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Listing 6:    Demographic Data 

Treatment  
Group 

Subject  
ID  Sex 

Age at  
Enrollment  

(years)  Ethnicity  Race 

250 μg  
(18-55 years) 

COV.00090  Male  30  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(18-55 years) 

COV.00044  Male  32  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(18-55 years) 

COV.00043  Female  28  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(18-55 years) 

COV.00051  Male  46  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(18-55 years) 

COV.00049  Male  32  HISPANIC OR LATINO  WHITE 

100 μg  
(18-55 years) 

COV.00046  Female  23  NOT HISPANIC OR LATINO  BLACK 

100 μg  
(18-55 years) 

COV.00050  Male  21  HISPANIC OR LATINO  AMERICAN INDIAN OR  
ALASKA NATIVE 

250 μg  
(18-55 years) 

COV.00092  Female  24  NOT HISPANIC OR LATINO  ASIAN 

250 μg  
(18-55 years) 

COV.00091  Male  51  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(56-70 years) 

COV.00121  Male  69  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(56-70 years) 

COV.00119  Male  67  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(56-70 years) 

COV.00111  Female  65  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(56-70 years) 

COV.00110  Female  68  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(56-70 years) 

COV.00114  Female  68  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(56-70 years) 

COV.00116  Female  69  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(56-70 years) 

COV.00123  Female  64  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(56-70 years) 

COV.00125  Female  63  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(56-70 years) 

COV.00127  Male  66  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(56-70 years) 

COV.00115  Female  60  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(56-70 years) 

COV.00138  Female  68  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(18-55 years) 

COV.00215  Male  42  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(18-55 years) 

COV.00220  Male  50  NOT HISPANIC OR LATINO  WHITE 
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Treatment  
Group 

Subject  
ID  Sex 

Age at  
Enrollment  

(years)  Ethnicity  Race 

50 μg  
(18-55 years) 

COV.00234  Female  27  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(18-55 years) 

COV.00235  Female  54  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(18-55 years) 

COV.00047  Female  31  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(18-55 years) 

COV.00048  Male  22  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(18-55 years) 

COV.00045  Male  34  NOT HISPANIC OR LATINO  BLACK 

100 μg  
(18-55 years) 

COV.00042  Male  32  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(18-55 years) 

COV.00056  Female  26  NOT HISPANIC OR LATINO  WHITE 

250 μg  
(18-55 years) 

COV.00093  Female  41  NOT HISPANIC OR LATINO  WHITE 

250 μg  
(18-55 years) 

COV.00095  Female  34  NOT REPORTED  WHITE 

250 μg  
(18-55 years) 

COV.00094  Female  38  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(56-70 years) 

COV.00106  Female  57  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(56-70 years) 

COV.00105  Female  69  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(56-70 years) 

COV.00124  Male  65  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(56-70 years) 

COV.00113  Male  71  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(56-70 years) 

COV.00112  Male  65  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(56-70 years) 

COV.00118  Female  58  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(56-70 years) 

COV.00117  Male  66  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(56-70 years) 

COV.00128  Female  61  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(56-70 years) 

COV.00122  Male  56  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(18-55 years) 

COV.00210  Male  33  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(18-55 years) 

COV.00223  Female  31  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(18-55 years) 

COV.00239  Female  26  HISPANIC OR LATINO  WHITE 

50 μg  
(18-55 years) 

COV.00225  Male  38  NOT HISPANIC OR LATINO  WHITE 
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Treatment  
Group 

Subject  
ID  Sex 

Age at  
Enrollment  

(years)  Ethnicity  Race 

25 μg  
(18-55 years) 

COV.00008  Male  46  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(18-55 years) 

COV.00009  Female  25  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(18-55 years) 

COV.00010  Female  32  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(18-55 years) 

COV.00007  Female  44  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(18-55 years) 

COV.00011  Female  33  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(18-55 years) 

COV.00013  Female  25  HISPANIC OR LATINO  UNKNOWN 

25 μg  
(18-55 years) 

COV.00030  Male  44  HISPANIC OR LATINO  WHITE 

25 μg  
(18-55 years) 

COV.00032  Male  37  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(18-55 years) 

COV.00012  Female  53  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(18-55 years) 

COV.00014  Female  32  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(18-55 years) 

COV.00034  Female  34  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(18-55 years) 

COV.00031  Male  39  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(18-55 years) 

COV.00024  Male  33  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(18-55 years) 

COV.00033  Male  41  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(18-55 years) 

COV.00028  Female  36  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(18-55 years) 

COV.00025  Male  53  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(18-55 years) 

COV.00027  Female  28  NOT HISPANIC OR LATINO  WHITE 

250 μg  
(18-55 years) 

COV.00078  Male  22  HISPANIC OR LATINO  WHITE 

25 μg  
(18-55 years) 

COV.00026  Male  31  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(18-55 years) 

COV.00029  Male  27  NOT HISPANIC OR LATINO  WHITE 

250 μg  
(18-55 years) 

COV.00080  Female  29  NOT HISPANIC OR LATINO  WHITE 

250 μg  
(18-55 years) 

COV.00083  Male  33  NOT HISPANIC OR LATINO  WHITE 

250 μg  
(18-55 years) 

