-3380790




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
250 pg COV.00092 8 Vagisil Cream 15FEB2020 Occasional Vaginal Itching |No Yes Dermatologicals
(18-55 years) (Occasional (Antipruritics, Incl.
Vaginal Antihistamines,
Itching;7) Anesthetics, Etc.)
250 pg COV.00092 9 Miconazole 25APR2020 27APR2020 |Worsening Vaginal Itching |Yes, Yes Genito Urinary
(18-55 years) unsolicited AE  |(Occasional System and Sex
(WORSENIN Vaginal Hormones
G VAGINAL Itching;7) (Gynecological
ITCHING;002) Antiinfectives and
Antiseptics)
250 pug COV.00092 10 Ibuprofen 12MAY2020 13MAY2020 |Myalgia Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
250 pg COV.00092 11 Loratadine 21MAY2020 | 25MAY2020 |Worsening Vaginal Itching |Yes, No Respiratory
(18-55 years) unsolicited AE System
(WORSENIN (Antihistamines for
G VAGINAL Systemic Use)
ITCHING:;002)
250 pg COV.00092 12 Nystatin And 21MAY2020 | 25MAY2020 [Worsening Vaginal Itching |Yes, No Genito Urinary
(18-55 years) Triamcinolone unsolicited AE System and Sex
Acetonide (WORSENIN Hormones
G VAGINAL (Gynecological
ITCHING;002) Antiinfectives and
Antiseptics)
250 pg COV.00091 1 Baby Aspirin 30JUN2012 Cardiac Health No No Blood and Blood
(18-55 years) Maintenance forming Organs
(Antithrombotic
Agents)

FDA-CBER-2022-1614-3380791




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
250 pg COV.00091 2 Zyrtec 30JUN2015 Seasonal Allergies No Yes Respiratory
(18-55 years) (Seasonal System
Allergies; 1) (Antihistamines for
Systemic Use)
250 pg COV.00091 3 Multivitamin 30JUN2010 Health Maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
250 pg COV.00091 4 Airborne 30JUN2017 Health Maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
250 pg COV.00091 5 Ibuprofen 12MAY2020 12MAY2020 |Pain Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
250 pug COV.00091 6 Acetaminophen 13MAY2020 13MAY2020 |Pain Yes, solicited No Nervous System
(18-55 years) AE (Analgesics)
250 pg COV.00091 7 Tums 10JUN2020 17JUN2020 |Abdominal discomfort Yes, No Alimentary Tract
(18-55 years) unsolicited AE and Metabolism
(ABDOMINA (Drugs for Acid
L Related Disorders)
DISCOMFOR
T;002)
250 pg COV.00091 8 Tums 30JUN2020 Heartburn No Yes Alimentary Tract

(18-55 years)

(Heartburn;6)

and Metabolism
(Drugs for Acid
Related Disorders)

FDA-CBER-2022-1614-3380792




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00121 1 Losartan 30JUN2000 hypertension No Yes Cardiovascular
(56-70 years) (Hypertension  [System
;1) (Agents Acting On
The
Renin-Angiotensin
System)
100 pg COV.00121 2 Atorvastatin 30JUN2008 hyperlipidemia No Yes Cardiovascular
(56-70 years) (Hyperlipidemi [System
a;2) (Lipid Modifying
Agents)
100 pg COV.00121 3 Ibuprofen 30JUN2015 Degenerative joint disease  |No Yes Musculo-Skeletal
(56-70 years) (Degenerative  |System
joint disease;6) |(Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00121 4 Ibuprofen 19MAY2020 19MAY2020 |myalgia Yes, solicited No Musculo-Skeletal
(56-70 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00121 5 Shingrix Vaccine 27JUL2020 27JUL2020 |Health Maintenance No No Antiinfectives for
(56-70 years) Systemic Use
(Vaccines)
100 pg COV.00119 1 Valacyclovir 30JUN2018 Recurrent herpes labialis No Yes Antiinfectives for
(56-70 years) (Recurrent Systemic Use
Herpes (Antivirals for
Labialis;8) Systemic Use)
100 pg COV.00119 2 Vitamin B 30JUN2019 General Health No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
100 pg COV.00119 3 Tylenol 8hr 20MAY2020 | 20MAY2020 (Fever Yes, solicited No Nervous System
(56-70 years) Arthritis Pain AE L A CRER 991 gé%%%e;é%s)




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 pg COV.00111 1 Lipitor 30JUN2010 Hyperlipidemia No Yes Cardiovascular
(56-70 years) (Hyperlipidemi |System
a;1) (Lipid Modifying
Agents)
25 ug COV.00111 2 Celexa 30JUN2010 Anxiety Disorder No Yes Nervous System
(56-70 years) (Anxiety (Psychoanaleptics)
Disorder;4)
25 ug COV.00111 3 Estrogen Patch 30JUN2000 TAH BSO No Yes Dermatologicals
(56-70 years) (Post (Other
hysterectomy Dermatological
hormonal Preparations)
imbalance;15)
25 ug COV.00111 4 Melatonin 30JUN2018 Insomnia No Yes Nervous System
(56-70 years) (Insomnia;3) (Psycholeptics)
25 ug COV.00111 5 Multivitamin 30JUN1990 General Health No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
25 pg COV.00111 6 Calcium 30JUN2010 Osteoporosis No Yes Alimentary Tract
(56-70 years) (Osteoporosis and Metabolism
;2) (Mineral
Supplements)
25 ug COV.00111 7 Elderberry 15JAN2020 General Health No No Various
(56-70 years) (Unspecified
Herbal and
Traditional
Medicine)
25 ug COV.00111 8 Allegra 30JUN2010 Seasonal Allergies No Yes Respiratory
(56-70 years) (Seasonal System

Allergies;S8)

(Antihistamines for
Systemic Use)

FDA-CBER-2022-1614-3380794




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 pg COV.00111 9 Rhinase 30JUN2018 Seasonal Allergies No Yes Respiratory
(56-70 years) (Seasonal System
Allergies;8) (Nasal
Preparations)
25 ug COV.00111 10 Ibuprofen 30JUN1995 Tension Headaches No Yes Musculo-Skeletal
(56-70 years) (Tension System
Headaches;12) |(Antiinflammatory
and Antirheumatic
Products)
25 ug COV.00111 11 Diflucan 29JUL2020 01AUG2020 |Worsening of toenail Yes, Yes Antiinfectives for
(56-70 years) fungus unsolicited AE  |(Toenail Systemic Use
(WORSENIN fungus;17) (Antimycotics for
G TOENAIL Systemic Use)
FUNGUS;002)
25 pg COV.00110 1 Propranolol 30JUN2000 Familial tremor No Yes Nervous System
(56-70 years) (familial (Other Nervous
tremor;6) System Drugs)
25 ug COV.00110 2 Estradiol Patch 30JUN2005 hormonal replacement No No Genito Urinary
(56-70 years) therapy System and Sex
Hormones
(Sex Hormones
and Modulators of
The Genital
System)
25 ug COV.00110 3 Vitamin D 10FEB2020 Vitamin D deficiency No Yes Alimentary Tract
(56-70 years) (Vitamin D and Metabolism

Deficiency;7)

(Vitamins)

FDA-CBER-2022-1614-3380795
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 ug COV.00110 4 Progesterone 30JUN2005 hormonal replacement No No Genito Urinary
(56-70 years) therapy System and Sex
Hormones
(Sex Hormones
and Modulators of
The Genital
System)
25 ug COV.00110 5 Tylenol 19MAY2020 19MAY2020 |Headache Yes, solicited No Nervous System
(56-70 years) AE (Analgesics)
25 ug COV.00114 1 Lisinopril 30JUN2010 hypertension No Yes Cardiovascular
(56-70 years) (hypertension System
;3) (Agents Acting On
The
Renin-Angiotensin
System)
25 pg COVv.00114 2 Omeprazole 30JUN2018 GERD No Yes Alimentary Tract
(56-70 years) (GERD:;6) and Metabolism
(Drugs for Acid
Related Disorders)
25 ug COV.00114 3 Levothyroxine 30JUN2010 hypothyroidism No Yes Systemic
(56-70 years) (hypothyroidis  [Hormonal
m;4) Preparations, Excl.
Sex Hormones and
Insulins
(Thyroid Therapy)
25 ug COV.00114 4 Ambien 30JUN2005 insomnia No Yes Nervous System
(56-70 years) (Insomnia;7) (Psycholeptics)
25 ug COV.00114 5 Diclofenac 30JUN2019 osteoarthritis No Yes Musculo-Skeletal
(56-70 years) (osteoarthritis System
;2) (Antiinflammatory
and Antirheumatic
Products)
FDA-CBER-2022-1614-3380796




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 ug COV.00114 6 Celebrex 30JUN2015 osteoarthritis No Yes Musculo-Skeletal
(56-70 years) (osteoarthritis System
;2) (Antiinflammatory
and Antirheumatic
Products)
25 ug COV.00114 7 Benadryl Pm 02MAY2020 02MAY2020 |exposure to irritants Yes, No Respiratory
(56-70 years) unsolicited AE System
(EXPOSURE (Antihistamines for
TO INHALED Systemic Use)
IRRITANTS
;002)
25 pg COV.00114 8 Tylenol 19MAY2020 19MAY2020 [Headache Yes, solicited No Nervous System
(56-70 years) AE (Analgesics)
25 pg COV.00114 9 Gabapentin 15JUL2020 Worsening of sciatica Yes, Yes Nervous System
(56-70 years) unsolicited AE  |(Sciatica;8) (Analgesics)
(WORSENIN
G OF
SCIATICA
;003)
25 ug COV.00114 10 Fosamax 17AUG2020 Decreased bone density Yes, Yes Musculo-Skeletal
(56-70 years) unsolicited AE | (osteoarthritis System
(DECREASED |;2) (Drugs for
BONE Treatment of Bone
DENSITY Diseases)
;004)
25 ug COV.00116 1 Flecainide 30JUN2010 Atrial Fibrillation No Yes Cardiovascular
(56-70 years) (Atrial System
Fibrillation; 1) (Cardiac Therapy)
25 pg COV.00116 2 Metoprolol 30JUN2010 Atrial Fibrillation No Yes Cardiovascular
(56-70 years) (Atrial System
Fibrillation; 1) (Beta Blocking
Agents)
FDA-CBER-2022-1614-3380797




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 pg COV.00116 3 Turmeric 30JUN2010 General Health No No Various
(56-70 years) (Unspecified
Herbal and
Traditional
Medicine)
25 ug COV.00116 4 Aspirin 30JUN2010 Atrial Fibrillation No Yes Blood and Blood
(56-70 years) (Atrial forming Organs
Fibrillation; 1) (Antithrombotic
Agents)
25 ug COV.00116 5 Aleve 21MAY2020 | 21IMAY2020 [pain at injection site Yes, solicited No Musculo-Skeletal
(56-70 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
25 ug COV.00116 6 Polysporin 25MAY2020 | 27MAY2020 |Trauma to arm. Yes, No Dermatologicals
(56-70 years) unsolicited AE (Antibiotics and
(TRAUMA TO Chemotherapeutics
ARM;002) for Dermatological
Use)
100 pg COV.00123 1 Cymbalta 15AUG2019 Depression No Yes Nervous System
(56-70 years) (Depression;4)  [(Psychoanaleptics)
100 pg COV.00123 2 Trazodone 30JUN2010 Anxiety No Yes Nervous System
(56-70 years) (anxiety;6) (Psychoanaleptics)
100 pg COV.00123 3 Loratadine 30JUN2000 seasonal allergies No Yes Respiratory
(56-70 years) (Seasonal System
allergies;3) (Antihistamines for
Systemic Use)
100 pg COV.00123 4 Pseudoephedrine 04MAY2020 | 04MAY2020 |nasal congestion Yes, No Respiratory
(56-70 years) unsolicited AE System
(NASAL (Nasal
CONGESTIO Preparations)
N;001) N
EDA-CBER-2022-1614-3380798
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00123 5 Acetaminophen 19MAY2020 19MAY2020 (Pain Yes, solicited No Nervous System
(56-70 years) AE (Analgesics)
100 pg COV.00125 1 Amlodipine 15SEP2019 Hypertension No Yes Cardiovascular
(56-70 years) (Hypertension  |System
;1) (Calcium Channel
Blockers)
100 pg COV.00125 2 Zinc 01APR2020 Health Maintenance No No Alimentary Tract
(56-70 years) and Metabolism
(Mineral
Supplements)
100 pg COV.00125 3 Multivitamin 30JUN2015 Health Maintenance No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
100 pg COV.00125 4 Biotin 30JUN2015 Health Maintenance No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
100 pg COV.00125 5 B Complex 30JUN2015 Health Maintenance No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
100 pg COV.00125 6 Calcium 30JUN2015 Health Maintenance No No Alimentary Tract
(56-70 years) and Metabolism
(Mineral
Supplements)
100 pg COV.00125 7 Ibuprofen 20MAY2020 20MAY2020 |Fever Yes, solicited No Musculo-Skeletal
(56-70 years) AE System
(Antiinflammatory
and Antirheumatic
Products)

FDA-CBER-2022-1614-3380799

15




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00127 1 Benazepril 30JUN2010 Hypertension No Yes Cardiovascular
(56-70 years) (Hypertension  [System
;1) (Agents Acting On
The
Renin-Angiotensin
System)
100 pg COV.00127 2 Hydrochlorothiazid 30JUN2010 Hypertension No Yes Cardiovascular
(56-70 years) e (Hypertension System
;1) (Diuretics)
100 pg COV.00127 3 Advil 30JUN2000 Muscle aches No Yes Musculo-Skeletal
(56-70 years) (Muscle System
Aches;?2) (Antiinflammatory
and Antirheumatic
Products)
25 ug COV.00115 1 Vitamin D3 30JUN2017 Osteopenia No Yes Alimentary Tract
(56-70 years) Vitamins (Osteopenia;1)  [and Metabolism
(Vitamins)
25 ug COV.00115 2 Alendronate 30JUN2017 Osteopenia No Yes Musculo-Skeletal
(56-70 years) (Osteopenia;1)  [System
(Drugs for
Treatment of Bone
Diseases)
25 ug COV.00115 3 Ibuprofen 30JUN2018 Headache No Yes Musculo-Skeletal
(56-70 years) (Headaches;3)  [System
(Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00138 1 Multivitamin 150CT2019 health maintenance No No Alimentary Tract

(56-70 years)

and Metabolism
(Vitamins)

FDA-CBER-2022-1614-3380800




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00138 2 Calcium 150CT2019 Health maintenance No No Alimentary Tract
(56-70 years) and Metabolism
(Mineral
Supplements)
100 pg COV.00138 3 Alendronate 150CT2019 osteoporosis No Yes Musculo-Skeletal
(56-70 years) (Osteoporosis System
;1) (Drugs for
Treatment of Bone
Diseases)
100 pg COV.00138 4 Claritin 30JUL2010 seasonal allergies No Yes Respiratory
(56-70 years) (Seasonal System
allergies;2) (Antihistamines for
Systemic Use)
100 pg COV.00138 5 Aleve 30JUN2015 seasonal allergies No Yes Musculo-Skeletal
(56-70 years) (Seasonal System
allergies;2) (Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00138 6 Ibuprofen 25APR2020 25APR2020 |Paronychia Yes, No Musculo-Skeletal
(56-70 years) unsolicited AE System
(PARONYCHI (Antiinflammatory
A;001) and Antirheumatic
Products)
100 pg COV.00138 7 Arnica Gel 25APR2020 25APR2020 |Paronychia Yes, No Dermatologicals
(56-70 years) unsolicited AE (Preparations for
(PARONYCHI Treatment of
A;001) Wounds and
Ulcers)
100 pg COV.00138 8 Ceftriaxone 26APR2020 26APR2020 |Paronychia Yes, No Antiinfectives for
(56-70 years) unsolicited AE Systemic Use
(PARONYCHI (Antibacterials for
A;001) Systemic Use)
FDA-CBER-2022-1614-3380801
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00138 9 Lidocaine 1% 26APR2020 26APR2020 |Paronychia Yes, No Nervous System
(56-70 years) unsolicited AE (Anesthetics)
(PARONYCHI
A;001)
100 pg COV.00138 10 Sulfamethoxazole 26APR2020 06MAY2020 |Paronychia Yes, No Antiinfectives for
(56-70 years) Trimethoprim unsolicited AE Systemic Use
(PARONYCHI (Antibacterials for
A;001) Systemic Use)
100 pg COV.00138 11 Diphenhydramine 06MAY2020 06MAY2020 |Maculopapular Rash Yes, No Respiratory
(56-70 years) unsolicited AE System
(MACULOPA (Antihistamines for
PULAR Systemic Use)
RASH;002)
100 pg COV.00138 12 Allegra 08MAY2020 | 23MAY2020 |Maculopapular Rash Yes, No Respiratory
(56-70 years) unsolicited AE System
(MACULOPA (Antihistamines for
PULAR Systemic Use)
RASH;002)
100 pg COV.00138 13 Xyzal 08MAY2020 23MAY2020 |Maculopapular Rash Yes, No Respiratory
(56-70 years) unsolicited AE System
(MACULOPA (Antihistamines for
PULAR Systemic Use)
RASH;002)
100 pg COV.00138 14 Valacyclovir 02JUN2020 genital HSV outbreak No Yes Antiinfectives for
(56-70 years) (oral and Systemic Use
genital HSV;3) [(Antivirals for
Systemic Use)
100 pg COV.00138 15 Allegra 12AUG2020 29AUG2020 |Contact Dermatitis Yes, No Respiratory
(56-70 years) unsolicited AE System
(CONTACT (Antihistamines for
DERMATITIS Systemic Use)
;003)
FDA-CBER-2022-1614-3380802