COV.00079  Female  19  HISPANIC OR LATINO  WHITE 
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Treatment  
Group 

Subject  
ID  Sex 

Age at  
Enrollment  

(years)  Ethnicity  Race 

250 μg  
(18-55 years) 

COV.00081  Male  29  NOT HISPANIC OR LATINO  WHITE 

250 μg  
(18-55 years) 

COV.00087  Female  32  NOT HISPANIC OR LATINO  WHITE 

250 μg  
(18-55 years) 

COV.00085  Male  23  NOT HISPANIC OR LATINO  WHITE 

250 μg  
(18-55 years) 

COV.00086  Female  30  NOT HISPANIC OR LATINO  WHITE 

250 μg  
(18-55 years) 

COV.00084  Female  31  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(≥71 years) 

COV.00153  Male  74  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(≥71 years) 

COV.00155  Female  75  HISPANIC OR LATINO  ASIAN 

25 μg  
(≥71 years) 

COV.00158  Male  72  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(≥71 years) 

COV.00156  Male  72  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(≥71 years) 

COV.00160  Male  72  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(≥71 years) 

COV.00184  Female  75  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(≥71 years) 

COV.00157  Male  72  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(≥71 years) 

COV.00154  Male  73  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(≥71 years) 

COV.00169  Female  73  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(≥71 years) 

COV.00167  Female  73  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(≥71 years) 

COV.00166  Male  73  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(≥71 years) 

COV.00178  Female  72  NOT HISPANIC OR LATINO  WHITE 

25 μg  
(≥71 years) 

COV.00159  Male  71  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(≥71 years) 

COV.00168  Female  73  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(≥71 years) 

COV.00173  Female  72  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(≥71 years) 

COV.00176  Male  73  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(≥71 years) 

COV.00186  Female  72  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(≥71 years) 

COV.00172  Female  73  NOT HISPANIC OR LATINO  WHITE 
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Treatment  
Group 

Subject  
ID  Sex 

Age at  
Enrollment  

(years)  Ethnicity  Race 

100 μg  
(≥71 years) 

COV.00177  Male  72  NOT HISPANIC OR LATINO  WHITE 

100 μg  
(≥71 years) 

COV.00174  Male  71  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(18-55 years) 

COV.00255  Male  35  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(18-55 years) 

COV.00254  Female  54  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(18-55 years) 

COV.00258  Male  23  NOT HISPANIC OR LATINO  ASIAN 

50 μg  
(18-55 years) 

COV.00256  Male  29  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(18-55 years) 

COV.00257  Male  31  NOT HISPANIC OR LATINO  ASIAN 

50 μg  
(18-55 years) 

COV.00253  Female  43  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(18-55 years) 

COV.00259  Male  39  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(≥71 years) 

COV.00240  Male  74  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(56-70 years) 

COV.00208  Female  56  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(≥71 years) 

COV.00233  Male  73  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(56-70 years) 

COV.00221  Male  63  NOT HISPANIC OR LATINO  ASIAN 

50 μg  
(56-70 years) 

COV.00207  Male  65  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(56-70 years) 

COV.00209  Male  64  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(56-70 years) 

COV.00212  Female  68  NOT HISPANIC OR LATINO  BLACK 

50 μg  
(56-70 years) 

COV.00211  Male  66  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(≥71 years) 

COV.00228  Male  73  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(≥71 years) 

COV.00224  Male  74  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(56-70 years) 

COV.00213  Female  60  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(56-70 years) 

COV.00216  Female  59  NOT HISPANIC OR LATINO  MULTIPLE 

50 μg  
(≥71 years) 

COV.00231  Male  83  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(≥71 years) 

COV.00241  Male  73  HISPANIC OR LATINO  WHITE 
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Treatment  
Group 

Subject  
ID  Sex 

Age at  
Enrollment  

(years)  Ethnicity  Race 

50 μg  
(≥71 years) 

COV.00206  Female  72  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(56-70 years) 

COV.00205  Male  60  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(56-70 years) 

COV.00222  Female  61  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(≥71 years) 

COV.00217  Female  78  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(≥71 years) 

COV.00237  Female  77  NOT HISPANIC OR LATINO  WHITE 

50 μg  
(≥71 years) 

COV.00238  Female  74  NOT HISPANIC OR LATINO  WHITE 
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Listing 7: Pre-Existing and Concurrent Medical Conditions 
Treatment 

Group  Subject ID 
MH  

Number 
Medical History 

Term 
Condition Start  

Day 
Condition End  

Day 
MedDRA®  

System Organ Class 
MedDRA®  

Preferred Term 

250 μg  
(18-55 years) 

COV.00090  1  TENSION  
HEADACHES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  TENSION HEADACHE 

100 μg  
(18-55 years) 

COV.00044  1  SEASONAL  
ALLERGY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

100 μg  
(18-55 years) 

COV.00044  2  TONSILLECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

TONSILLECTOMY 

100 μg  
(18-55 years) 

COV.00044  3  TONSILLITIS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

TONSILLITIS 

100 μg  
(18-55 years) 

COV.00043  1  ALLERGY TO  
SEPTRA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

100 μg  
(18-55 years) 