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00138 16 Xyzal 12AUG2020 28AUG2020 |Contact Dermatitis Yes, No Respiratory
(56-70 years) unsolicited AE System
(CONTACT (Antihistamines for
DERMATITIS Systemic Use)
;003)
100 pg COV.00138 17 Cortisone Cream 12AUG2020 24AUG2020 |Contact Dermatitis Yes, No Dermatologicals
(56-70 years) unsolicited AE (Corticosteroids,
(CONTACT Dermatological
DERMATITIS Preparations)
;003)
100 pg COV.00138 18 Prednisone 25AUG2020 25AUG2020 |Contact Dermatitis Yes, No Systemic
(56-70 years) unsolicited AE Hormonal
(CONTACT Preparations, Excl.
DERMATITIS Sex Hormones and
;003) Insulins
(Corticosteroids
for Systemic Use)
100 pg COV.00138 19 Betamethasone 14AUG2020 19AUG2020 |Contact Dermatitis Yes, No Dermatologicals
(56-70 years) Cream unsolicited AE (Corticosteroids,
(CONTACT Dermatological
DERMATITIS Preparations)
;003)
100 pg COV.00138 20 Triamcinolone 25AUG2020 27AUG2020 |Contact Dermatitis Yes, No Dermatologicals
(56-70 years) Acetonide unsolicited AE (Corticosteroids,
(CONTACT Dermatological
DERMATITIS Preparations)
;003)
50 pg COV.00215 1 Multivitamins 30JUN2018 Health Maintenance No No Alimentary Tract

(18-55 years)

and Metabolism
(Vitamins)

FDA-CBER-2022-1614-3380803




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00215 2 Probiotics 30JUN2018 Health Maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Other Alimentary
Tract and
Metabolism
Products)
50 pg COV.00215 3 Cor Immune 01MAY2020 Health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
50 pg COV.00215 4 Cbd Balm 04JUN2020 04JUN2020 |Pain at injection site Yes, solicited No Nervous System
(18-55 years) AE (Analgesics)
50 pg COV.00220 1 Naproxen 15MAY2020 15MAY2020 |Shoulder pain No Yes Musculo-Skeletal
(18-55 years) (Shoulder System
pain; 1) (Antiinflammatory
and Antirheumatic
Products)
50 pg COV.00220 2 Multivitamin 30JUN2010 General Health No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
50 pg COV.00220 3 Fish Oil 30JUN2014 General Health No No Various
(18-55 years) (General Nutrients)
50 pg COV.00220 4 Soolantra Cream 30JUN2017 Rosacea No Yes Dermatologicals
(18-55 years) (Rosacea;8) (Other
Dermatological
Preparations)
50 pg COV.00220 5 Guaifenesin 19JUN2020 21JUN2020 |Nasal Congestion Yes, No Respiratory
(18-55 years) unsolicited AE System
(NASAL (Cough and Cold
CONGESTIO Preparations)
N;003)

FDA-CBER-2022-1614-3380804




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00220 6 Neosporin 20JUN2020 25JUN2020 |Skin Abrasion Yes, No Dermatologicals
(18-55 years) unsolicited AE (Antibiotics and
(SKIN Chemotherapeutics
ABRASION for Dermatological
;004) Use)
50 pg COV.00220 7 Naproxen 30JUN2020 30JUN2020 |Headache Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
50 pg COV.00220 8 Guaifenesin 13JUL2020 16JUL2020 |Post nasal drip Yes, No Respiratory
(18-55 years) unsolicited AE System
(POST (Cough and Cold
NASAL Preparations)
DRIP;006)
50 pg COV.00220 9 Influenza Vaccine 18SEP2020 18SEP2020 |General Health No No Antiinfectives for
(18-55 years) Systemic Use
(Vaccines)
50 pg COV.00234 1 Probiotics 01MAY2020 Health Maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Other Alimentary
Tract and
Metabolism
Products)
50 pg COV.00234 2 Tylenol 22JUN2020 27JUN2020 |Abdominal Pain Yes, No Nervous System
(18-55 years) unsolicited AE (Analgesics)
(ABDOMINA
L PAIN;001)

FDA-CBER-2022-1614-3380805
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00234 3 Ibuprofen 01JUL2020 03JUL2020 [Body aches Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
50 pg COV.00235 1 Claritin 30JUN2018 Seasonal Allergies No Yes Respiratory
(18-55 years) (Seasonal System
Allergies;2) (Antihistamines for
Systemic Use)
50 pg COV.00235 2 Tylenol 30JUN2015 Headaches No Yes Nervous System
(18-55 years) (Headaches;3)  [(Analgesics)
50 pg COV.00235 3 Motrin 30JUN2015 Headaches No Yes Musculo-Skeletal
(18-55 years) (Headaches;3) [System
(Antiinflammatory
and Antirheumatic
Products)
50 pg COV.00235 4 Multivitamin 30JUN2018 General Health No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
50 pg COV.00235 5 Herbal Resistance 30JUN2010 General Health No No Various
(18-55 years) (Unspecified
Herbal and
Traditional
Medicine)
50 pg COV.00235 6 Sudafed 30JUN2018 Headaches No Yes Respiratory
(18-55 years) (Headaches;3) [System
(Nasal
Preparations)
50 pg COV.00235 7 Ivarest 29JUN2020 01JUL2020 [Rash Yes, No Dermatologicals
(18-55 years) unsolicited AE (Antipruritics, Incl.
(RASH;001) Antihistamines,

EDA-CBER-2022-14

Anesthetics, Etc.)
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00235 8 Allegra 10SEP2020 Seasonal Allergies No Yes Respiratory
(18-55 years) (Seasonal System
Allergies;2) (Antihistamines for
Systemic Use)
100 pg COV.00047 1 Bupropion 15NOV2018 Situational depression No Yes Nervous System
(18-55 years) (Situational (Psychoanaleptics)
depression; 1)
100 pg COV.00047 2 Fluoxetine 30JUN2006 Situational depression No Yes Nervous System
(18-55 years) (Situational (Psychoanaleptics)
depression; 1)
100 pg COV.00047 3 Levonorgestrel 30JUN2016 Contraceptive No No Genito Urinary
(18-55 years) System and Sex
Hormones
(Sex Hormones
and Modulators of
The Genital
System)
100 pg COV.00047 4 Magnesium 15SEP2019 Health promotion No No Alimentary Tract
(18-55 years) and Metabolism
(Mineral
Supplements)
100 pg COV.00047 5 Loratadine 15MAR2020 Seasonal Allergies No Yes Respiratory
(18-55 years) (Seasonal System
allergies;2) (Antihistamines for
Systemic Use)
100 pg COV.00047 6 Ibuprofen 24APR2020 25APR2020 |Myalgia Yes, solicited No Musculo-Skeletal

(18-55 years)

AE

System
(Antiinflammatory
and Antirheumatic
Products)

FDA-CBER-2022-1614-3380807




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00047 7 Diphenoxylate 13JUL2020 13JUL2020 |anti-diarrheal No No Alimentary Tract
(18-55 years) Atropine and Metabolism
(Antidiarrheals,
Intestinal
Antiinflammatory
/Antiinfective
Agents)
100 pg COV.00047 8 Meclizine 14JUL2020 14JUL2020 |nausea No No Alimentary Tract
(18-55 years) and Metabolism
(Antiemetics and
Antinauseants)
100 pg COV.00048 1 Acetaminophen 25APR2020 25APR2020 |Headache Yes, solicited No Nervous System
(18-55 years) AE (Analgesics)
100 pg COV.00045 1 Ibuprofen 25APR2020 25APR2020 |Fever relief Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00042 1 Multivitamin 01FEB2020 Health promotion No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
100 pg COV.00042 2 Acetaminophen 24APR2020 24APR2020 |myalgia and chills Yes, solicited No Nervous System
(18-55 years) AE (Analgesics)
100 pg COV.00042 3 Ibuprofen 02MAY2020 04MAY2020 [myalgia Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00042 4 Amphetamine 02JUL2020 attention deficit disorder No Yes Nervous System
(18-55 years) (attention (Psychoanaleptics)
deficit
| disorder:1)
FDA-CBER:2022-1614-3380808
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00056 1 Ibuprofen 05APR2020 menstrual cramps No Yes Musculo-Skeletal
(18-55 years) (Menstrual System
cramps;2) (Antiinflammatory
and Antirheumatic
Products)
250 pg COV.00093 1 Mirena 15NOV2015 Contraception No No Genito Urinary
(18-55 years) System and Sex
Hormones
(Other
Gynecologicals)
250 pug COV.00093 2 Ibuprofen 13MAY2020 14MAY2020 |fever and pain relief Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
250 pug COV.00093 3 Acetaminophen 13MAY2020 14MAY2020 |Fever and pain relief Yes, solicited No Nervous System
(18-55 years) AE (Analgesics)
250 pg COV.00095 1 Multivitamin (b) (6) health promotion No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
250 pg COV.00095 2 Mirena 15MAY2019 Contraception No No Genito Urinary
(18-55 years) System and Sex
Hormones
(Other
Gynecologicals)
250 pug COV.0009%4 1 Microgestin (b) (6) oral contraceptive No No Genito Urinary

(18-55 years)

System and Sex
Hormones

(Sex Hormones
and Modulators of
The Genital
System)

FDA-CBER-2022-1

14-3380809
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
250 pg COV.00094 2 Tylenol 16APR2020 16APR2020 |Headache Yes, solicited No Nervous System
(18-55 years) AE (Analgesics)
250 pg COV.00094 3 Calcium Carbonate 19APR2020 Acid reflux No Yes Alimentary Tract
(18-55 years) (acid reflux;1)  [and Metabolism
(Drugs for Acid
Related Disorders)
250 pg COV.0009%4 4 Ibuprofen 12MAY2020 12MAY2020 |arthralgia Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
250 pg COV.0009%4 5 Ibuprofen 17"7MAY2020 17MAY2020 |headache Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
25 pg COV.00106 1 Cetirizine 15FEB2020 Seasonal allergies No Yes Respiratory
(56-70 years) (Seasonal System
allergies;1) (Antihistamines for
Systemic Use)
25 ug COV.00106 2 Acetaminophen 07APR2020 Foot pain No No Nervous System
(56-70 years) (Analgesics)
25 ug COV.00106 3 Alprazolam 15FEB2020 Insomnia No Yes Nervous System
(56-70 years) (Insomnia;2) (Psycholeptics)
25 ug COV.00106 4 Valtrex 12MAY2020 herpes simplex No Yes Antiinfectives for
(56-70 years) (herpes Systemic Use
simplex;3) (Antivirals for
Systemic Use)
25 ug COV.00105 1 Vitamin D 30JUN2008 osteopenia No Yes Alimentary Tract

(56-70 years)

(osteopenia;4)

and Metabolism
(Vitamins)

FDA-CBER-2022-1614-3380810




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 ug COV.00105 2 Valacyclovir 30JUN2008 herpes simplex No Yes Antiinfectives for
(56-70 years) (herpes Systemic Use
simplex;6) (Antivirals for
Systemic Use)
25 ug COV.00105 3 Sertraline 15NOV2016 depression No Yes Nervous System
(56-70 years) (depression;10) [(Psychoanaleptics)
25 pg COV.00105 4 Vitamin B 30JUN2010 nutritional supplement No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
25 ug COV.00105 5 Melatonin 30JUN2010 nutritional supplement No No Nervous System
(56-70 years) (Psycholeptics)
100 pg COV.00124 1 Fish Oil 30JUN2000 Health promotion No No Various
(56-70 years) Supplement (General Nutrients)
100 pg COV.00124 2 Turmeric 30JUN2000 Health promotion No No Various
(56-70 years) Supplement (Unspecified
Herbal and
Traditional
Medicine)
100 pg COV.00124 3 B Complex 30JUN2000 Health promotion No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
100 pg COV.00124 4 Multivitamin 30JUN2000 Health promotion No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
100 pg COV.00124 5 Vitamin D3 30JUN2000 Health promotion No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
100 pg COV.00124 6 Aspirin 30JUN2000 Health promotion No No Blood and Blood
(56-70 years) forming Organs
(Antithrombotic
Agents)

44 000044
=#=o000UOo 11
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00124 7 Shingrix 17JUL2020 17JUL2020 |health promotion No No Antiinfectives for
(56-70 years) Systemic Use
(Vaccines)
25 ug COV.00113 1 Losartan 30JUN2015 Hypertension No Yes Cardiovascular
(56-70 years) (Hypertension  |System
;1) (Agents Acting On
The
Renin-Angiotensin
System)
25 ug COV.00113 2 Naproxen Sodium 30JUN2018 Arthritis No Yes Musculo-Skeletal
(56-70 years) (Arthritis;2) System
(Antiinflammatory
and Antirheumatic
Products)
25 ug COV.00113 3 Acetaminophen 30JUN2018 Arthritis No Yes Nervous System
(56-70 years) (Arthritis;2) (Analgesics)
25 pg COV.00113 4 Fluticasone 15MAR2020 Seasonal allergies No Yes Respiratory
(56-70 years) (Seasonal System
allergies;3) (Nasal
Preparations)
25 ug COV.00113 5 Vitamin D K 30JUN2017 Health promotion No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
25 ug COV.00113 6 Multivitamin 30JUN2010 Health promotion No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
25 ug COV.00113 7 Niacin 30JUN2005 Health promotion No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
25 ug COV.00113 8 Citrulline 30JUN2017 Health promotion No No Various

(56-70 years)

(General Nutrients)

FDA-CBER-2022-1614-3380812




Taken for a
Taken for an condition on
AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 pg COV.00112 1 Omega 3 30JUN2010 Health promotion No No Various
(56-70 years) (General Nutrients)
25 ug COV.00112 2 Lisinopril 28JUL2020 hypertension No Yes Cardiovascular
(56-70 years) System
(Agents Acting On
The
Renin-Angiotensin
System)
100 pg COV.00118 1 Budesonide Nasal 30JUN2019 prevention of sinus polyps  |No No Respiratory
(56-70 years) Wash System
(Nasal
Preparations)
100 pg COV.00118 2 Fluoxetine 30JUN2002 anxiety No Yes Nervous System
(56-70 years) (anxiety;7) (Psycholeptics)
100 pg COV.00118 3 Montelukast 30JUN2016 allergies to grass No Yes Respiratory
(56-70 years) (allergies to System
grass;4) (Drugs for
Obstructive
Airway Diseases)
100 pg COV.00118 4 Claritin 30JUN2010 allergies to grass No Yes Respiratory
(56-70 years) (allergies to System
grass;4) (Antihistamines for
Systemic Use)
100 pg COV.00118 5 Vitamin C 15MAR2020 health promotion No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
100 pg COV.00118 6 Ibuprofen 20APR2020 20APR2020 |Pain relief Yes, solicited No Musculo-Skeletal
(56-70 years) AE System
(Antiinflammatory
and Antirheumatic
Products)

FDA-CBER-2022-1614-3380813




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 pg COV.00117 1 Aspirin 30JUN2014 cardiovascular prophylaxis |No No Blood and Blood
(56-70 years) forming Organs
(Antithrombotic
Agents)
25 ug COV.00117 2 Vitamin D 30JUN2018 nutritional supplement No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
25 ug COV.00117 3 Cholestoff 30JUN2018 health promotion No No Cardiovascular
(56-70 years) System
(Lipid Modifying
Agents)
25 ug COV.00117 4 Ibuprofen 15MAR2020 pain relief No No Musculo-Skeletal
(56-70 years) System
(Antiinflammatory
and Antirheumatic
Products)
25 pg COV.00117 5 Ibuprofen 19MAY2020 19MAY2020 ([body aches Yes, solicited No Musculo-Skeletal
(56-70 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00128 1 Levothyroxine 30JUN1990 Idiopathic hypothyroidism  |No Yes Systemic
(56-70 years) (Idiopathic Hormonal
hypothyroidis Preparations, Excl.
m;1) Sex Hormones and