COV.00043  2  SEASONAL  
ALLERGIES 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

100 μg  
(18-55 years) 

COV.00051  1  SEASONAL  
ALLERGIES 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

100 μg  
(18-55 years) 

COV.00051  2  DERMATITIS  
FUNGAL 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INFECTIONS AND  
INFESTATIONS 

FUNGAL SKIN INFECTION 

100 μg  
(18-55 years) 

COV.00051  3  VASECTOMY  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

VASECTOMY 

100 μg  
(18-55 years) 

COV.00051  4  MUSCLE  
ACHES 

WITHIN 1  
MONTH OF  
ENROLLMENT 

WITHIN 1  
MONTH OF  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MYALGIA 

100 μg  
(18-55 years) 

COV.00051  5  ORAL  
SURGERY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

ORAL SURGERY 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

100 μg  
(18-55 years) 

COV.00049  1  APPENDECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

APPENDICECTOMY 

100 μg  
(18-55 years) 

COV.00049  2  HAIR LOSS  1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ALOPECIA 

100 μg  
(18-55 years) 

COV.00049  3  SEASONAL  
ALLERGIES 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

100 μg  
(18-55 years) 

COV.00049  4  APPENDICITI  
S 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

APPENDICITIS 

100 μg  
(18-55 years) 

COV.00046  1  MENSTRUAL  
CRAMPS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

DYSMENORRHOEA 

100 μg  
(18-55 years) 

COV.00046  2  ADHD  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  ATTENTION DEFICIT  
HYPERACTIVITY DISORDER 

100 μg  
(18-55 years) 

COV.00050  1  APPENDICITI  
S 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

APPENDICITIS 

100 μg  
(18-55 years) 

COV.00050  2  APPENDECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

APPENDICECTOMY 

100 μg  
(18-55 years) 

COV.00050  3  CYST  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

DURING STUDY  GENERAL DISORDERS AND  
ADMINISTRATION SITE  
CONDITIONS 

CYST 

250 μg  
(18-55 years) 

COV.00092  1  POSTMENST  
RUAL  
DYSPHORIC  
DISORDER 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

PREMENSTRUAL DYSPHORIC  
DISORDER 

250 μg  
(18-55 years) 

COV.00092  2  GERD  1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

GASTROOESOPHAGEAL  
REFLUX DISEASE 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

250 μg  
(18-55 years) 

COV.00092  3  INSOMNIA  1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  INSOMNIA 

250 μg  
(18-55 years) 

COV.00092  4  MUSCLE  
ACHES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MYALGIA 

250 μg  
(18-55 years) 

COV.00092  5  LACTOSE  
INTOLERAN  
T 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

LACTOSE INTOLERANCE 

250 μg  
(18-55 years) 

COV.00092  6  HIP KNEE  
AND BACK  
JOINT PAIN 

WITHIN 1  
MONTH OF  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ARTHRALGIA 

250 μg  
(18-55 years) 

COV.00092  7  OCCASIONA  
L VAGINAL  
ITCHING 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

VULVOVAGINAL PRURITUS 

250 μg  
(18-55 years) 

COV.00091  1  SEASONAL  
ALLERGIES 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

250 μg  
(18-55 years) 

COV.00091  2  GALLBLADD  
ER  
REMOVAL 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CHOLECYSTECTOMY 

250 μg  
(18-55 years) 

COV.00091  3  DEEP VEIN  
THROMBOSI  
S 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

VASCULAR DISORDERS  DEEP VEIN THROMBOSIS 

250 μg  
(18-55 years) 

COV.00091  4  BROKEN  
ANKLE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

ANKLE FRACTURE 

250 μg  
(18-55 years) 

COV.00091  5  GALLSTONE  
S 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

HEPATOBILIARY DISORDERS  CHOLELITHIASIS 

250 μg  
(18-55 years) 

COV.00091  6  HEARTBURN  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

DYSPEPSIA 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

100 μg  
(56-70 years) 

COV.00121  1  HYPERTENSI  
ON 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  VASCULAR DISORDERS  HYPERTENSION 

100 μg  
(56-70 years) 

COV.00121  2  HYPERLIPID  
EMIA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

HYPERLIPIDAEMIA 

100 μg  
(56-70 years) 

COV.00121  3  HEPATITIS B  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

HEPATITIS B 

100 μg  
(56-70 years) 

COV.00121  4  TONSILLECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

TONSILLECTOMY 

100 μg  
(56-70 years) 

COV.00121  5  RECURRENT  
TONSILLITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

TONSILLITIS 

100 μg  
(56-70 years) 

COV.00121  6  DEGENERAT  
IVE JOINT  
DISEASE 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOARTHRITIS 

100 μg  
(56-70 years) 

COV.00121  7  ADENOIDEC  
TOMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

ADENOIDECTOMY 

100 μg  
(56-70 years) 

COV.00121  8  HEMORRHOI  
DS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

HAEMORRHOIDS 

100 μg  
(56-70 years) 

COV.00119  1  ACOUSTIC  
NEUROMA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

ACOUSTIC NEUROMA 

100 μg  
(56-70 years) 

COV.00119  2  INGUINAL  
HERNIA  
SURGERY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

INGUINAL HERNIA REPAIR 

100 μg  
(56-70 years) 

COV.00119  3  INGUINAL  
HERNIA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

GASTROINTESTINAL  
DISORDERS 

INGUINAL HERNIA 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

100 μg  
(56-70 years) 

COV.00119  4  TONSILLECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

TONSILLECTOMY 

100 μg  
(56-70 years) 

COV.00119  5  RECURRENT  
TONSILLITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

TONSILLITIS 

100 μg  
(56-70 years) 

COV.00119  6  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

100 μg  
(56-70 years) 

COV.00119  7  SHINGLES  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

HERPES ZOSTER 

100 μg  
(56-70 years) 

COV.00119  8  RECURRENT  
HERPES  
LABIALIS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INFECTIONS AND  
INFESTATIONS 

ORAL HERPES 

25 μg  
(56-70 years) 

COV.00111  1  HYPERLIPID  
EMIA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

HYPERLIPIDAEMIA 

25 μg  
(56-70 years) 

COV.00111  2  OSTEOPORO  
SIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOPOROSIS 

25 μg  
(56-70 years) 

COV.00111  3  INSOMNIA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  INSOMNIA 

25 μg  
(56-70 years) 

COV.00111  4  ANXIETY  
DISORDER 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  ANXIETY DISORDER 

25 μg  
(56-70 years) 

COV.00111  5  TOTAL  
ABDOMINAL  
HYSTERECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

HYSTERECTOMY 

25 μg  
(56-70 years) 

COV.00111  6  ENDOMETRI  
OSIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

ENDOMETRIOSIS 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(56-70 years) 

COV.00111  7  CATARACTS  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

EYE DISORDERS  CATARACT 

25 μg  
(56-70 years) 

COV.00111  8  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

25 μg  
(56-70 years) 

COV.00111  9  CATARACT  
SURGERY 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CATARACT OPERATION 

25 μg  
(56-70 years) 

COV.00111  10  PENICILLIN  
ALLERGY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

25 μg  
(56-70 years) 

COV.00111  11  BACTRIM  
ALLERGY 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

25 μg  
(56-70 years) 

COV.00111  12  TENSION  
HEADACHES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  TENSION HEADACHE 

25 μg  
(56-70 years) 

COV.00111  13  TONSILLECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

TONSILLECTOMY 

25 μg  
(56-70 years) 

COV.00111  14  RECURRENT  
TONSILLITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

TONSILLITIS 

25 μg  
(56-70 years) 

COV.00111  15  POST  
HYSTERECT  
OMY  
HORMONAL  
IMBALANCE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INVESTIGATIONS  HORMONE LEVEL ABNORMAL 

25 μg  
(56-70 years) 

COV.00111  16  BILATERAL  
SALPINGO  
OOPHORECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

SALPINGO-OOPHORECTOMY  
BILATERAL 

13FDA-CBER-2022-1614-3223813



 

 

Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(56-70 years) 

COV.00111  17  TOENAIL  
FUNGUS 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  INFECTIONS AND  
INFESTATIONS 

ONYCHOMYCOSIS 

25 μg  
(56-70 years) 

COV.00110  1  MYOMECTO  
MY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

MYOMECTOMY 

25 μg  
(56-70 years) 

COV.00110  2  FIBROIDS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

UTERINE LEIOMYOMA 

25 μg  
(56-70 years) 

COV.00110  3  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

25 μg  
(56-70 years) 

COV.00110  4  SQUAMOUS  
CELL  
CARCINOMA 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

SQUAMOUS CELL CARCINOMA 

25 μg  
(56-70 years) 

COV.00110  5  MOHS  
SURGERY 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

MICROGRAPHIC SKIN SURGERY 

25 μg  
(56-70 years) 

COV.00110  6  FAMILIAL  
TREMOR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  CONGENITAL, FAMILIAL AND  
GENETIC DISORDERS 

FAMILIAL TREMOR 

25 μg  
(56-70 years) 

COV.00110  7  VITAMIN D  
DEFICIENCY 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

VITAMIN D DEFICIENCY 

25 μg  
(56-70 years) 

COV.00110  8  ASTHMA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

ASTHMA 

25 μg  
(56-70 years) 

COV.00110  9  RECURRENT  
HERPES  
LABIALIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INFECTIONS AND  
INFESTATIONS 

ORAL HERPES 

25 μg  
(56-70 years) 

COV.00110  10  BROKEN  
TOOTH 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

TOOTH FRACTURE 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(56-70 years) 

COV.00114  1  KNEE  
REPLACEME  
NT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

KNEE ARTHROPLASTY 

25 μg  
(56-70 years) 

COV.00114  2  OSTEOARTH  
RITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOARTHRITIS 

25 μg  
(56-70 years) 

COV.00114  3  HYPERTENSI  
ON 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  VASCULAR DISORDERS  HYPERTENSION 

25 μg  
(56-70 years) 

COV.00114  4  HYPOTHYRO  
IDISM 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  ENDOCRINE DISORDERS  HYPOTHYROIDISM 

25 μg  
(56-70 years) 

COV.00114  5  TINNITUS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EAR AND LABYRINTH  
DISORDERS 