Insulins
(Thyroid Therapy)

FDA-CBER-2022-1614-3380814




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00128 2 Estradiol 15DEC2017 Hormone Replacement No No Genito Urinary
(56-70 years) System and Sex
Hormones
(Sex Hormones
and Modulators of
The Genital
System)
100 pg COV.00128 3 Progesterone 15DEC2017 Hormone Replacement No No Genito Urinary
(56-70 years) System and Sex
Hormones
(Sex Hormones
and Modulators of
The Genital
System)
100 pg COV.00128 4 Acetaminophen 20MAY2020 20MAY2020 |headache Yes, solicited No Nervous System
(56-70 years) AE (Analgesics)
100 pg COV.00128 5 Ibuprofen 20MAY2020 20MAY2020 |[myalgia Yes, solicited No Musculo-Skeletal
(56-70 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00122 1 Venlafaxine 30JUN2000 depression No Yes Nervous System
(56-70 years) (depression;1)  [(Psychoanaleptics)
100 pg COV.00122 2 Ibuprofen 19MAY2020 19MAY2020 |body aches Yes, solicited No Musculo-Skeletal
(56-70 years) AE System
(Antiinflammatory
and Antirheumatic
Products)

FDA-CBER-2022-1614-3380815

31




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00210 1 Ibuprofen 26MAY2020 | 26MAY2020 [headache No No Musculo-Skeletal
(18-55 years) System
(Antiinflammatory
and Antirheumatic
Products)
50 pg COV.00210 2 Melatonin 15FEB2019 insomnia No Yes Nervous System
(18-55 years) (insomnia;?2) (Psycholeptics)
50 pg COV.00210 3 Aleve 01JUL2020 02JUL2020 [headache and body aches Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
50 pg COV.00223 1 Aspirin 03JUL2020 03JUL2020 [headache Yes, solicited No Nervous System
(18-55 years) AE (Analgesics)
50 pg COV.00239 1 Zyrtec 07MAY2020 | 07MAY2020 |seasonal allergies No Yes Respiratory
(18-55 years) (seasonal System
allergies;1) (Antihistamines for
Systemic Use)
50 pg COV.00239 2 Doxycycline 10JUN2020 22JUN2020 |acne No No Antiinfectives for
(18-55 years) Systemic Use
(Antibacterials for
Systemic Use)
50 pg COV.00239 3 Tylenol 01JUL2020 01JUL2020 [fatigue Yes, solicited No Nervous System
(18-55 years) AE (Analgesics)
50 pg COV.00225 1 Vitamin D 30JUN2019 health promotion No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
50 pg COV.00225 2 Finasteride 08SEP2020 preventative No No Dermatologicals
(18-55 years) (Other
Dermatological
Preparations)

FDA-CBER-2022-1614-3380816




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 ug COV.00008 1 Ibuprofen 20FEB2020 20FEB2020 |muscle aches from overuse [No Yes Musculo-Skeletal
(18-55 years) (muscle aches System
from (Antiinflammatory
overuse;1) and Antirheumatic
Products)
25 ug COV.00008 2 Mvi 30JUN2015 health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
25 ug COV.00009 1 Multivitamin 15JAN2020 health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
25 ug COV.00009 2 Probiotic 15JAN2020 health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Other Alimentary
Tract and
Metabolism
Products)
25 pg COV.00009 3 Calcium 15JAN2020 health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Mineral
Supplements)
25 ug COV.00009 4 Turmeric 15JAN2020 01APR2020 |health maintenance No No Various
(18-55 years) (Unspecified
Herbal and
Traditional
Medicine)

FDA-CBER-2022-1614-3380817




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 ug COV.00009 5 Nexplanon 15SEP2019 contraception No No Genito Urinary
(18-55 years) System and Sex
Hormones
(Sex Hormones
and Modulators of
The Genital
System)
25 ug COV.00009 6 Cetirizine 17MAR2020 seasonal allergies No Yes Respiratory
(18-55 years) (seasonal System
allergies;3) (Antihistamines for
Systemic Use)
25 ug COV.00009 7 Spironolactone 02APR2020 08JUL2020 [Acne Vulgaris No Yes Cardiovascular
(18-55 years) (acne System
vulgaris;2) (Diuretics)
25 ug COV.00009 8 Advil 15JUN2020 25JUN2020 |Jaw pain Yes, No Musculo-Skeletal
(18-55 years) unsolicited AE System
(JAW (Antiinflammatory
PAIN;003) and Antirheumatic
Products)
25 ug COV.00009 9 Doxycycline 08JUL2020 23JUL2020 [Hordeolum exacerbation Yes, No Antiinfectives for
(18-55 years) unsolicited AE Systemic Use
(HORDEOLU (Antibacterials for
M Systemic Use)
EXACERBAT
ION;004)
25 ug COV.00009 10 Advil I5SMAY2020 Muscle aches from overuse |No Yes Musculo-Skeletal

(18-55 years)

(Muscle aches
from
overuse;0)

System
(Antiinflammatory
and Antirheumatic
Products)

FDA-CBER-2022-1614-3380818




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 ug COV.00009 11 Spironolactone 24JUL2020 acne vulgaris No Yes Cardiovascular
(18-55 years) (acne System
vulgaris;2) (Diuretics)
25 pg COV.00009 12 Maxitrol 08SEP2020 18SEP2020 |hordeolum exacerbation Yes, No Sensory Organs
(18-55 years) unsolicited AE (Ophthalmological
(HORDEOLU S)
M
EXACERBAT
ION;004)
25 ug COV.00010 1 Levothyroxine (b) (6) Hypothyroidism No Yes Systemic
(18-55 years) (Hypothyroid Hormonal
congenital; 1) Preparations, Excl.
Sex Hormones and
Insulins
(Thyroid Therapy)
25 pg COV.00010 2 Ibuprofen (b) (6) Muscle aches from overuse |No Yes Musculo-Skeletal
(18-55 years) (Muscle aches  [System
from (Antiinflammatory
overuse;12) and Antirheumatic
Products)
25 ug COV.00010 3 Mupirocin 2% 05JUN2020 12JUN2020 |Infected pustules Yes, No Dermatologicals
(18-55 years) unsolicited AE (Antibiotics and
(INFECTED Chemotherapeutics
PUSTULES for Dermatological
;001) Use)
25 ug COV.00007 1 Ibuprofen (b) (6) headache No Yes Musculo-Skeletal
(18-55 years) (headaches;5) System
(Antiinflammatory
and Antirheumatic
Products)
25 ug COV.00007 2 Xanax 11MAR2020 anxiety No Yes Nervous System
(18-55 years) (anxiety;4) (Psycholeptics)
FDA-CBER-2022-1614-3380819
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 ug COV.00007 3 Doxylamine 13MAR2020 insomnia No Yes Nervous System
(18-55 years) Succinate (insomnia;6) (Psycholeptics)
25 ug COV.00007 5 Loratadine 30JUN2016 seasonal allergies No Yes Respiratory
(18-55 years) (seasonal System
allergies;7) (Antihistamines for
Systemic Use)
25 ug COV.00007 6 Mvi Prenatal 21APR2020 Health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
100 pg COV.00011 1 Airborne 02MAR2020 health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
100 pg COV.00011 2 Mirena 15APR2016 contraception No No Genito Urinary
(18-55 years) System and Sex
Hormones
(Other
Gynecologicals)
100 pg COV.00011 3 Lactaid 01FEB2020 lactose intolerance No Yes Alimentary Tract
(18-55 years) (lactose and Metabolism
intolerance;3) (Digestives, Incl.
Enzymes)
100 pg COV.00011 4 Ibuprofen 14APR2020 17APR2020 |[Systemic Reactogenicity Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00011 5 Cyclobenzaprine 07MAY2020 09MAY2020 |Back muscle strain Yes, No Musculo-Skeletal
(18-55 years) unsolicited AE System
(BACK (Muscle Relaxants)
MUSCLE
STRAIN;003)
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00013 1 Fexofenadine 25FEB2020 seasonal allergies No Yes Respiratory
(18-55 years) (seasonal System
allergies;1) (Antihistamines for
Systemic Use)
100 pg COV.00013 2 Norgestimate 30JUN2017 contraception No No Genito Urinary
(18-55 years) Ethinyl Estradiol System and Sex
Hormones
(Sex Hormones
and Modulators of
The Genital
System)
100 pg COV.00013 3 Diphenhydramine 20MAR2020 | 20MAR2020 |vasodilation on bilateral Yes, No Respiratory
(18-55 years) hands unsolicited AE System
(VASODILAT (Antihistamines for
ION ON Systemic Use)
BILATERAL
HANDS;001)
100 pg COV.00013 4 Ibuprofen 14APR2020 16APR2020 |[Systemic Reactogenicity Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00013 5 Tylenol Pm 15APR2020 15APR2020 (systemic reactogenicity Yes, solicited No Nervous System
(18-55 years) AE (Analgesics)
100 pg COV.00013 6 Ibuprofen Pm 14APR2020 16APR2020 |systemic reactogenicity Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)

FDA-CBER-2022-1614-3380821
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00013 7 Ibuprofen 01JUN2020 foot pain No No Musculo-Skeletal
(18-55 years) System
(Antiinflammatory
and Antirheumatic
Products)
25 ug COV.00030 1 Trazodone 30JUN2015 insomnia No Yes Nervous System
(18-55 years) (insomnia;?2) (Psychoanaleptics)
25 pg COV.00030 2 Famotidine 30JUN2015 GERD No Yes Alimentary Tract
(18-55 years) (GERD:;3) and Metabolism
(Drugs for Acid
Related Disorders)
25 ug COV.00030 3 Flonase 30JUN2017 nasal congestion No Yes Respiratory
(18-55 years) (nasal System
congestion;4) (Nasal
Preparations)
25 ug COV.00030 4 Vitamin D 30JUN2018 health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
25 pg COV.00030 5 Flonase 30JUN2017 seasonal allergies No Yes Respiratory
(18-55 years) (seasonal System
allergies;5) (Nasal
Preparations)
25 ug COV.00030 6 Ibuprofen (b) (6) sinus headache No Yes Musculo-Skeletal
(18-55 years) (sinus System
headache;9) (Antiinflammatory
and Antirheumatic
Products)
25 ug COV.00030 7 Acetaminophen 14MAY2020 14MAY2020 |Sinus headache No Yes Nervous System
(18-55 years) (sinus (Analgesics)
headache;9)

FDA-CBER-2022-1614-3380822




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 pg COV.00030 8 Nausea Control 14MAY2020 14MAY2020 |Vomiting Yes, No Alimentary Tract
(18-55 years) unsolicited AE and Metabolism
(VOMITING (Antiemetics and
;001) Antinauseants)
25 g COV.00032 1 Tums (b) (6) GERD No Yes Alimentary Tract
(18-55 years) (gastroesophag [and Metabolism
eal reflux;2) (Drugs for Acid
Related Disorders)
25 ug COV.00032 2 Scopolamine Patch 25JUN2020 28JUN2020 |(Prophylaxis for sea No No Alimentary Tract
(18-55 years) sickness and Metabolism
(Antiemetics and
Antinauseants)
25 pg COV.00032 3 Benadryl 27JUL2020 27JUL2020 |Mosquito bites No No Respiratory
(18-55 years) System
(Antihistamines for
Systemic Use)
100 pg COV.00012 1 Vitamin C 30JUN2015 Health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
100 pg COV.00012 2 Fish Oil 30JUN2015 Health maintenance No No Various
(18-55 years) (General Nutrients)
100 pg COV.00012 3 Magnesium 30JUN2018 Health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Mineral
Supplements)
100 pg COV.00012 4 Osteo Biflex 150CT2019 Health maintenance No No Musculo-Skeletal
(18-55 years) System
(Antiinflammatory
and Antirheumatic
Products)
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00012 5 Citracal With D3 150CT2019 Health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Mineral
Supplements)
100 pg COV.00012 6 Biotin 30JUN2015 Health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
100 pg COV.00012 7 Vitamin E 30JUN2015 Health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
100 pg COV.00012 8 Advil 15DEC2019 muscle aches with activity  |No Yes Musculo-Skeletal
(18-55 years) (muscle aches System
with activity;1) |(Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00012 9 Iron 15MAY2020 Health Maintenance No No Blood and Blood
(18-55 years) forming Organs
(Antianemic
Preparations)
100 pg COV.00012 10 B Complex 16MAY2020 Health Maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
100 pg COV.00012 11 Shingrix Vaccine 18SEP2020 18SEP2020 |Health maintenance No No Antiinfectives for
(18-55 years) Systemic Use
(Vaccines)
100 pg COV.00012 12 Influenza Vaccine 010CT2020 010CT2020 |Health Maintenance No No Antiinfectives for

(18-55 years)

Systemic Use
(Vaccines)
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Taken for an

Taken for a
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AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00014 1 Olive Leaf Extract 30JUN2017 onychomycosis No Yes Various
(18-55 years) (onychomycosi |(Unspecified
s;1) Herbal and
Traditional
Medicine)
100 pg COV.00014 2 Calcium 15JAN2019 health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Mineral
Supplements)
100 pg COV.00014 3 Vitamin D3 15JAN2019 health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
100 pg COV.00014 4 Vitamin B12 15JAN2019 health maintenance No No Blood and Blood
(18-55 years) forming Organs
(Antianemic
Preparations)
100 pg COV.00014 5 Iron 15JAN2019 health maintenance No No Blood and Blood
(18-55 years) forming Organs
(Antianemic
Preparations)
100 pg COV.00014 6 Ibuprofen (b) (6) dysmenorrhea No Yes Musculo-Skeletal
(18-55 years) (dysmenorrhea [System
;2) (Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00014 7 Cbd Oil 15JAN2019 health maintenance No No Nervous System
(18-55 years) (Analgesics)
25 ug COV.00034 1 Ibuprofen (b) (6) dysmenorrhea No Yes Musculo-Skeletal
(18-55 years) (dysmenorrhea [System
;1) (Antiinflammatory
and Antirheumatic
EDA-CBER-2022-14 ?Ioqul}zcntg))q
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Taken for a
Taken for an condition on
AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 pg COV.00034 2 Vitamin D3 15NOV2019 20MAY2020 [health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
25 pg COV.00034 3 Sambucus 15NOV2019 20MAY2020 [health maintenance No No Various
(18-55 years) Elderberry (Unspecified
Herbal and
Traditional
Medicine)
25 ug COV.00034 4 Ibuprofen (b) (6) headache No Yes Musculo-Skeletal
(18-55 years) (headache;9) System
(Antiinflammatory
and Antirheumatic
Products)
25 ug COV.00034 5 Diphenhydramine 06APR2020 insomnia No Yes Nervous System
(18-55 years) (insomnia;10) (Psycholeptics)
25 pg COV.00034 6 Mirena Tud 27AUG2020 dysmenorrhea No Yes Genito Urinary
(18-55 years) (dysmenorrhea |System and Sex
;1) Hormones
(Other
Gynecologicals)
25 ug COV.00034 7 Flu Vaccine 27AUG2020 27AUG2020 |health maintenance No No Antiinfectives for
(18-55 years) Systemic Use
(Vaccines)
25 ug COV.00031 1 Fluticasone 30JUN2016 seasonal allergies No Yes Respiratory
(18-55 years) (seasonal System
allergies;1) (Nasal
Preparations)
25 ug COV.00024 1 Adderall 30JUN2005 ADD No Yes Nervous System
(18-55 years) (ADD;1) (Psychoanaleptics)
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 ug COV.00024 2 Zyrtec (b) (6) seasonal allergies No Yes Respiratory
(18-55 years) (seasonal System
allergies;2) (Antihistamines for
Systemic Use)
25 ug COV.00024 3 Mvi With Iron 30JUN2010 health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
25 pg COV.00024 5 Opcon A 30JUN2003 seasonal allergies No Yes Respiratory
(18-55 years) (seasonal System
allergies;2) (Nasal
Preparations)
25 ug COV.00024 6 Midol 22APR2020 22APR2020 |headache Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
25 ug COV.00033 1 Ibuprofen 03MAR2020 headache No Yes Musculo-Skeletal
(18-55 years) (headache;1) System
(Antiinflammatory
and Antirheumatic
Products)
25 ug COV.00033 2 Ibuprofen 31MAR2020 31MAR2020 (right neck strain Yes, No Musculo-Skeletal
(18-55 years) unsolicited AE System
(RIGHT (Antiinflammatory
NECK and Antirheumatic
STRAIN;001) Products)
25 ug COV.00028 1 Wellbutrin XI 27TMAY2011 depression No Yes Nervous System
(18-55 years) (depression;1)  [(Psychoanaleptics)
25 ug COV.00028 2 Celexa 27TMAY2011 anxiety No Yes Nervous System
(18-55 years) (anxiety;2) (Psychoanaleptics)
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Taken for a
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AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 pg COV.00028 3 Mvi (b) (6) health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
25 pg COV.00028 4 Iron 30JUN2013 health maintenance No No Blood and Blood
(18-55 years) forming Organs
(Antianemic
Preparations)
25 pg COV.00028 5 Vitamin D 15JUN2017 health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
25 ug COV.00028 6 Vitamin B12 15SEP2019 health maintenance No No Blood and Blood
(18-55 years) forming Organs
(Antianemic
Preparations)
25 ug COV.00028 7 Melatonin 15SEP2019 health maintenance No No Nervous System
(18-55 years) (Psycholeptics)
25 pg COV.00028 8 Hydroxyzine 30JUN2013 anxiety No Yes Nervous System
(18-55 years) (anxiety;2) (Psycholeptics)
25 ug COV.00028 9 Aleve 30JUN2011 muscle aches No Yes Musculo-Skeletal
(18-55 years) (muscle System
aches;3) (Antiinflammatory
and Antirheumatic
Products)
25 ug COV.00028 10 Ibuprofen 11MAR2020 orthodontic pain No Yes Musculo-Skeletal
(18-55 years) (orthodontic System
pain due to (Antiinflammatory
new braces;4) and Antirheumatic
Products)
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(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 ug COV.00028 11 Mirena 15JUN2018 birth control No No Genito Urinary
(18-55 years) System and Sex
Hormones
(Other
Gynecologicals)
25 ug COV.00028 12 Hydrocortisone 27MAR2020 27MAR2020 |[contact dermatitis Yes, No Dermatologicals
(18-55 years) Cream unsolicited AE (Corticosteroids,
(CONTACT Dermatological
DERMATITIS Preparations)
;001)
25 ug COV.00028 13 Neosporin 27MAR2020 | 28MAR2020 |cut on right index finger Yes, No Dermatologicals
(18-55 years) unsolicited AE (Antibiotics and
(CUT ON Chemotherapeutics
RIGHT for Dermatological
INDEX Use)
FINGER;002)
25 ug COV.00028 14 Triamcinolone 14APR2020 dyshidrotic eczema No Yes Dermatologicals
(18-55 years) (Dyshidrotic (Corticosteroids,
eczema;5) Dermatological
Preparations)
25 ug COV.00028 15 Hydrocortisone 14APR2020 dyshidrotic eczema No Yes Dermatologicals
(18-55 years) Cream (Dyshidrotic (Corticosteroids,
eczema;5) Dermatological
Preparations)
25 ug COV.00028 16 Ibuprofen 22APR2020 22APR2020 (systemic reactogenicity Yes, solicited No Musculo-Skeletal