TINNITUS 

25 μg  
(56-70 years) 

COV.00114  6  GERD  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

GASTROOESOPHAGEAL  
REFLUX DISEASE 

25 μg  
(56-70 years) 

COV.00114  7  INSOMNIA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  INSOMNIA 

25 μg  
(56-70 years) 

COV.00114  8  SCIATICA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  SCIATICA 

25 μg  
(56-70 years) 

COV.00116  1  ATRIAL  
FIBRILLATIO  
N 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  CARDIAC DISORDERS  ATRIAL FIBRILLATION 

25 μg  
(56-70 years) 

COV.00116  2  OSTEOARTH  
RITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOARTHRITIS 

25 μg  
(56-70 years) 

COV.00116  3  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(56-70 years) 

COV.00116  4  TOTAL  
ABDOMINAL  
HYSTERECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

HYSTERECTOMY 

25 μg  
(56-70 years) 

COV.00116  5  CERVICAL  
CARCINOMA  
IN SITU 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

CERVIX CARCINOMA STAGE 0 

25 μg  
(56-70 years) 

COV.00116  6  BILATERAL  
SALPINGO  
OOPHORECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

SALPINGO-OOPHORECTOMY  
BILATERAL 

100 μg  
(56-70 years) 

COV.00123  1  HYPERLIPID  
EMIA 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

HYPERLIPIDAEMIA 

100 μg  
(56-70 years) 

COV.00123  2  SULFA  
ALLERGY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

100 μg  
(56-70 years) 

COV.00123  3  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

100 μg  
(56-70 years) 

COV.00123  4  DEPRESSION  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  DEPRESSION 

100 μg  
(56-70 years) 

COV.00123  5  ALCOHOL  
ABUSE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

PSYCHIATRIC DISORDERS  ALCOHOL ABUSE 

100 μg  
(56-70 years) 

COV.00123  6  ANXIETY  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  ANXIETY 

100 μg  
(56-70 years) 

COV.00125  1  HYPERTENSI  
ON 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  VASCULAR DISORDERS  HYPERTENSION 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

100 μg  
(56-70 years) 

COV.00125  2  TYLENOL  
ALLERGY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

100 μg  
(56-70 years) 

COV.00127  1  HYPERTENSI  
ON 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  VASCULAR DISORDERS  HYPERTENSION 

100 μg  
(56-70 years) 

COV.00127  2  MUSCLE  
ACHES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MYALGIA 

25 μg  
(56-70 years) 

COV.00115  1  OSTEOPENIA  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOPENIA 

25 μg  
(56-70 years) 

COV.00115  2  ECZEMA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ECZEMA 

25 μg  
(56-70 years) 

COV.00115  3  HEADACHES  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  HEADACHE 

100 μg  
(56-70 years) 

COV.00138  1  OSTEOPORO  
SIS 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOPOROSIS 

100 μg  
(56-70 years) 

COV.00138  2  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

100 μg  
(56-70 years) 

COV.00138  3  ORAL AND  
GENITAL  
HSV 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INFECTIONS AND  
INFESTATIONS 

HERPES SIMPLEX 

100 μg  
(56-70 years) 

COV.00138  4  ECZEMA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ECZEMA 

100 μg  
(56-70 years) 

COV.00138  5  ATRIAL  
FLUTTER 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

CARDIAC DISORDERS  ATRIAL FLUTTER 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

100 μg  
(56-70 years) 

COV.00138  6  PENICILLIN  
ALLERGY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

50 μg  
(18-55 years) 

COV.00215  1  APPENDECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

APPENDICECTOMY 

50 μg  
(18-55 years) 

COV.00215  2  LEFT HAND  
GUNSHOT  
FRACTURE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

HAND FRACTURE 

50 μg  
(18-55 years) 

COV.00215  3  RIGHT  
ANKLE  
DISLOCATIO  
N 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

JOINT DISLOCATION 

50 μg  
(18-55 years) 

COV.00215  4  TENDON  
TEAR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

TENDON INJURY 

50 μg  
(18-55 years) 

COV.00215  5  APPENDICITI  
S 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

APPENDICITIS 

50 μg  
(18-55 years) 

COV.00215  6  SURGICAL  
REPAIR OF  
HAND 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

HAND REPAIR OPERATION 

50 μg  
(18-55 years) 

COV.00220  1  SHOULDER  
PAIN 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MUSCULOSKELETAL PAIN 

50 μg  
(18-55 years) 

COV.00220  2  THYROID  
NODULE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ENDOCRINE DISORDERS  THYROID MASS 

50 μg  
(18-55 years) 

COV.00220  3  PARTIAL  
THYROIDEC  
TOMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

THYROIDECTOMY 

50 μg  
(18-55 years) 

COV.00220  4  BASAL CELL  
CARCINOMA  
X4 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

BASAL CELL CARCINOMA 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(18-55 years) 

COV.00220  5  SQUAMOUS  
CELL  
CARCINOMA  
X2 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

SQUAMOUS CELL CARCINOMA 

50 μg  
(18-55 years) 

COV.00220  6  REMOVAL  
OF BASAL  
CELL  
CARCINOMA 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

SKIN NEOPLASM EXCISION 

50 μg  
(18-55 years) 

COV.00220  7  REMOVAL  
OF  
SQUAMOUS  
CELL  
CARCINOMA 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CANCER SURGERY 

50 μg  
(18-55 years) 

COV.00220  8  ROSACEA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ROSACEA 

50 μg  
(18-55 years) 

COV.00220  9  LABRAL  
TEAR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

CARTILAGE INJURY 

50 μg  
(18-55 years) 

COV.00220  10  LABRAL  
TEAR  
REPAIR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CHONDROPLASTY 

50 μg  
(18-55 years) 

COV.00220  11  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

50 μg  
(18-55 years) 

COV.00234  1  WISDOM  
TOOTH  
REMOVAL 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

WISDOM TEETH REMOVAL 

50 μg  
(18-55 years) 

COV.00234  2  RIB  
FRACTURE 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

RIB FRACTURE 

50 μg  
(18-55 years) 

COV.00234  3  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(18-55 years) 

COV.00235  1  BASAL CELL  
CARCINOMA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

BASAL CELL CARCINOMA 

50 μg  
(18-55 years) 

COV.00235  2  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

50 μg  
(18-55 years) 

COV.00235  3  HEADACHES  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  HEADACHE 

100 μg  
(18-55 years) 

COV.00047  1  SITUATIONA  
L  
DEPRESSION 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  ADJUSTMENT DISORDER WITH  
DEPRESSED MOOD 

100 μg  
(18-55 years) 

COV.00047  2  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

100 μg  
(18-55 years) 

COV.00042  1  ATTENTION  
DEFICIT  
DISORDER 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  ATTENTION DEFICIT  
HYPERACTIVITY DISORDER 

100 μg  
(18-55 years) 

COV.00056  1  ABNORMAL  
PAP SMEAR 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

INVESTIGATIONS  SMEAR CERVIX ABNORMAL 

100 μg  
(18-55 years) 

COV.00056  2  MENSTRUAL  
CRAMPS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

DYSMENORRHOEA 

250 μg  
(18-55 years) 

COV.00093  1  ALLERGY TO  
PENICILLIN 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

250 μg  
(18-55 years) 

COV.00095  1  CESAREAN  
SECTION 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CAESAREAN SECTION 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

250 μg  
(18-55 years) 

COV.00095  2  CELLULITIS  
OF  
CESAREAN  
SECTION  
INCISION 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

INCISION SITE CELLULITIS 

250 μg  
(18-55 years) 

COV.00095  3  APPENDECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

APPENDICECTOMY 

250 μg  
(18-55 years) 

COV.00095  4  BILATERAL  
FASCIOTOM  
Y 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

FASCIOTOMY 

250 μg  
(18-55 years) 

COV.00095  5  APPENDICITI  
S 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

APPENDICITIS 

250 μg  
(18-55 years) 

COV.00095  6  CHRONIC  
EXERTIONA  
L  
COMPARTM  
ENT  
SYNDROME 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

COMPARTMENT SYNDROME 

250 μg  
(18-55 years) 

COV.00094  1  ACID  
REFLUX 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

GASTROOESOPHAGEAL  
REFLUX DISEASE 

25 μg  
(56-70 years) 

COV.00106  1  SEASONAL  
ALLERGIES 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

25 μg  
(56-70 years) 

COV.00106  2  INSOMNIA  1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  INSOMNIA 

25 μg  
(56-70 years) 

COV.00106  3  HERPES  
SIMPLEX 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INFECTIONS AND  
INFESTATIONS 

HERPES SIMPLEX 

25 μg  
(56-70 years) 

COV.00105  1  DETACHED  
RETINA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

EYE DISORDERS  RETINAL DETACHMENT 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(56-70 years) 

COV.00105  2  BRONCHITIS  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

BRONCHITIS 

25 μg  
(56-70 years) 

COV.00105  3  GERD  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

GASTROOESOPHAGEAL  
REFLUX DISEASE 

25 μg  
(56-70 years) 

COV.00105  4  OSTEOPENIA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOPENIA 

25 μg  
(56-70 years) 

COV.00105  5  OSTEOARTH  
RITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOARTHRITIS 

25 μg  
(56-70 years) 

COV.00105  6  HERPES  
SIMPLEX 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INFECTIONS AND  
INFESTATIONS 

HERPES SIMPLEX 

25 μg  
(56-70 years) 

COV.00105  7  BASAL CELL  
CARCINOMA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

BASAL CELL CARCINOMA 

25 μg  
(56-70 years) 

COV.00105  8  PENICILLIN  
ALLERGY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

25 μg  
(56-70 years) 

COV.00105  9  SULFA  
ALLERGY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

25 μg  
(56-70 years) 

COV.00105  10  DEPRESSION  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  DEPRESSION 

100 μg  
(56-70 years) 

COV.00124  1  LYME  
DISEASE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

LYME DISEASE 

100 μg  
(56-70 years) 

COV.00124  2  ALLERGY TO  
IBUPROFEN 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

100 μg  
(56-70 years) 

COV.00124  3  ALLERGY TO  
BEE STINGS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  ALLERGY TO ARTHROPOD  
STING 

25 μg  
(56-70 years) 