(18-55 years)

AE

System
(Antiinflammatory
and Antirheumatic
Products)

FDA-CBER-2022-1614-3380829
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Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 ug COV.00028 17 Tums 15JUN2020 15JUN2020 |Indigestion No No Alimentary Tract
(18-55 years) and Metabolism
(Drugs for Acid
Related Disorders)
25 ug COV.00028 18 Clear Eyes 11JUL2020 11JUL2020 |Eye irritation No No Sensory Organs
(18-55 years) (Ophthalmological
s)
25 pg COV.00027 1 Spironolactone 15JAN2017 25FEB2020 |acne No Yes Cardiovascular
(18-55 years) System
(Diuretics)
25 ug COV.00027 2 Lexapro 03AUG2018 depression No Yes Nervous System
(18-55 years) (Psychoanaleptics)
25 ug COV.00027 3 Vitamin C With 01MAR2020 25MAR2020 |health maintenance No No Alimentary Tract
(18-55 years) Zinc and Metabolism
(Vitamins)
25 ug COV.00027 4 Multivitamin 12MAR2020 health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
25 ug COV.00027 5 Boric Acid 15DEC2019 bacterial vaginosis No Yes Genito Urinary
(18-55 years) Suppository System and Sex
Hormones
(Gynecological
Antiinfectives and
Antiseptics)
25 ug COV.00027 6 Liletta ITud 150CT2016 birth control No No Genito Urinary
(18-55 years) System and Sex
Hormones
(Other
Gynecologicals)
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Taken for an

Taken for a
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AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 pg COV.00027 7 Levocetirizine 06MAR2020 seasonal allergies No Yes Respiratory
(18-55 years) Dihydrochloride System
(Antihistamines for
Systemic Use)
25 ug COV.00027 8 Ibuprofen 25MAR2020 25MAR2020 [headache Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
25 ug COV.00026 1 Multivitamin 15JUN2019 health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
25 ug COV.00026 2 Ibuprofen (b) (6) headache No Yes Musculo-Skeletal
(18-55 years) (headache;2) System
(Antiinflammatory
and Antirheumatic
Products)
25 pg COV.00026 3 Acetaminophen (b) (6) headache No Yes Nervous System
(18-55 years) (headache;2) (Analgesics)
25 ug COV.00026 4 Afrin Nasal 30JUN2016 nasal congestion No Yes Respiratory
(18-55 years) (nasal System
congestion;3) (Nasal
Preparations)
25 ug COV.00026 5 Ibuprofen 03MAY2020 04MAY2020 |muscle strain Yes, No Musculo-Skeletal
(18-55 years) unsolicited AE System
(MUSCLE (Antiinflammatory
STRAIN;005) and Antirheumatic
Products)
25 ug COV.00026 6 Betadine Wash 02JUL2020 06JUL2020 [Puncture wound Yes, No Dermatologicals
(18-55 years) unsolicited AE (Antiseptics and
(PUNCTURE Disinfectants)
WOUND;007) [
EDA-CBER-2022-1614-3380831
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Taken for an

Taken for a
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AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 pg COV.00029 1 Allertec 30JUN2010 seasonal allergies No Yes Respiratory
(18-55 years) (seasonal System
allergies;1) (Antihistamines for
Systemic Use)
25 pg COV.00029 2 Amlactin 30JUN2010 hereditary ichthyosis No Yes Dermatologicals
(18-55 years) (hereditary (Emollients and
ichthyosis;3) Protectives)
25 ug COV.00029 3 Albuterol 30JUN2004 exercise induced asthma No Yes Respiratory
(18-55 years) (exercise System
induced (Drugs for
asthma;2) Obstructive
Airway Diseases)
25 ug COV.00029 4 Dulera 30JUN2015 exercise induced asthma No Yes Respiratory
(18-55 years) (exercise System
induced (Drugs for
asthma;2) Obstructive
Airway Diseases)
25 ug COV.00029 5 Acetaminophen 18MAY2020 18MAY2020 |Headache prophylaxis No No Nervous System
(18-55 years) (Analgesics)
25 pg COV.00029 6 Clotrimazole 13JUL2020 Hereditary ichthyosis No Yes Dermatologicals
(18-55 years) Cream (hereditary (Antifungals for
ichthyosis;3) Dermatological
Use)
250 pg COV.00080 1 Duloxetine 18JUL2017 Depression No Yes Nervous System
(18-55 years) (Depression;1)  [(Psychoanaleptics)
250 pg COV.00080 2 Mirena 030CT2017 Contraception No No Genito Urinary

(18-55 years)

System and Sex
Hormones
(Other
Gynecologicals)
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(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
250 pg COV.00080 3 Ketoconazole 15DEC2019 30APR2020 |[Tinea versicolor No Yes Dermatologicals
(18-55 years) (Tinea (Antifungals for
versicolor;2) Dermatological
Use)
250 pg COV.00080 5 Ibuprofen 05MAY2020 07MAY2020 |Systemic reactogenicity Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
250 pg COV.00083 1 Omeprazole 14FEB2020 08MAY2020 |GERD No Yes Alimentary Tract
(18-55 years) (GERD;2) and Metabolism
(Drugs for Acid
Related Disorders)
250 pug COV.00083 2 Emergen C 30JUN2010 health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
250 pg COV.00083 3 Tums 28MAY2020 GERD No Yes Alimentary Tract
(18-55 years) (GERD:;2) and Metabolism
(Drugs for Acid
Related Disorders)
250 pg COV.00079 1 Levonorgestrel 23DEC2016 Birth control No No Genito Urinary
(18-55 years) Ethinyl Estradiol System and Sex
Hormones
(Sex Hormones
and Modulators of
The Genital
System)
250 pug COV.00079 2 Hair Nails Skin 02MAR2020 Health Maintenance No No Dermatologicals
(18-55 years) Supplement Biotin (Other
Dermatological
Preparations)
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Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
250 pug COV.00079 3 Tylenol 08APR2020 10APR2020 |pain in arm Yes, solicited No Nervous System
(18-55 years) AE (Analgesics)
250 pug COV.00079 4 Robitussin 03MAY2020 03MAY2020 |Sore throat Yes, No Respiratory
(18-55 years) unsolicited AE System
(SORE (Cough and Cold
THROAT;002) Preparations)
250 pg COV.00079 5 Diflucan 20JUN2020 20JUN2020 |Vaginal Itching Yes, No Antiinfectives for
(18-55 years) unsolicited AE Systemic Use
(VAGINAL (Antimycotics for
ITCHING;003) Systemic Use)
250 pg COV.00079 6 Lidocaine 2% Gel 20JUN2020 24JUN2020 |Anal fissure Yes, No Cardiovascular
(18-55 years) unsolicited AE System
(ANAL (Vasoprotectives)
FISSURE;004)
250 pug COV.00079 7 Macrobid 20AUG2020 25AUG2020 |UTI Yes, No Antiinfectives for
(18-55 years) unsolicited AE Systemic Use
(UTIL;005) (Antibacterials for
Systemic Use)
250 pg COV.00081 1 Mvi 15NOV2019 health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
250 pg COV.00081 2 Ibuprofen 15JAN2020 muscle aches with activity  |No Yes Musculo-Skeletal
(18-55 years) (muscle aches System
with activity;1) |(Antiinflammatory
and Antirheumatic
Products)
250 pg COV.00081 3 Acetaminophen 06MAY2020 08MAY2020 |Systemic reactogenicity Yes, solicited No Nervous System

(18-55 years)

AE

(Analgesics)

FDA-CBER-2022-1614-3380834
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250 pug COV.00081 4 Normal Saline 06MAY2020 06MAY2020 |Systemic reactogenicity Yes, solicited No Blood and Blood
(18-55 years) AE forming Organs
(Blood Substitutes
and Perfusion
Solutions)
250 pg COV.00081 5 Acetaminophen 05JUN2020 10JUN2020 |Epididymitis Yes, No Nervous System
(18-55 years) unsolicited AE (Analgesics)
(EPIDIDYMIT
1S;007)
250 pg COV.00087 1 Mirena 14AUG2018 Contraception No No Genito Urinary
(18-55 years) System and Sex
Hormones
(Other
Gynecologicals)
250 pug COV.00087 2 Curology Lotion 15NOV2018 Acne No Yes Dermatologicals
(18-55 years) (Acne;l) (Anti-Acne
Preparations)
250 pug COV.00087 3 Acetaminophen 30JUN2016 Menstrual cramps No Yes Nervous System
(18-55 years) (Menstrual (Analgesics)
cramps;?2)
250 pg COV.00087 4 Nuun Supplement 30JUN2019 health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Antidiarrheals,
Intestinal
Antiinflammatory
/Antiinfective
Agents)
250 pug COV.00087 5 Acetaminophen 13APR2020 13APR2020 |Headache Yes, solicited No Nervous System
(18-55 years) AE (Analgesics)
250 pug COV.00087 6 Sulfur And 26APR2020 rosacea No Yes Dermatologicals
(18-55 years) Salicylic Acid (rosacea;4) (Emollients and
Soap B Protectives)
EDA-CBER-2022-1814-3380835
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250 pug COV.00087 7 Acetaminophen 11MAY2020 Systemic reactogenicity Yes, solicited No Nervous System
(18-55 years) AE (Analgesics)
250 pg COV.00087 8 Carbamide 04JUN2020 Teeth discoloration No Yes Alimentary Tract
(18-55 years) Peroxide (Teeth and Metabolism
discoloration (Stomatological
;5) Preparations)
250 pg COV.00087 9 Loratadine 06JUL2020 seasonal allergies No Yes Respiratory
(18-55 years) (Seasonal System
allergies;6) (Antihistamines for
Systemic Use)

250 pg COV.00085 1 Bupropion 04MAY2019 Depression No Yes Nervous System
(18-55 years) (Depression;1)  [(Psychoanaleptics)
250 pg COV.00085 2 Lexapro 07NOV2019 17APR2020 |Depression No Yes Nervous System
(18-55 years) (Depression;1)  [(Psychoanaleptics)

250 pg COV.00085 3 Vitamin D 30JAN2018 health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
250 pug COV.00085 4 Cymbalta 17APR2020 11AUG2020 |depression No Yes Nervous System
(18-55 years) (Depression;1)  [(Psychoanaleptics)
250 pug COV.00085 5 Zofran 12MAY2020 12MAY2020 |nausea Yes, solicited No Alimentary Tract
(18-55 years) AE and Metabolism
(Antiemetics and
Antinauseants)
250 pug COV.00085 6 Acetaminophen 12MAY2020 12MAY2020 |system reactogenicity Yes, solicited No Nervous System
(18-55 years) AE (Analgesics)
250 pug COV.00085 7 Ibuprofen 12MAY2020 12MAY2020 |systemic reactogenicity Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)

FDA-CBER-2022-1614-3380836
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
250 pug COV.00085 8 Lamotrigine 03AUG2020 Depression No Yes Nervous System
(18-55 years) (Depression;1) | (Psychoanaleptics)
250 pg COV.00086 1 Vitamin D 15JAN2020 health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
250 pg COV.00086 2 Vitamin B12 15JAN2020 health maintenance No No Blood and Blood
(18-55 years) forming Organs
(Antianemic
Preparations)
250 pg COV.00086 3 Cetirizine 30JUN2015 allergies No Yes Respiratory
(18-55 years) (seasonal System
allergies;1) (Antihistamines for
Systemic Use)
250 pg COV.00086 4 Ibuprofen 30JUN2004 muscle aches No Yes Musculo-Skeletal
(18-55 years) (muscle System
aches;2) (Antiinflammatory
and Antirheumatic
Products)
250 pug COV.00086 5 Ibuprofen 13APR2020 14APR2020 |Headache Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
250 pg COV.00086 6 Ibuprofen 11MAY2020 13MAY2020 |Systemic reactogenicity Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
250 pg COV.00086 7 Tums 25MAY2020 02JUN2020 (Indigestion Yes, No Alimentary Tract
(18-55 years) unsolicited AE and Metabolism
(INDIGESTIO (Drugs for Acid
N;007) Related Disorders)
380837

EDA-CBER-2022-14

14-3
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
250 pg COV.00086 8 Benefiber 07JUN2020 21JUN2020 |Indigestion Yes, No Various
(18-55 years) unsolicited AE (General Nutrients)
(INDIGESTIO
N;007)
250 pg COV.00084 1 Buspirone 15MAR2015 Anxiety No Yes Nervous System
(18-55 years) (Anxiety;4) (Psycholeptics)
250 pg COV.00084 2 Sertraline 15MAR2015 Depression No Yes Nervous System
(18-55 years) (Depression;3)  [(Psychoanaleptics)
250 pg COV.00084 3 Fluticasone 08APR2020 Seasonal allergies No Yes Respiratory
(18-55 years) (Seasonal System
allergies;2) (Nasal
Preparations)
250 pg COV.00084 4 Ibuprofen 14APR2020 14APR2020 |Pain at injection site Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
250 pug COV.00084 5 Ibuprofen 24APR2020 27APR2020 |muscle strain in neck Yes, No Musculo-Skeletal
(18-55 years) unsolicited AE System
(MUSCLE (Antiinflammatory
STRAIN IN and Antirheumatic
NECK;001) Products)
250 pg COV.00084 6 Ibuprofen 11MAY2020 12MAY2020 |Systemic reactogenicity Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
250 pg COV.00084 7 Ibuprofen 16MAY2020 16MAY2020 ([Systemic reactogenicity Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
EDA-CBER-2022-14 Hoqdql}zcntg)m
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
250 pug COV.00084 8 Ibuprofen 30JUN2015 Headaches No Yes Musculo-Skeletal
(18-55 years) (Headaches;9)  [System
(Antiinflammatory
and Antirheumatic
Products)
25 ug COV.00153 1 Sildenafil 11NOV2013 Erectile Dysfunction No Yes Genito Urinary
(>71 years) (Erectile System and Sex
dysfunction;1) |Hormones
(Urologicals)
25 ug COV.00153 2 Omeprazole 14DEC2019 GERD No Yes Alimentary Tract
(>71 years) (GERD;2) and Metabolism
(Drugs for Acid
Related Disorders)
25 ug COV.00153 3 Saline Nasal Spray 15DEC2019 Post nasal drip No Yes Respiratory
(=71 years) (Post nasal System
drip;4) (Nasal
Preparations)
25 pg COV.00153 4 Mvi 30JUN2000 Health maintenance No No Alimentary Tract
(>71 years) and Metabolism
(Vitamins)
25 ug COV.00153 5 Vitamin C 30JUN2000 Health maintenance No No Alimentary Tract
(>71 years) and Metabolism
(Vitamins)
25 ug COV.00153 6 Vitamin D 30JUN2010 Health maintenance No No Alimentary Tract
(>71 years) and Metabolism
(Vitamins)
25 ug COV.00153 7 Calcium 30JUN2010 Health maintenance No No Alimentary Tract

(>71 years)

and Metabolism
(Mineral
Supplements)

FDA-CBER-2022-1614-3380839
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 pg COV.00153 8 Imodium 30JUN2010 Diarrhea No Yes Alimentary Tract
(=71 years) (Diarrhea;5) and Metabolism
(Antidiarrheals,
Intestinal
Antiinflammatory
/Antiinfective
Agents)
25 ug COV.00153 9 Asa 30JUN2010 Headache No Yes Nervous System
(>71 years) (Headache;12)  [(Analgesics)
25 ug COV.00153 10 Cortisone Cream 30JUN2019 Dermatitis No Yes Dermatologicals
(>71 years) (Dermatitis;13) [(Corticosteroids,
Dermatological
Preparations)
25 ug COV.00153 11 Clotrimazole 30JUN2019 Dermatitis No Yes Dermatologicals
(=71 years) (Dermatitis;13)  |(Antifungals for
Dermatological
Use)
25 ug COV.00153 12 Terbinafine 30JUN2019 Dermatitis No Yes Dermatologicals
(>71 years) (Dermatitis;13) [(Antifungals for
Dermatological
Use)
25 ug COV.00153 13 Triple Antibiotic 30MAY2020 06JUN2020 |Pustule Yes, No Dermatologicals
(>71 years) Ointment unsolicited AE (Antibiotics and
(PUSTULE Chemotherapeutics
;002) for Dermatological
Use)
25 ug COV.00155 1 Vitamin D 30JUN2010 Health maintenance No No Alimentary Tract

(>71 years)

and Metabolism
(Vitamins)

FDA-CBER-2022-1614-3380840
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 pg COV.00155 2 Calcium 30JUN2010 Health maintenance No No Alimentary Tract
(=71 years) and Metabolism
(Mineral
Supplements)
25 pg COV.00155 3 Melatonin 30JUN2019 Insomnia No Yes Nervous System
(=71 years) (Insomnia;5) (Psycholeptics)
25 ug COV.00155 4 Antibiotic 01JUN2020 11JUN2020 |Burn Yes, No Dermatologicals
(>71 years) Ointment unsolicited AE (Antibiotics and
(BURNL Chemotherapeutics
FOREARM for Dermatological
;004) Use)
25 ug COV.00158 1 Ranitidine 30JUN2011 20MAY2020 |GERD No Yes Alimentary Tract
(=71 years) (GERD;1) and Metabolism
(Drugs for Acid
Related Disorders)
25 pg COV.00158 2 Aleve 30JUN2016 Muscle pain from activity No Yes Musculo-Skeletal
(=71 years) (MUSCLE System
PAIN FROM (Antiinflammatory
ACTIVITY;2) |and Antirtheumatic
Products)
25 ug COV.00158 3 Famotidine 20MAY2020 GERD No Yes Alimentary Tract
(>71 years) (GERD:;1) and Metabolism
(Drugs for Acid
Related Disorders)
25 ug COV.00158 4 Melatonin 30JUN2017 Insomnia No Yes Nervous System
(=71 years) (Insomnia; 10) (Psycholeptics)
25 ug COV.00156 1 Benadryl 30JUN2016 Seasonal allergies No Yes Respiratory
(>71 years) (Seasonal System
allergies;4) (Antihistamines for

Systemic Use)

FDA-CBER-2022-1614-3380841
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 ug COV.00156 2 Fluticasone Spray 30JUN2016 Seasonal allergies No Yes Respiratory
(=71 years) (Seasonal System
allergies;4) (Nasal
Preparations)
25 ug COV.00156 3 Probiotic 30JUN2017 Health Maintenance No No Alimentary Tract
(>71 years) and Metabolism
(Other Alimentary
Tract and
Metabolism
Products)
25 ug COV.00156 4 Prostate 5 Lx 30JUN2017 BPH No Yes Various
(=71 years) (Benign (Unspecified
prostatic Herbal and
hyperplasia;1) |Traditional
Medicine)
25 ug COV.00156 5 Ibuprofen 30JUN2016 Insomnia No Yes Musculo-Skeletal
(=71 years) (Insomnia;5) System
(Antiinflammatory
and Antirheumatic
Products)
25 ug COV.00156 6 Antibiotic Itch 03JUN2020 03JUN2020 |Itching Yes, No Dermatologicals
(>71 years) Cream unsolicited AE (Corticosteroids,
(ITCHING AT Dermatological
INJECTION Preparations)
SITE;005)
25 ug COV.00156 7 Shingrix Vaccine 16JUL2020 16JUL2020 |health maintenance No No Antiinfectives for
(=71 years) Systemic Use
(Vaccines)
25 ug COV.00160 1 Sertraline 15SMAR2018 Post-traumatic stress No Yes Nervous System
(=71 years) disorder (Posttraumatic  [(Psycholeptics)
stress
disorder;1)
FDA-CBER-2022-1614-3380842
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 pg COV.00160 2 Multivitamin 30JUN2000 Health maintenance No No Alimentary Tract
(=71 years) and Metabolism
(Vitamins)
25 pg COV.00160 3 Aspirin 30JUN2005 Health maintenance No No Blood and Blood
(=71 years) forming Organs
(Antithrombotic
Agents)
25 ug COV.00160 4 Calcium 30JUN2005 Health maintenance No No Alimentary Tract
(>71 years) Magnesium Zinc and Metabolism
Supplement (Mineral
Supplements)
25 ug COV.00160 5 Fluoride Dental 24JAN2018 Health maintenance No No Alimentary Tract
(=71 years) Cream and Metabolism
(Stomatological
Preparations)
25 ug COV.00160 6 Naprosyn 30JUN2016 Muscle aches No No Musculo-Skeletal
(>71 years) System
(Antiinflammatory
and Antirheumatic
Products)
25 ug COV.00160 7 Nettle Tea 15APR2020 Seasonal allergies No Yes Various
(>71 years) (Seasonal (Unspecified
allergies;7) Herbal and
Traditional
Medicine)
25 ug COV.00160 8 Tylenol 05MAY2020 L upper torso Yes, No Nervous System
(=71 years) musculoskeletal pain unsolicited AE (Analgesics)
(L UPPER
TORSO
MUSCULOSK
ELETAL
PAIN;001)
FDA-CBER-2022-1614-3380843
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 ug COV.00160 9 Acetaminophen 13JUN2020 13JUN2020 |Seasonal allergies No Yes Nervous System
(=71 years) (Seasonal (Analgesics)
allergies;7)
100 pg COV.00184 1 Ibuprofen 30JUN2000 Ankle pain No Yes Musculo-Skeletal
(=71 years) (Ankle pain;1) |System
(Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00184 2 Acetaminophen 30JUN2000 Ankle pain No Yes Nervous System
(=71 years) (Ankle pain;1)  |(Analgesics)
100 pg COV.00184 3 Azelaic Acid 30JUN2015 Rosacea No Yes Dermatologicals
(>71 years) (Rosacea;7) (Anti-Acne
Preparations)
100 pg COV.00184 4 Acetaminophen 13MAY2020 13MAY2020 ([Systemic reactogenicity Yes, solicited No Nervous System
(=71 years) AE (Analgesics)
100 pg COV.00184 5 Ibuprofen 09JUN2020 09JUN2020 |Systemic reactogenicity Yes, solicited No Musculo-Skeletal
(=71 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00184 6 Ibuprofen 05JUL2020 05JUL2020 [muscle soreness Yes, No Musculo-Skeletal
(=71 years) unsolicited AE System
(MUSCLE (Antiinflammatory
SORENESS and Antirheumatic
;002) Products)
25 ug COV.00157 1 Lisinopril 110CT2017 HTN No Yes Cardiovascular
(>71 years) Hydrochlorothiazid (essential System
e hypertension;1) |(Agents Acting On
The

Renin-Angiotensin
System)

FDA-CBER-2022-1614-3380844




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 ug COV.00157 2 Lipitor 22JAN2019 hyperlipidemia No Yes Cardiovascular
(=71 years) (hyperlipidemi  [System
a;2) (Lipid Modifying
Agents)
25 ug COV.00157 3 Flonase 30JUN2008 allergic rhinitis No Yes Respiratory
(>71 years) (allergic System
rhinitis;3) (Nasal
Preparations)
25 ug COV.00157 4 Cromolyn Eye 30JUN2015 conjunctivitis No Yes Sensory Organs
(>71 years) Drops (conjunctivitis  [(Ophthalmological
4) s)
25 ug COV.00157 5 Prilosec 24SEP2007 esophageal reflux No Yes Alimentary Tract
(=71 years) (esophageal and Metabolism
reflux;5) (Drugs for Acid
Related Disorders)
25 ug COV.00157 6 Multivitamin 30JUN2000 health maintenance No No Alimentary Tract
(=71 years) and Metabolism
(Vitamins)
25 ug COV.00157 7 Probiotic 30JUN2010 health maintenance No No Alimentary Tract
(=71 years) and Metabolism
(Other Alimentary
Tract and
Metabolism
Products)
25 ug COV.00157 8 Milk Thistle 30JUN2010 health maintenance No No Various
(>71 years) (Unspecified
Herbal and
Traditional
Medicine)
25 ug COV.00157 9 Coenzyme Q10 30JUN2015 health maintenance No No Cardiovascular
(>71 years) System
EDA-CBER-2022-14 ggaqrg&%%gherapy)
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 ug COV.00157 10 Ibuprofen 30JUN2000 muscle pain No No Musculo-Skeletal
(>71 years) System
(Antiinflammatory
and Antirheumatic
Products)
25 ug COV.00157 11 Zinc 15MAR2020 health maintenance No No Alimentary Tract
(>71 years) and Metabolism
(Mineral
Supplements)
25 ug COV.00157 12 Tylenol 18JUN2020 25JUN2020 |postoperative pain Yes, No Nervous System
(>71 years) unsolicited AE (Analgesics)
(POST
OPERATIVE
PAIN;002)
25 ug COV.00157 13 Oxycodone 17JUN2020 17JUN2020 |postoperative pain Yes, No Nervous System
(=71 years) unsolicited AE (Analgesics)
(POST
OPERATIVE
PAIN;002)
25 ug COV.00157 14 Ibuprofen 18JUN2020 27JUN2020 |postoperative pain Yes, No Musculo-Skeletal
(>71 years) unsolicited AE System
(POST (Antiinflammatory
OPERATIVE and Antirheumatic
PAIN;002) Products)
25 ug COV.00154 1 Simvastatin 11APR2011 hyperlipidemia No Yes Cardiovascular
(=71 years) (hyperlipidemi  |System
a;1) (Lipid Modifying
Agents)
25 g COV.00154 2 Famotidine 17DEC2019 GERD No Yes Alimentary Tract
(=71 years) (GERD:;2) and Metabolism
(Drugs for Acid
Related Disorders)
FDA-CBER-2022-1614-3380846




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 pg COV.00154 3 Terazosin 070CT2014 BPH No Yes Genito Urinary
(=71 years) (BPH;3) System and Sex
Hormones
(Urologicals)
25 ug COV.00154 4 Coricidin 30JUN1979 seasonal allergies No Yes Nervous System
(>71 years) (seasonal (Analgesics)
allergies;4)
25 ug COV.00154 5 Ibuprofen 30JUN2018 sinus headache No Yes Musculo-Skeletal
(>71 years) (sinus System
headache;9) (Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00169 1 Calcium Vitamin 30JUN2005 Osteopenia No Yes Alimentary Tract
(=71 years) D (Osteopenia;1) [and Metabolism
(Mineral
Supplements)
100 pg COV.00169 2 Magnesium Zinc 30JUN2005 Health maintenance No No Alimentary Tract
(=71 years) and Metabolism
(Mineral
Supplements)
100 pg COV.00169 3 Ibuprofen 30JUN1980 Headache No Yes Musculo-Skeletal
(>71 years) (Headache;5) System
(Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00169 4 Tums 30JUN2000 Heartburn No Yes Alimentary Tract
(=71 years) (Heartburn;4) and Metabolism

(Drugs for Acid
Related Disorders)

FDA-CBER-2022-1614-3380847




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00169 5 Benadryl 30JUN2000 Sinus congestion No Yes Respiratory
(=71 years) (Sinus System
congestion;6) (Antihistamines for
Systemic Use)
100 pg COV.00169 6 Hydrocortisone 15MAR2020 Dermatitis No Yes Dermatologicals
(>71 years) Cream (Dermatitis;3) (Corticosteroids,
Dermatological
Preparations)
25 ug COV.00167 1 Ibuprofen 30JUN1980 muscle soreness with No Yes Musculo-Skeletal
(>71 years) activity (muscle System
soreness with (Antiinflammatory
activity;3) and Antirheumatic
Products)
25 ug COV.00167 2 Acetaminophen 30JUN1980 muscle soreness with No Yes Nervous System
(=71 years) activity (muscle (Analgesics)
soreness with
activity;3)

25 ug COV.00167 3 Trazodone 22MAY2018 insomnia No Yes Nervous System
(>71 years) (insomnia; 1) (Psychoanaleptics)
25 ug COV.00167 4 Hctz 06JAN2017 hypertension No Yes Cardiovascular

(>71 years) (hypertension System
;2) (Diuretics)
25 ug COV.00166 1 Lisinopril Hetz 150CT2007 HTN No Yes Cardiovascular
(>71 years) (Hypertension  [System
;1) (Agents Acting On
The
Renin-Angiotensin
System)
25 ug COV.00166 2 Crestor 15AUG2008 Hypercholesterolemia No Yes Cardiovascular
(=71 years) (Hypercholeste [System
remia;2) (Lipid Modifying
EDA-CBER-2022-14 %A‘Agglﬂl}zﬁma
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 ug COV.00166 3 Pepcid 27JAN2012 GERD No Yes Alimentary Tract
(=71 years) (GERD:4) and Metabolism
(Drugs for Acid
Related Disorders)
25 pg COV.00166 4 Tamsulosin 03JAN2019 BPH No Yes Genito Urinary
(>71 years) (BPH;5) System and Sex
Hormones
(Urologicals)
25 ug COV.00166 5 Tadalafil 10MAR2020 Erectile dysfunction No Yes Genito Urinary
(271 years) (Erectile System and Sex
dysfunction;6) |Hormones
(Urologicals)
25 ug COV.00166 6 Vitamin D 30JUN2010 Health maintenance No No Alimentary Tract
(=71 years) and Metabolism
(Vitamins)
25 ug COV.00166 7 Acetaminophen 30JUN2005 Muscle pain No No Nervous System
(=71 years) (Analgesics)
100 pg COV.00178 1 Multivitamin 30JUN2018 Health Maintenance No No Alimentary Tract
(=71 years) and Metabolism
(Vitamins)
100 pg COV.00178 2 Fish Oil 30JUN2018 Health Maintenance No No Various
(=71 years) (General Nutrients)
100 pg COV.00178 3 Vitamin C 30JUN2018 Health Maintenance No No Alimentary Tract
(=71 years) and Metabolism
(Vitamins)
100 pg COV.00178 4 Potassium 30JUN2018 Health Maintenance No No Alimentary Tract

(>71 years)

and Metabolism
(Mineral
Supplements)

FDA-CBER-2022-1614-3380849
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00178 5 Magnesium 30JUN2018 Health Maintenance No No Alimentary Tract
(=71 years) and Metabolism
(Mineral
Supplements)
100 pg COV.00178 6 Ferrous Gluconate 30JUN2018 Health Maintenance No No Blood and Blood
(>71 years) forming Organs
(Antianemic
Preparations)
100 pg COV.00178 7 Claritin D 30JUN2017 seasonal allergies No Yes Respiratory
(>71 years) (Seasonal System
allergies;3) (Nasal
Preparations)
100 pg COV.00178 8 Nicotine Gum 30JUN2005 Health Maintenance No No Nervous System
(=71 years) (Other Nervous
System Drugs)
100 pg COV.00178 9 Aleve 30JUN2000 Osteoarthritis No Yes Musculo-Skeletal
(=71 years) (Osteoarthritis ~ [System
;4) (Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00178 10 Asa 30JUN2000 Osteoarthritis No Yes Nervous System
(=71 years) (Osteoarthritis | (Analgesics)
i4)
100 pg COV.00178 11 Aleve Pm 30JUN2017 Osteoarthritis No Yes Musculo-Skeletal
(>71 years) (Osteoarthritis ~ [System
;4) (Antiinflammatory
and Antirheumatic
Products)
25 ug COV.00159 1 Acetaminophen 01MAY2020 Low back pain No Yes Nervous System
(=71 years) (Low back (Analgesics)
pain;12)