COV.00113  1  HYPERTENSI  
ON 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  VASCULAR DISORDERS  HYPERTENSION 

25 μg  
(56-70 years) 

COV.00113  2  ARTHRITIS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ARTHRITIS 

25 μg  
(56-70 years) 

COV.00113  3  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

25 μg  
(56-70 years) 

COV.00112  1  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

25 μg  
(56-70 years) 

COV.00112  2  COLON  
INTUSSUSCE  
PTION 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

GASTROINTESTINAL  
DISORDERS 

INTUSSUSCEPTION 

25 μg  
(56-70 years) 

COV.00112  3  SURGERY  
FOR COLON  
INTUSSUSCE  
PTION 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

LARGE INTESTINAL  
OBSTRUCTION REDUCTION 

100 μg  
(56-70 years) 

COV.00118  1  CHRONIC  
SINUS  
INFECTIONS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

CHRONIC SINUSITIS 

100 μg  
(56-70 years) 

COV.00118  2  SINUS  
POLYPS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

SINUS POLYP 

100 μg  
(56-70 years) 

COV.00118  3  SURGERY TO  
REMOVE  
SINUS  
POLYPS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

POLYPECTOMY 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

100 μg  
(56-70 years) 

COV.00118  4  ALLERGIES  
TO GRASS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

100 μg  
(56-70 years) 

COV.00118  5  ALLERGIES  
TO TREES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  ALLERGY TO PLANTS 

100 μg  
(56-70 years) 

COV.00118  6  ALLERGIES  
TO  
MULTIPLE  
ANIMALS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  ALLERGY TO ANIMAL 

100 μg  
(56-70 years) 

COV.00118  7  ANXIETY  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  ANXIETY 

100 μg  
(56-70 years) 

COV.00118  8  TUBAL  
LIGATION 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

FEMALE STERILISATION 

25 μg  
(56-70 years) 

COV.00117  1  DENTAL  
IMPLANT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

DENTAL IMPLANTATION 

25 μg  
(56-70 years) 

COV.00117  2  HIP  
REPLACEME  
NT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

HIP ARTHROPLASTY 

25 μg  
(56-70 years) 

COV.00117  3  FRACTURED  
HIP 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

HIP FRACTURE 

100 μg  
(56-70 years) 

COV.00128  1  IDIOPATHIC  
HYPOTHYRO  
IDISM 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  ENDOCRINE DISORDERS  HYPOTHYROIDISM 

100 μg  
(56-70 years) 

COV.00122  1  DEPRESSION  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  DEPRESSION 

50 μg  
(18-55 years) 

COV.00210  1  ALCOHOL  
DEPENDENC  
E 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

PSYCHIATRIC DISORDERS  ALCOHOLISM 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(18-55 years) 

COV.00210  2  INSOMNIA  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  INSOMNIA 

50 μg  
(18-55 years) 

COV.00239  1  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

50 μg  
(18-55 years) 

COV.00225  1  LIPOMA  1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

LIPOMA 

50 μg  
(18-55 years) 

COV.00225  2  FOOD  
INTOLERAN  
CE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

FOOD INTOLERANCE 

25 μg  
(18-55 years) 

COV.00008  1  MUSCLE  
ACHES  
FROM  
OVERUSE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MYALGIA 

25 μg  
(18-55 years) 

COV.00008  2  VASECTOMY  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

VASECTOMY 

25 μg  
(18-55 years) 

COV.00008  3  PENICILLIN  
ALLERGY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

25 μg  
(18-55 years) 

COV.00008  4  TONSILLECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

TONSILLECTOMY 

25 μg  
(18-55 years) 

COV.00008  5  ENLARGED  
TONSILS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

TONSILLAR HYPERTROPHY 

25 μg  
(18-55 years) 

COV.00008  6  INGUINAL  
HERNIA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

GASTROINTESTINAL  
DISORDERS 

INGUINAL HERNIA 

25 μg  
(18-55 years) 

COV.00008  7  INGUINAL  
HERNIA  
REPAIR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

INGUINAL HERNIA REPAIR 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(18-55 years) 

COV.00008  8  CHILDHOOD  
ASTHMA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

CHILDHOOD ASTHMA 

25 μg  
(18-55 years) 

COV.00008  9  TESTICULAR  
MASS  
BENIGN 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

TESTICULAR MASS 

25 μg  
(18-55 years) 

COV.00009  1  HEADACHE  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

NERVOUS SYSTEM DISORDERS  HEADACHE 

25 μg  
(18-55 years) 

COV.00009  2  ACNE  
VULGARIS 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ACNE 

25 μg  
(18-55 years) 

COV.00009  3  SEASONAL  
ALLERGIES 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

25 μg  
(18-55 years) 

COV.00009  4  ASCUS PAP  
SMEAR 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

WITHIN 1  
MONTH OF  
ENROLLMENT 

REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

CERVICAL DYSPLASIA 

25 μg  
(18-55 years) 

COV.00009  5  HORDEOLU  
M 

WITHIN 1  
MONTH OF  
ENROLLMENT 

ONGOING  INFECTIONS AND  
INFESTATIONS 

HORDEOLUM 

25 μg  
(18-55 years) 