FDA-CBER-2022-1614-3380850




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
25 ug COV.00159 2 Hydrocortisone 14MAY2020 cold sores No Yes Dermatologicals
(=71 years) Cream (cold sores;14)  [(Corticosteroids,
Dermatological
Preparations)
100 pg COV.00168 1 Lisinopril 30JUN2015 Ruptured blood vessel in No Yes Cardiovascular
(>71 years) eyes (Blood vessel System
rupture in (Agents Acting On
eyes;1) The
Renin-Angiotensin
System)
100 pg COV.00168 2 Acyclovir 30JUN2005 Genital herpes No Yes Antiinfectives for
(=71 years) (Genital Systemic Use
Herpes;2) (Antivirals for
Systemic Use)
100 pg COV.00168 3 Probiotic Just 15FEB2020 Health Maintenance No No Alimentary Tract
(=71 years) Thrive and Metabolism
(Other Alimentary
Tract and
Metabolism
Products)
100 pg COV.00168 4 Centrum Silver 30JUN2002 Health maintenance No No Alimentary Tract
(>71 years) Multivitamin and Metabolism
(Vitamins)
100 pg COV.00168 5 Imodium 30JUN2017 Irritable bowel syndrome No Yes Alimentary Tract
(=71 years) (Irritable bowel [and Metabolism
syndrome;3) (Antidiarrheals,
Intestinal
Antiinflammatory
/Antiinfective
Agents)
100 pg COV.00168 6 Tylenol 02JUN2020 03JUN2020 |Systemic reactogenicity Yes, solicited No Nervous System
(>71 years) AE (Analgesics)
FDA-CBER-2022-1614-3380851
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00168 7 Benadryl 13JUN2020 14JUN2020 |Skin rash Yes, No Respiratory
(=71 years) unsolicited AE System
(SKIN (Antihistamines for
RASH;003) Systemic Use)
100 pg COV.00168 8 Tylenol 27JUN2020 27JUN2020 |sinus headache No Yes Nervous System
(>71 years) (sinus (Analgesics)
headache;10)
100 pg COV.00173 1 Aleve 30JUN2012 Arthritis No Yes Musculo-Skeletal
(>71 years) (Arthritis; 1) System
(Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00173 2 Calmacid 30JUN2017 Heartburn No Yes Alimentary Tract
(=71 years) (Heartburn;7) and Metabolism
(Drugs for Acid
Related Disorders)
100 pg COV.00173 3 Multivitamin 30JUN1988 Health Maintenance No No Alimentary Tract
(=71 years) and Metabolism
(Vitamins)
100 pg COV.00173 4 Probiotics 150CT2019 Health Maintenance No No Alimentary Tract
(>71 years) and Metabolism
(Other Alimentary
Tract and
Metabolism
Products)
100 pg COV.00173 5 Aleve 09JUN2020 09JUN2020 |Systemic reactogenicity Yes, solicited No Musculo-Skeletal
(=71 years) AE System
(Antiinflammatory
and Antirheumatic
Products)

FDA-CBER-2022-1614-3380852




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00176 1 Acetaminophen 30JUN2000 Shoulder bursitis No Yes Nervous System
(=71 years) (L shoulder (Analgesics)
bursitis; 1)
100 pg COV.00176 2 Tums 05JUL2020 GERD No Yes Alimentary Tract
(=71 years) (GERD;2) and Metabolism
(Drugs for Acid
Related Disorders)
100 pg COV.00186 1 Muvi 30JUN2010 health maintenance No No Alimentary Tract
(>71 years) and Metabolism
(Vitamins)
100 pg COV.00186 2 Calcium With 30JUN2010 health maintenance No No Alimentary Tract
(=71 years) Vitamin D and Metabolism
(Mineral
Supplements)
100 pg COV.00186 3 Benadryl 30JUN2010 seasonal allergies No Yes Respiratory
(=71 years) (seasonal System
allergies;1) (Antihistamines for
Systemic Use)
100 pg COV.00186 4 Zyrtec 30JUN2010 seasonal allergies No Yes Respiratory
(=71 years) (seasonal System
allergies;1) (Antihistamines for
Systemic Use)
100 pg COV.00186 5 Ceftin 05AUG2020 10AUG2020 |UTI Yes, No Antiinfectives for
(=71 years) unsolicited AE Systemic Use
(UTL;002) (Antibacterials for
Systemic Use)
100 pg COV.00172 1 Ranitidine 07NOV2005 24APR2020 |GERD No Yes Alimentary Tract
(>71 years) (GERD:;1) and Metabolism

(Drugs for Acid
Related Disorders)

FDA-CBER-2022-1614-3380853




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00172 2 Mvi 30JUN1950 Health maintenance No No Alimentary Tract
(=71 years) and Metabolism
(Vitamins)
100 pg COV.00172 3 Coenzyme Q10 30JUN1998 Health maintenance No No Cardiovascular
(>71 years) System
(Cardiac Therapy)
100 pg COV.00172 4 Vitamin D3 30JUN1998 Health maintenance No No Alimentary Tract
(>71 years) and Metabolism
(Vitamins)
100 pg COV.00172 5 Aspirin 30JUN2016 Health maintenance No No Blood and Blood
(>71 years) forming Organs
(Antithrombotic
Agents)
100 pg COV.00172 6 Calcium 30JUN2000 Health maintenance No No Alimentary Tract
(=71 years) and Metabolism
(Mineral
Supplements)
100 pg COV.00172 7 Fish Oil 30JUN1998 Health maintenance No No Various
(=71 years) (General Nutrients)
100 pg COV.00172 8 Prilosec 24APR2020 GERD No Yes Alimentary Tract
(=71 years) (GERD:;1) and Metabolism
(Drugs for Acid
Related Disorders)
100 pg COV.00177 1 Efudex 09MAY2020 08JUN2020 |Squamous cell carcinoma No Yes Antineoplastic and
(>71 years) (Squamous cell [Immunomodulatin
carcinoma;7) g Agents
(Antineoplastic
Agents)

FDA-CBER-2022-1614-3380854
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00177 2 Triamcinolone 09JUN2020 30JUN2020 |Irritant contact dermatitis Yes, No Dermatologicals
(=71 years) unsolicited AE (Corticosteroids,
(IRRITANT Dermatological
CONTACT Preparations)
DERMATITIS
;001)
100 pg COV.00177 3 Lidocaine 26AUG2020 26AUG2020 |Neoplasm Yes, No Nervous System
(>71 years) unsolicited AE (Anesthetics)
(SQUAMOUS
CELL
CARCINOMA
;003)
100 pg COV.00174 1 Lisinopril Hetz 19NOV2013 HTN No Yes Cardiovascular
(=71 years) (HTN;2) System
(Agents Acting On
The
Renin-Angiotensin
System)
100 pg COV.00174 2 Pravastatin 24NOV2017 Hypercholesterolemia No Yes Cardiovascular
(>71 years) (Hypercholeste [System
rolemia;3) (Lipid Modifying
Agents)
100 pg COV.00174 3 Vitamin D3 15MAR2020 Health Maintenance No No Alimentary Tract
(=71 years) and Metabolism
(Vitamins)
100 pg COV.00174 4 Aspirin Ec 30JUN199%4 Health Maintenance No No Blood and Blood
(=71 years) forming Organs
(Antithrombotic
Agents)
100 pg COV.00174 5 Multivitamin 30JUN199%4 Health Maintenance No No Alimentary Tract
(>71 years) and Metabolism
(Vitamins)
FDA-CBER-2022-1614-3380855
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00174 6 Vitamin C 30JUN199%4 Health Maintenance No No Alimentary Tract
(=71 years) and Metabolism
(Vitamins)
100 pg COV.00174 7 Vitamin B 30JUN199%4 Health Maintenance No No Alimentary Tract
(=71 years) Complex and Metabolism
(Vitamins)
100 pg COV.00174 8 Glucosamine 30JUN2010 Health Maintenance No No Musculo-Skeletal
(>71 years) Chondroitin System
(Antiinflammatory
and Antirheumatic
Products)
100 pg COV.00174 9 Omega 3 Fatty 30JUN199%4 Health Maintenance No No Various
(=71 years) Acids (General Nutrients)
100 pg COV.00174 10 Curamed 15NOV2019 Health Maintenance No No Various
(=71 years) (Unspecified
Herbal and
Traditional
Medicine)
100 pg COV.00174 11 Probiotic 30JUN2017 Health Maintenance No No Alimentary Tract
(=71 years) and Metabolism
(Other Alimentary
Tract and
Metabolism
Products)
100 pg COV.00174 12 Ibuprofen 30JUN1989 Muscle Aches No Yes Musculo-Skeletal
(>71 years) (Muscle System
aches;4) (Antiinflammatory
and Antirheumatic
Products)

FDA-CBER-2022-1614-3380856
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
100 pg COV.00174 13 Tums 30JUN2018 Upset stomach No Yes Alimentary Tract
(=71 years) (Upset and Metabolism
stomach;14) (Drugs for Acid
Related Disorders)
100 pg COV.00174 14 Ibuprofen 09JUN2020 09JUN2020 |Systemic reactogenicity Yes, solicited No Musculo-Skeletal
(>71 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
50 pg COV.00255 1 Ibuprofen 14JUL2020 14JUL2020 |Systemic reactogenicity Yes, solicited No Musculo-Skeletal
(18-55 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
50 pg COV.00254 1 Retin A 30JUN2010 actinic keratosis No Yes Dermatologicals
(18-55 years) (Actinic (Other
keratosis;5) Dermatological
Preparations)
50 pg COV.00254 2 Estrace 29AUG2019 urinary incontinence No Yes Genito Urinary
(18-55 years) (urinary System and Sex
incontinence Hormones
;12) (Sex Hormones
and Modulators of
The Genital
System)
50 pg COV.00254 3 Wellbutrin 30JUN2015 Depression No Yes Nervous System
(18-55 years) (Depression;2)  [(Psychoanaleptics)
50 pg COV.00254 4 Vitamin D 30JUN2005 Health maintenance No No Alimentary Tract

(18-55 years)

and Metabolism
(Vitamins)

FDA-CBER-2022-1614-3380857
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00254 5 Niacinamide 30JUN2018 Health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
50 pg COV.00254 6 Hydrocortisone 06JUN2020 06JUN2020 |Rash on buttocks No Yes Dermatologicals
(18-55 years) Cream (Rash on (Corticosteroids,
buttocks;11) Dermatological
Preparations)
50 pg COV.00254 7 Aspirin 14JUL2020 14JUL2020 |systemic reactogenicity Yes, solicited No Nervous System
(18-55 years) AE (Analgesics)
50 pg COV.00254 8 Influenza Vaccine 020CT2020 020CT2020 |Health maintenance No No Antiinfectives for
(18-55 years) Systemic Use
(Vaccines)
50 pg COV.00254 9 Tetanus Diptheria 020CT2020 020CT2020 |[Health Maintenance No No Antiinfectives for
(18-55 years) Vaccine Systemic Use
(Vaccines)
50 pg COV.00254 10 Estradiol 13SEP2020 Menopause symptoms No Yes Genito Urinary
(18-55 years) (Menopausal System and Sex
symptoms;1) Hormones
(Sex Hormones
and Modulators of
The Genital
System)
50 pg COV.00254 11 Progesterone 13SEP2020 Menopause symptoms No Yes Genito Urinary
(18-55 years) (Menopausal System and Sex
symptoms;1) Hormones
(Sex Hormones
and Modulators of
The Genital
System)
50 pg COV.00258 1 Multivitamins 30JUN2016 Health Maintenance No No Alimentary Tract
(18-55 years) and Metabolism
EDA-CBER-2022-14 Q{iqtg%igé
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00258 2 Nyquil 15APR2020 15SEP2020 |Seasonal allergies No Yes Nervous System
(18-55 years) (Seasonal (Analgesics)
Allergies; 1)
50 pg COV.00256 1 Multivitamin 15MAR2020 Health Maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
50 pg COV.00256 2 Ibuprofen 30JUN2019 Headache No Yes Musculo-Skeletal
(18-55 years) (headache;1) System
(Antiinflammatory
and Antirheumatic
Products)
50 pg COV.00256 3 Melatonin 15JUL2019 Insomnia No Yes Nervous System
(18-55 years) (Insomnia;4) (Psycholeptics)
50 pg COV.00256 4 Hydrocodone 20JUL2020 23JUL2020 |Tooth extractions Yes, No Nervous System
(18-55 years) unsolicited AE (Analgesics)
(EXACERBA
TION OF
IMPACTED
WISDOM
TEETH;002)
50 pg COV.00256 5 Amoxicillin 20JUL2020 25JUL2020 |[Tooth extractions Yes, No Antiinfectives for
(18-55 years) unsolicited AE Systemic Use
(EXACERBA (Antibacterials for
TION OF Systemic Use)
IMPACTED
WISDOM
TEETH;002)

FDA-CBER-2022-1614-3380859
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00256 6 Chlorhexidine 20JUL2020 03AUG2020 |Tooth extractions Yes, No Alimentary Tract
(18-55 years) unsolicited AE and Metabolism
(EXACERBA (Stomatological
TION OF Preparations)
IMPACTED
WISDOM
TEETH;002)
50 pg COV.00256 7 Fentanyl 20JUL2020 20JUL2020 |Wisdom tooth extractions Yes, No Nervous System
(18-55 years) unsolicited AE (Anesthetics)
(EXACERBA
TION OF
IMPACTED
WISDOM
TEETH;002)
50 pg COV.00256 8 Dexamethasone 20JUL2020 20JUL2020 [Wisdom tooth extractions Yes, No Systemic
(18-55 years) unsolicited AE Hormonal
(EXACERBA Preparations, Excl.
TION OF Sex Hormones and
IMPACTED Insulins
WISDOM (Corticosteroids
TEETH;002) for Systemic Use)
50 pg COV.00256 9 Midazolam 20JUL2020 20JUL2020 |Wisdom tooth extractions Yes, No Nervous System
(18-55 years) unsolicited AE (Psycholeptics)
(EXACERBA
TION OF
IMPACTED
WISDOM
TEETH;002)

FDA-CBER-2022-1614-3380860
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00256 10 Zofran 20JUL2020 20JUL2020 |Wisdom tooth extractions Yes, No Alimentary Tract
(18-55 years) unsolicited AE and Metabolism
(EXACERBA (Antiemetics and
TION OF Antinauseants)
IMPACTED
WISDOM
TEETH;002)
50 pg COV.00256 11 Propofol 20JUL2020 20JUL2020 |Wisdom tooth extractions Yes, No Nervous System
(18-55 years) unsolicited AE (Anesthetics)
(EXACERBA
TION OF
IMPACTED
WISDOM
TEETH;002)
50 pg COV.00257 1 Multivitamin 15JAN2020 Health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
50 pg COV.00257 2 Benadryl 15MAY2018 Seasonal allergies No Yes Respiratory
(18-55 years) (Seasonal System
allergies;1) (Antihistamines for
Systemic Use)
50 pg COV.00257 3 Zyrtec 15MAY2018 Seasonal allergies No Yes Respiratory
(18-55 years) (Seasonal System
allergies;1) (Antihistamines for
Systemic Use)
50 pg COV.00257 4 Tylenol 30JUN2013 Muscle pain with overuse No Yes Nervous System
(18-55 years) (Muscle pain (Analgesics)

with overuse;2)

FDA-CBER-2022-1614-3380861
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00257 5 Ibuprofen 30JUN2013 Muscle pain with overuse No Yes Musculo-Skeletal
(18-55 years) (Muscle pain System
with overuse;2) |(Antiinflammatory
and Antirheumatic
Products)
50 pg COV.00257 6 Tylenol 17JUN2020 19JUN2020 |Headache Yes, solicited No Nervous System
(18-55 years) AE (Analgesics)
50 pg COV.00257 7 Neosporin 11JUL2020 12JUL2020 |Abrasions Yes, No Dermatologicals
(18-55 years) unsolicited AE (Antibiotics and
(ABRASIONS Chemotherapeutics
;001) for Dermatological
Use)
50 pg COV.00257 8 Tylenol 14JUL2020 14JUL2020 |systemic reactogenicity Yes, solicited No Nervous System
(18-55 years) AE (Analgesics)
50 pg COV.00257 9 Melatonin 17JUL2020 18JUL2020 |insomnia No Yes Nervous System
(18-55 years) (Insomnia;3) (Psycholeptics)
50 pg COV.00253 1 Multivitamin 30JUN2010 health maintenance No No Alimentary Tract
(18-55 years) and Metabolism
(Vitamins)
50 pg COV.00253 2 Claritin 30JUN2010 seasonal allergies No Yes Respiratory
(18-55 years) (seasonal System
allergies;1) (Antihistamines for
Systemic Use)
50 pg COV.00253 3 Tums 21JUN2020 21JUN2020 |Indigestion Yes, No Alimentary Tract
(18-55 years) unsolicited AE and Metabolism
(INDIGESTIO (Drugs for Acid
N;001) Related Disorders)
50 pg COV.00259 1 Multivitamin 30JUN2019 Health Maintenance No No Alimentary Tract

(18-55 years)

and Metabolism
(Vitamins)

FDA-CBER-2022-1614-3380862
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00259 2 Saw Palmetto 30JUN2015 Health maintenance No No Various
(18-55 years) (Unspecified
Herbal and
Traditional
Medicine)
50 pg COV.00259 3 Omega 3 30JUN2019 Health maintenance No No Various
(18-55 years) (General Nutrients)
50 pg COV.00259 4 Zyrtec 30JUN2017 Allergic rhinitis No Yes Respiratory
(18-55 years) (Allergic System
rhinitis; 1) (Antihistamines for
Systemic Use)
50 pg COV.00240 1 Meloxicam 30JUN1990 Rotator Cuff Tear No Yes Musculo-Skeletal
(=71 years) (SHOULDER  [System
DISLOCATIO |(Antiinflammatory
N;14) and Antirheumatic
Products)
50 pg C0OV.00240 2 Vitamin E 15NOV2019 Peyronie's disease No Yes Alimentary Tract
(=71 years) (PEYRONIES [and Metabolism
DISEASE;21) |(Vitamins)
50 pg COV.00240 3 Simvastatin 30JUN2017 Hypercholesterolemia No Yes Cardiovascular
(>71 years) (HYPERCHO  [System
LESTEROLE |(Lipid Modifying
MIA;1) Agents)
50 pg COV.00240 4 Alprostadil 30JUN2016 Erectile Dysfunction No Yes Genito Urinary
(>71 years) (ERECTILE System and Sex
DYSFUNCTI Hormones
ON;20) (Urologicals)
50 pg COV.00240 5 Multivitamin 15MAR2020 Nutritional Supplement No No Alimentary Tract

(>71 years)

and Metabolism
(Vitamins)

FDA-CBER-2022-1614-3380863
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg C0OV.00240 6 Fluticasone 25MAY2020 Allergic Rhinitis No Yes Respiratory
(=71 years) Propionate (ALLERGIC System
RHINITIS;25)  |(Nasal
Preparations)
50 pg COV.00240 7 Lubricant Eye 22MAY2020 ALLERGIC RHINITIS No Yes Ophthalmologicals
(>71 years) Drop (ALLERGIC
RHINITIS;25) | (Other
Ophthalmologicals
)
50 pg COV.00240 8 Doxycycline 06AUG2020 26AUG2020 |Tick Bite Yes, No Antiinfectives for
(>71 years) unsolicited AE Systemic Use
(TICK (Antibacterials for
BITE;002) Systemic Use)
50 pg COV.00240 9 Influenza Virus 22SEP2020 22SEP2020 |Routine Immunization No No Antiinfectives for
(=71 years) Vaccine Systemic Use
(Vaccines)
50 pg COV.00208 1 Loratadine 30JUN2007 Allergic Rhinitis No Yes Respiratory
(56-70 years) (ALLERGIC System
RHINITIS;2) (Antihistamines for
Systemic Use)
50 pg COV.00208 2 Estrogen Cream 15JAN2017 menopause hot flashes No Yes Dermatologicals
(56-70 years) (Menopause (Other
hot flashes;14) |Dermatological
Preparations)
50 pg COV.00208 3 Melatonin 30JUN2018 sleep aid No No Nervous System
(56-70 years) (Psycholeptics)
50 pg COV.00208 4 Acetaminophen 02JUN2020 02JUN2020 |headache Yes, solicited No Nervous System

(56-70 years)

AE

(Analgesics)

FDA-CBER-2022-1614-3380864




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00208 5 Ibuprofen 30JUN2016 neck pain No Yes Musculo-Skeletal
(56-70 years) (Neck pain;15) [System
(Antiinflammatory
and Antirheumatic
Products)
50 pg COV.00208 6 Acetaminophen 02JUL2020 02JUL2020 [reactogenicity Yes, solicited No Nervous System
(56-70 years) AE (Analgesics)
50 pg COV.00233 1 Atorvastatin 30JUN2012 hypercholesterolemia No Yes Cardiovascular
(>71 years) (HYPERCHO  [System
LESTEROLE |(Lipid Modifying
MIA;1) Agents)
50 pg COV.00233 2 Naproxen 30JUN2005 osteoarthritis No Yes Musculo-Skeletal
(=71 years) (KNEE System
OSTEOARTH |(Antiinflammatory
RITIS;7) and Antirheumatic
Products)
50 pg COV.00233 4 Sodium 05MAY2020 knee osteoarthritis No Yes Musculo-Skeletal
(=71 years) Hyaluronate (KNEE System
OSTEOARTH  |(Other Drugs for
RITIS;7) Disorders of The
Musculo-Skeletal
System)
50 pg COV.00221 1 Vitamin D3 30JUN2015 supplement No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
50 pg COV.00221 2 Vitamin C 15MAR2020 supplement No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
50 pg COV.00221 3 Loratadine 30JUN2016 seasonal allergic rhinitis No Yes Respiratory
(56-70 years) (Seasonal System
allergic (Antihistamines for
g;\liAni(tiFsll;Zl 2022-14 182' sqt%r%r{l‘,iézﬁlqjse)
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00221 4 Amoxicillin 25SEP2020 cracked tooth Yes, No Antiinfectives for
(56-70 years) unsolicited AE Systemic Use
(CRACKED (Antibacterials for
TOOTH;002) Systemic Use)
50 pg COV.00207 1 Diphenhydramine 30JUN2010 seasonal allergic rhinitis No Yes Respiratory
(56-70 years) (Seasonal System
allergic (Antihistamines for
rhinitis; 1) Systemic Use)
50 pg COV.00207 2 Loratadine 30JUN2010 seasonal allergic rhinitis No Yes Respiratory
(56-70 years) (Seasonal System
allergic (Antihistamines for
rhinitis; 1) Systemic Use)
50 pg COV.00207 3 Fluticasone 15JAN2020 seasonal allergic rhinitis No Yes Respiratory
(56-70 years) (Seasonal System
allergic (Nasal
rhinitis; 1) Preparations)
50 pg COV.00207 4 Ibuprofen 30JUN2000 aches No No Musculo-Skeletal
(56-70 years) System
(Antiinflammatory
and Antirheumatic
Products)
50 pg COV.00207 5 Influenza Vaccine 30SEP2020 30SEP2020 [Influenza prevention No No Antiinfectives for
(56-70 years) Systemic Use
(Vaccines)
50 pg COV.00209 1 Tamsulosin 30JUN2015 benign prostatic No Yes Genito Urinary
(56-70 years) hypertrophy (benign System and Sex
prostatic Hormones
hypertrophy;5) |(Urologicals)

FDA-CBER-2022-1614-3380866




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00209 2 Ibuprofen 30JUN1990 muscle aches No No Musculo-Skeletal
(56-70 years) System
(Antiinflammatory
and Antirheumatic
Products)
50 pg COV.00212 1 Oxybutynin 30JUN2018 Overactive Bladder No Yes Genito Urinary
(56-70 years) Chloride (Overactive System and Sex
bladder;6) Hormones
(Urologicals)
50 ng COV.00212 2 Cosopt 30JUN2010 Pre- Glaucoma No Yes Sensory Organs
(56-70 years) (Pre (Ophthalmological
Glaucoma;5) s)
50 pg COV.00211 1 Omeprazole 30JUN2000 gastroesophageal reflux No Yes Alimentary Tract
(56-70 years) disease (GASTROESO |and Metabolism
PHAGEAL (Drugs for Acid
REFLUX Related Disorders)
DISEASE;1)
50 pg COV.00211 2 Famotidine 30JUN2000 gastroesophageal reflux No Yes Alimentary Tract
(56-70 years) disease (GASTROESO |and Metabolism
PHAGEAL (Drugs for Acid
REFLUX Related Disorders)
DISEASE;1)
50 pg COV.00211 3 Align Probiotic 30JUN2015 gastroesophageal reflux No Yes Alimentary Tract
(56-70 years) disease (GASTROESO |and Metabolism
PHAGEAL (Antidiarrheals,
REFLUX Intestinal
DISEASE;1) Antiinflammatory
/Antiinfective
Agents)

FDA-CBER-2022-1614-3380867




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00211 4 Naproxen 30JUN2000 rotator cuff tear No Yes Musculo-Skeletal
(56-70 years) (ROTATOR System
CUFF (Antiinflammatory
TEAR;11) and Antirheumatic
Products)
50 pg COV.00211 5 Acetaminophen 30JUN2000 rotator cuff tear No Yes Nervous System
(56-70 years) (ROTATOR (Analgesics)
CUFF
TEAR;11)
50 pg COV.00211 6 Ketoconazole 30JUN2010 seborrheic dermatitis No Yes Dermatologicals
(56-70 years) Cream (SEBORRHEI |(Antifungals for
C Dermatological
DERMATITIS |Use)
;12)
50 pg COV.00211 7 Systane Eye Drops 30JUN2018 dry eye syndrome No Yes Sensory Organs
(56-70 years) (DRY EYE (Ophthalmological
SYNDROME s)
;13)
50 pg COV.00211 8 Zolpidem 30JUN2005 sleep aid No No Nervous System
(56-70 years) (Psycholeptics)
50 pg COV.00211 9 Atenolol 30JUN2005 supraventricular No Yes Cardiovascular
(56-70 years) tachycardia (SUPRAVENT ([System
RICULAR (Beta Blocking
TACHYCARD [Agents)
1A;7)
50 pg COV.00211 10 Vitamin A 30JUN2000 supplement No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
50 pg COV.00211 11 Vitamin B12 30JUN2000 supplement No No Blood and Blood
(56-70 years) forming Organs
(Antianemic
EDA-CBER-2022-14 E"{ep,?gggggs)
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00211 12 Vitamin D 30JUN2000 supplement No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
50 pg COV.00211 13 Zinc 30JUN2000 supplement to treat URI No No Alimentary Tract
(56-70 years) and Metabolism
(Mineral
Supplements)
50 pg COV.00211 14 Echinacea 30JUN2000 supplement to treat URI No No Various
(56-70 years) (Unspecified
Herbal and
Traditional
Medicine)
50 pg COV.00211 15 Vitamin C 30JUN2000 supplement to treat URI No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
50 pg COV.00211 16 Fluticasone 30JUN2000 allergic rhinitis No Yes Respiratory
(56-70 years) (ALLERGIC System
RHINITIS;17)  |(Nasal
Preparations)
50 pg COV.00211 17 Loratadine 30JUN2000 allergic rhinitis No Yes Respiratory
(56-70 years) (ALLERGIC System
RHINITIS;17)  |(Antihistamines for
Systemic Use)
50 pg COV.00211 18 2020 2021 010CT2020 010CT2020 |Seasonal influenza vaccine [No No Antiinfectives for
(56-70 years) Seasonal Flucelvax Systemic Use
Quadrivalent (Vaccines)
Influenza Vaccine
50 pg COV.00228 1 Vitamin D 15JUL2018 Vitamin D Deficiency No Yes Alimentary Tract
(=71 years) (VITAMIN D and Metabolism
DEFICIENCY |(Vitamins)
;5)

FDA-CBER-2022-1614-3380869

&5




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00228 2 Aspirin 30JUN2015 pulmonary embolus No Yes Blood and Blood
(=71 years) (PULMONAR  [forming Organs
Y (Antithrombotic
EMBOLUS;4) |Agents)
50 pg COV.00228 3 Fluticasone 15MAY2020 Allergic rhinitis No Yes Respiratory
(>71 years) (ALLERGIC System
RHINITIS;17)  |(Nasal
Preparations)
50 pg COV.00228 4 Neosporin 24JUN2020 30JUN2020 |Traumatic injuries Yes, No Dermatologicals
(>71 years) unsolicited AE (Antibiotics and
(TRAUMATIC Chemotherapeutics
INJURIES for Dermatological
;001) Use)
50 pg COV.00228 5 Ibuprofen 02JUL2020 02JUL2020 [traumatic injuries Yes, No Musculo-Skeletal
(=71 years) unsolicited AE System
(TRAUMATIC (Antiinflammatory
INJURIES and Antirheumatic
;001) Products)
50 pg COV.00228 6 Fluzone Hd 16AUG2020 16AUG2020 |influenza prevention No No Antiinfectives for
(=71 years) Systemic Use
(Vaccines)
50 pg COV.00228 7 Prednisolone 13AUG2020 16AUG2020 [(POSTERIOR CAPSULE No Yes Sensory Organs
(=71 years) Ophthalmic OPACIFICATION (POSTERIOR  [(Ophthalmological
SURGERY CAPSULE s)
OPACIFICATI
ON;19)
50 pg COV.00224 1 Finasteride 30JUN2000 Benign prostatic No Yes Genito Urinary
(=71 years) hypertrophy (Benign System and Sex
prostatic Hormones
hypertrophy;2) |(Urologicals)

FDA-CBER-2022-1614-3380870




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00224 2 Lisinopril 30JUN2011 09JUL2020 [Hypertension No Yes Cardiovascular
(=71 years) (Hypertension  |System
;1) (Agents Acting On
The
Renin-Angiotensin
System)
50 pg COV.00224 3 Rosuvastatin 30JUN2011 Hyperlipidemia No Yes Cardiovascular
(>71 years) (Hyperlipidemi [System
a;3) (Lipid Modifying
Agents)
50 pg COV.00224 4 Dorzolamide 30JUN2011 Glaucoma No Yes Sensory Organs
(=71 years) Timolol Maleate (Glaucoma;5) (Ophthalmological
s)
50 pg COV.00224 5 Latanoprost 30JUN2008 Glaucoma No Yes Sensory Organs
(=71 years) (Glaucoma;5) (Ophthalmological
s)
50 pg COV.00224 6 Triamcinolone 30JUN2010 Allergic rhinitis No Yes Respiratory
(=71 years) Acetonide (Allergic System
rhinitis;14) (Nasal
Preparations)
50 pg COV.00224 7 Pramoxine 30JUN2005 Dry skin No No Dermatologicals
(>71 years) Menthol (Corticosteroids,
Dermatological
Preparations)
50 pg COV.00224 8 Esomeprazole 30JUN2015 esophageal hernia No Yes Alimentary Tract
(>71 years) Magnesium (Esophageal and Metabolism
hernia;4) (Drugs for Acid
Related Disorders)
50 pg COV.00224 9 Acetaminophen 30JUN2010 muscle aches No No Nervous System

(>71 years)

(Analgesics)

FDA-CBER-2022-1614-3380871

87




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00224 10 Vitamin D 30JUN2000 Supplement No No Alimentary Tract
(=71 years) and Metabolism
(Vitamins)
50 pg COV.00224 11 Multivitamin 30JUN2000 Supplement No No Alimentary Tract
(=71 years) and Metabolism
(Vitamins)
50 pg COV.00224 12 Iron Supplement 30JUN2020 anemia No No Blood and Blood
(>71 years) forming Organs
(Antianemic
Preparations)
50 pg COV.00224 13 Triamcinolone 27JUL2020 eczema No Yes Dermatologicals
(>71 years) Acetonide Cream (eczema;15) (Corticosteroids,
Dermatological
Preparations)
50 pg COV.00224 14 Moxifloxacin 12SEP2020 25SEP2020 |Cataract surgery No Yes Sensory Organs
(=71 years) (Ophthalmological
s)
50 pg COV.00224 15 Atropine Sulfate 12SEP2020 25SEP2020 |Cataract surgery No Yes Sensory Organs
(=71 years) (Ophthalmological
s)
50 pg COV.00224 16 Bromfenac 12SEP2020 Cataract surgery No Yes Sensory Organs
(=71 years) Ophthalmic (Ophthalmological
Solution s)
50 pg COV.00224 17 Loteprednol 12SEP2020 Cataract surgery No Yes Sensory Organs
(>71 years) Etabonate (Ophthalmological
Ophthalmic s)
Solution
50 pg COV.00224 18 Influenza Vaccine 13AUG2020 13AUG2020 |Influenza prevention No No Antiinfectives for

(>71 years)

Systemic Use
(Vaccines)

FDA-CBER-2022-1614-3380872




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00213 1 Cyclosporine Eye 30JUN2005 Dry eyes No Yes Sensory Organs
(56-70 years) Drops (Dry eyes;7) (Ophthalmological
s)
50 pg COV.00213 2 Magnesium 30JUN2015 Supplement No No Alimentary Tract
(56-70 years) and Metabolism
(Mineral
Supplements)
50 pg COV.00213 3 Vitamin B 30JUN2015 Supplement No No Alimentary Tract
(56-70 years) Complex and Metabolism
(Vitamins)
50 pg COV.00213 4 Vitamin D 30JUN2015 Supplement No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
50 pg COV.00213 5 Acetaminophen 30JUN1980 Aches Yes, solicited No Nervous System
(56-70 years) AE (Analgesics)
50 pg COV.00216 1 Amlodipine 30JUN2019 Hypertension No Yes Cardiovascular
(56-70 years) (Hypertension ~ |System
;1) (Calcium Channel
Blockers)
50 pg COV.00216 2 Ibandronate 30JUN2018 Osteoporosis No Yes Musculo-Skeletal
(56-70 years) (Osteoporosis System
;2) (Drugs for
Treatment of Bone
Diseases)
50 pg COV.00216 3 Multivitamin 30JUN1981 Supplement No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
50 pg COV.00216 4 Vitamin D 30JUN2017 Supplement No No Alimentary Tract

(56-70 years)

and Metabolism
(Vitamins)

FDA-CBER-2022-1614-3380873




Taken for a
Taken for an condition on
AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00216 5 Ibuprofen 30JUN2010 Pain No No Musculo-Skeletal
(56-70 years) System
(Antiinflammatory
and Antirheumatic
Products)
50 pg COV.00216 6 Shingrix Vaccine 06AUG2020 06AUG2020 |Shingles prevention No No Antiinfectives for
(56-70 years) Systemic Use
(Vaccines)
50 pg COV.00216 7 Influenza Vaccine 29AUG2020 29AUG2020 |Influenza prevention No No Antiinfectives for
(56-70 years) Systemic Use
(Vaccines)
50 pg COV.00231 1 Vitamin D3 30JUN2010 Supplement No No Alimentary Tract
(=71 years) and Metabolism
(Vitamins)
50 pg COV.00231 2 Atorvastatin 30JUN2005 Hypercholesterolemia No Yes Cardiovascular
(=71 years) (HYPERCHO  [System
LESTEROLE (Lipid Modifying
MIA;3) Agents)
50 pg COV.00231 3 Tamsulosin 30JUN2010 benign prostatic No Yes Genito Urinary
(=71 years) hypertrophy (BENIGN System and Sex
PROSTATIC Hormones
HYPERTROP |(Urologicals)
HY;7)
50 pg COV.00231 4 Timolol 15NOV2019 Glaucoma No Yes Sensory Organs
(>71 years) (GLAUCOMA [(Ophthalmological
;1) s)
50 pg COV.00231 5 Lumigan 30JUN2010 Glaucoma No Yes Sensory Organs
(>71 years) (GLAUCOMA [(Ophthalmological
;1) s)

FDA-CBER-2022-1614-3380874




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00231 6 Sildenafil 30JUN2000 Erectile dysfunction No Yes Genito Urinary
(=71 years) (ERECTILE System and Sex
DYSFUNCTI Hormones
ON;5) (Urologicals)
50 pg COV.00231 7 Acetaminophen 30JUN2000 Aches No No Nervous System
(>71 years) (Analgesics)
50 pg COV.00231 8 Influenza Vaccine 25SEP2020 25SEP2020 [Influenza prevention No No Antiinfectives for
(>71 years) Systemic Use
(Vaccines)
50 pg COV.00241 1 Metformin 30JUN2008 Pre-diabetes No Yes Alimentary Tract
(>71 years) (Prediabetes;1) [and Metabolism
(Drugs Used In
Diabetes)
50 pg COV.00241 2 Amlodipine 30JUN2014 Hypertension No Yes Cardiovascular
(=71 years) (Hypertension ~ |System
;2) (Calcium Channel
Blockers)
50 pg COV.00241 3 Losartan 30JUN2014 Hypertension No Yes Cardiovascular
(=71 years) (Hypertension  [System
i2) (Agents Acting On
The
Renin-Angiotensin
System)
50 pg COV.00241 4 Omeprazole 30JUN2000 Gastroesophageal reflux No Yes Alimentary Tract
(>71 years) disease (Gastroesophag [and Metabolism
eal reflux (Drugs for Acid
disease;3) Related Disorders)
50 pg COV.00241 5 Tylenol 30JUN1995 Headache No No Nervous System

(>71 years)

(Analgesics)

FDA-CBER-2022-1614-3380875




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00241 6 Metamucil 30JUN2015 Irritable bowel Syndrome No Yes Alimentary Tract
(=71 years) (Irritable and Metabolism
Bowel (Drugs for
syndrome;4) Constipation)
50 pg COV.00241 7 Diclofenac 30JAN2020 knee pain Yes, Yes Musculo-Skeletal
(>71 years) unsolicited AE  |(knee pain;17)  |System
(Antiinflammatory
and Antirheumatic
Products)
50 pg COV.00241 8 Docusate Sodium 30JUN2015 Irritable Bowel Syndrome No Yes Alimentary Tract
(>71 years) (Irritable and Metabolism
Bowel (Drugs for
syndrome;4) Constipation)
50 pg COV.00206 1 Fluoxetine 30JUN1995 Depression No Yes Nervous System
(=71 years) (DEPRESSIO (Psychoanaleptics)
N;1)
50 pg COV.00206 2 Preservision Areds 30JUN2019 Supplement No No Sensory Organs
(=71 years) 2 (Ophthalmological
s)
50 pg COV.00206 3 Magnesium 30JUN2015 supplement No No Alimentary Tract
(>71 years) and Metabolism
(Mineral
Supplements)
50 pg COV.00206 4 Vitamin D3 30JUN2015 supplement No No Alimentary Tract
(>71 years) and Metabolism
(Vitamins)
50 pg COV.00206 5 Naproxen 24MAY2020 | 24MAY2020 |myalgia No Yes Musculo-Skeletal
(>71 years) (MYALGIA System
;12) (Antiinflammatory
and Antirheumatic
Products)

FDA-CBER-2022-1614-3380876




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00206 6 Salicylic Acid 25JUN2020 SEBORRHEIC No Yes Dermatologicals
(=71 years) DERMATITIS (SEBORRHEI |(Emollients and
C Protectives)
DERMATITIS
;13)
50 pg COV.00206 7 Biotin 23JUL2020 general health No No Alimentary Tract
(>71 years) and Metabolism
(Vitamins)
50 pg COV.00206 8 Influenza Vaccine 10SEP2020 10SEP2020 |Influenza prevention No No Antiinfectives for
(>71 years) Systemic Use
(Vaccines)
50 pg COV.00205 1 Dicarbosil 30JUN1985 indigestion No Yes Alimentary Tract
(56-70 years) (Indigestion;1) [and Metabolism
(Drugs for Acid
Related Disorders)
50 pg COV.00205 2 Aspirin 15SMAY2019 prophylaxis heart disease No No Blood and Blood
(56-70 years) forming Organs
(Antithrombotic
Agents)
50 pg COV.00205 3 Rosuvastatin 15MAY2019 Hypercholesterolemia No Yes Cardiovascular
(56-70 years) (Hypercholeste [System
rolemia;6) (Lipid Modifying
Agents)
50 pg COV.00205 4 Lisinopril 30JUN2005 hypertension No Yes Cardiovascular
(56-70 years) (Hypertension System
;8) (Agents Acting On
The
Renin-Angiotensin
System)
50 pg COV.00205 5 Hydrochlorothiazid 30JUN2005 hypertension No Yes Cardiovascular
(56-70 years) e (Hypertension ~ [System
::'F8\)A-(‘RI:R-’)0')7-1 6 gl}_iqu{g})ig;)l

93




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00205 6 Sertraline 30JUN2005 depression and anxiety No Yes Nervous System
(56-70 years) (Depression;9) | (Psychoanaleptics)
50 pg COV.00205 7 Testosterone 30JUN2005 low testosterone No Yes Genito Urinary
(56-70 years) (Low System and Sex
testosterone Hormones
;18) (Sex Hormones
and Modulators of
The Genital
System)
50 pg COV.00205 8 Fexofenadine 30JUN2010 allergic rhinitis No Yes Respiratory
(56-70 years) (Allergic System
rhinitis; 14) (Antihistamines for
Systemic Use)
50 pg COV.00205 9 Multivitamin 30JUN2005 supplement No No Alimentary Tract
(56-70 years) and Metabolism
(Vitamins)
50 pg COV.00205 10 Probiotic Gummy 30JUN2017 supplement No No Alimentary Tract
(56-70 years) and Metabolism
(Antidiarrheals,
Intestinal
Antiinflammatory
/Antiinfective
Agents)
50 pg COV.00205 11 Naproxen 30JUN2012 meniscus tear No Yes Musculo-Skeletal
(56-70 years) (Meniscus System
tear;7) (Antiinflammatory
and Antirheumatic
Products)
50 pg COV.00205 12 Cannabidiol Oil 30JUN2019 meniscus tear No Yes Nervous System
(56-70 years) (Meniscus (Analgesics)
tear;7)

FDA-CBER-2022-1614-3380878




Taken for a
Taken for an condition on
AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00205 13 Neosporin 05JUN2020 12JUN2020 |Forehead laceration Yes, No Dermatologicals
(56-70 years) unsolicited AE (Antibiotics and
(LACERATIO Chemotherapeutics
N;001) for Dermatological
Use)
50 pg COV.00205 14 Influenza Vaccine 060CT2020 060CT2020 |Influenza prevention No No Antiinfectives for
(56-70 years) Systemic Use
(Vaccines)
50 pg COV.00222 1 Rosuvastatin 30JUN2017 Hypercholesterolemia No Yes Cardiovascular
(56-70 years) (HYPERCHO System
LESTEROLE |(Lipid Modifying
MIA;L) Agents)
50 pg COV.00222 2 Acetaminophen 30JUN2000 Pain No No Nervous System
(56-70 years) (Analgesics)
50 pg COV.00222 3 Ibuprofen 30JUN2000 Pain Yes, solicited No Musculo-Skeletal
(56-70 years) AE System
(Antiinflammatory
and Antirheumatic
Products)
50 pg COV.00222 4 Amoxicillin 05AUG2020 09SEP2020 |URINARY TRACT Yes, No Antiinfectives for
(56-70 years) INFECTION unsolicited AE Systemic Use
(URINARY (Antibacterials for
TRACT Systemic Use)
INFECTION
;001)
50 pg COV.00217 1 Lisinopril 30JUN1995 Hypertension No Yes Cardiovascular
(=71 years) (Hypertension ~ [System
;12) (Agents Acting On
The
Renin-Angiotensin
System)

FDA-CBER-2022-1614-3380879
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00217 2 Amlodipine 30JUN2015 Hypertension No Yes Cardiovascular
(=71 years) (Hypertension  [System
;12) (Calcium Channel
Blockers)
50 pg COV.00217 3 Atorvastatin 30JUN2016 Hypercholesterolemia No Yes Cardiovascular
(>71 years) (Hypercholeste [System
rolemia;13) (Lipid Modifying
Agents)
50 pg COV.00217 4 Pantoprazole 30JUN2019 25MAY2020 |GERD No Yes Alimentary Tract
(>71 years) (GERD:;10) and Metabolism
(Drugs for Acid
Related Disorders)
50 pg COV.00217 5 Multivitamin 30JUN2013 Health Promotion No No Alimentary Tract
(=71 years) and Metabolism
(Vitamins)
50 pg COV.00217 6 Turmeric 30JUN2017 Health Promotion No No Various
(=71 years) (Unspecified
Herbal and
Traditional
Medicine)
50 pg COV.00217 7 Aspirin 27APR2020 Health Promotion No No Blood and Blood
(>71 years) forming Organs
(Antithrombotic
Agents)
50 pg COV.00217 8 Diphenhydramine 30JUN2015 Sleep Aid No No Nervous System
(>71 years) (Psycholeptics)
50 pg COV.00217 9 Hydrocortisone 15FEB2020 Eczema No Yes Dermatologicals
(>71 years) Cream (Eczema;5) (Corticosteroids,
Dermatological
Preparations)

FDA-CBER-2022-1614-3380880




Taken for a
Taken for an condition on
AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00217 10 Omeprazole 26MAY2020 GERD No Yes Alimentary Tract
(=71 years) (GERD;10) and Metabolism
(Drugs for Acid
Related Disorders)
50 pg COV.00217 11 Shingrix Vaccine 01SEP2020 01SEP2020 [shingles prevention No No Antiinfectives for
(>71 years) Systemic Use
(Vaccines)
50 pg COV.00217 12 Influenza Vaccine 01SEP2020 01SEP2020 |Influenza prevention No No Antiinfectives for
(>71 years) Systemic Use
(Vaccines)
50 pg COV.00237 1 Losartan 30JUN2010 Hypertension No Yes Cardiovascular
(>71 years) (Hypertension System
;3) (Agents Acting On
The
Renin-Angiotensin
System)
50 pg COV.00237 2 Simvastatin 30JUN2010 Hypercholesterolemia No Yes Cardiovascular
(=71 years) (Hypercholeste [System
rolemia;5) (Lipid Modifying
Agents)
50 pg COV.00237 3 Calcium 30JUN2005 Supplement No No Alimentary Tract
(>71 years) and Metabolism
(Mineral
Supplements)
50 pg COV.00237 4 Vitamin D3 30JUN2010 Supplement No No Alimentary Tract
(>71 years) and Metabolism
(Vitamins)
50 pg COV.00237 5 Loratadine 30JUN1980 Seasonal allergic rhinitis No Yes Respiratory
(=71 years) (Seasonal System
allergic (Antihistamines for
rhinitis;9) Systemic Use)

FDA-CBER-2022-1614-3380881
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Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00237 6 Ibuprofen 30JUN2000 Aches No No Musculo-Skeletal
(>71 years) System
(Antiinflammatory
and Antirheumatic
Products)
50 pg COV.00237 7 Influenza Virus 29SEP2020 29SEP2020 [Routine immunization No No Antiinfectives for
(>71 years) Vaccine Systemic Use
(Vaccines)
50 pg COV.00238 1 Hydrochlorothiazid 30JUN2010 Hypertension No Yes Cardiovascular
(>71 years) e (Hypertension System
;6) (Diuretics)
50 pg COV.00238 2 Letrozole 30JUN2015 Breast Cancer No Yes Antineoplastic and
(=71 years) (Breast Immunomodulatin
Cancer;2) g Agents
(Endocrine
Therapy)
50 pg COV.00238 3 Cyclosporine Eye 30JUN2014 Dry eyes No Yes Sensory Organs
(=71 years) Drops (Dry eyes;5) (Ophthalmological
s)
50 pg COV.00238 4 Loratadine 30JUN2000 Seasonal allergic rhinitis No Yes Respiratory
(>71 years) (Allergic System
rhinitis;11) (Antihistamines for
Systemic Use)
50 pg COV.00238 5 Fluticasone 30JUN2010 Seasonal allergic rhinitis No Yes Respiratory
(>71 years) (Allergic System
rhinitis;11) (Nasal
Preparations)
50 pg COV.00238 6 Multivitamin 30JUN1964 Supplement No No Alimentary Tract

(>71 years)

and Metabolism
(Vitamins)

FDA-CBER-2022-1614-3380882




Taken for an

Taken for a
condition on

AE? Medical
(AE History? (MH
Treatment CM Medication Medication Description; Description; ATC Level 1
Group Subject ID | Number Medication Start Date End Date Indication Number) Number) (ATC Level 2)
50 pg COV.00238 7 Ascorbic Acid 30JUN2019 Supplement No No Alimentary Tract
(=71 years) and Metabolism
(Vitamins)
50 pg COV.00238 8 Calcium Citrate 30JUN2010 Supplement No No Alimentary Tract
(=71 years) and Metabolism
(Mineral
Supplements)
50 pg COV.00238 9 Vitamin D 30JUN2019 Supplement No No Alimentary Tract
(>71 years) and Metabolism
(Vitamins)
50 pg COV.00238 10 Ibuprofen 30JUN2000 Rare aches No No Musculo-Skeletal
(>71 years) System
(Antiinflammatory
and Antirheumatic
Products)

FDA-CBER-2022-1614-3380883