COV.00009  6  MUSCLE  
ACHES  
FROM  
OVERUSE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MYALGIA 

25 μg  
(18-55 years) 

COV.00010  1  HYPOTHYRO  
ID  
CONGENITA  
L 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  CONGENITAL, FAMILIAL AND  
GENETIC DISORDERS 

CONGENITAL  
HYPOTHYROIDISM 

25 μg  
(18-55 years) 

COV.00010  2  MALIGNANT  
MELANOMA  
OF SKIN 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

MALIGNANT MELANOMA 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(18-55 years) 

COV.00010  3  EXCISION OF  
MELANOMA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

SKIN NEOPLASM EXCISION 

25 μg  
(18-55 years) 

COV.00010  4  BASAL CELL  
CARCINOMA  
BACK 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

DURING STUDY  NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

BASAL CELL CARCINOMA 

25 μg  
(18-55 years) 

COV.00010  5  ACNE  
VULGARIS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ACNE 

25 μg  
(18-55 years) 

COV.00010  6  ACTINIC  
KERATOSIS  
R FACE 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ACTINIC KERATOSIS 

25 μg  
(18-55 years) 

COV.00010  7  TINEA  
VERSICOLOR  
TRUNK 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

WITHIN 1  
MONTH OF  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

TINEA VERSICOLOUR 

25 μg  
(18-55 years) 

COV.00010  8  VAGINAL  
YEAST  
INFECTION 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

VULVOVAGINAL MYCOTIC  
INFECTION 

25 μg  
(18-55 years) 

COV.00010  9  SULFA  
ALLERGY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

25 μg  
(18-55 years) 

COV.00010  12  MUSCLE  
ACHES  
FROM  
OVERUSE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MYALGIA 

25 μg  
(18-55 years) 

COV.00010  13  MECHANICA  
L NECK PAIN 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

NECK PAIN 

25 μg  
(18-55 years) 

COV.00010  14  MECHANICA  
L SHOULDER  
PAIN 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MUSCULOSKELETAL PAIN 

25 μg  
(18-55 years) 

COV.00007  1  R HIP PAIN  1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

WITHIN 1  
MONTH OF  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ARTHRALGIA 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(18-55 years) 

COV.00007  2  CESAREAN  
SECTION 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CAESAREAN SECTION 

25 μg  
(18-55 years) 

COV.00007  3  PENICILLIN  
ALLERGY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

25 μg  
(18-55 years) 

COV.00007  4  ANXIETY  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  ANXIETY 

25 μg  
(18-55 years) 

COV.00007  5  HEADACHES  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  HEADACHE 

25 μg  
(18-55 years) 

COV.00007  6  INSOMNIA  WITHIN 1  
MONTH OF  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  INSOMNIA 

25 μg  
(18-55 years) 

COV.00007  7  SEASONAL  
ALLERGIES 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

100 μg  
(18-55 years) 

COV.00011  1  CHRONIC  
TONSILLITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

CHRONIC TONSILLITIS 

100 μg  
(18-55 years) 

COV.00011  2  TONSILLECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

TONSILLECTOMY 

100 μg  
(18-55 years) 

COV.00011  3  LACTOSE  
INTOLERAN  
CE 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

LACTOSE INTOLERANCE 

100 μg  
(18-55 years) 

COV.00011  4  EUSTACHIA  
N TUBE  
DYSFUNCTI  
ON 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EAR AND LABYRINTH  
DISORDERS 

EUSTACHIAN TUBE  
DYSFUNCTION 

100 μg  
(18-55 years) 

COV.00011  5  CONTACT  
DERMATITIS 

WITHIN 1  
MONTH OF  
ENROLLMENT 

DURING STUDY  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

DERMATITIS CONTACT 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

100 μg  
(18-55 years) 

COV.00013  1  SEASONAL  
ALLERGIES 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

100 μg  
(18-55 years) 

COV.00013  2  TIBIAL  
STRESS  
SYNDROME 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MEDIAL TIBIAL STRESS  
SYNDROME 

100 μg  
(18-55 years) 

COV.00013  3  LOW WBC  
COUNT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

WITHIN 1  
MONTH OF  
ENROLLMENT 

INVESTIGATIONS  WHITE BLOOD CELL COUNT  
DECREASED 

100 μg  
(18-55 years) 

COV.00013  4  LOW  
FERRITIN 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  INVESTIGATIONS  SERUM FERRITIN DECREASED 

100 μg  
(18-55 years) 

COV.00013  5  VASODILATI  
ON ON SKIN  
OF TRUNK 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  VASCULAR DISORDERS  VASODILATATION 

100 μg  
(18-55 years) 

COV.00013  6  BACK PAIN  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

BACK PAIN 

25 μg  
(18-55 years) 

COV.00030  1  VASECTOMY  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

VASECTOMY 

25 μg  
(18-55 years) 

COV.00030  2  INSOMNIA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  INSOMNIA 

25 μg  
(18-55 years) 

COV.00030  3  GERD  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

GASTROOESOPHAGEAL  
REFLUX DISEASE 

25 μg  
(18-55 years) 

COV.00030  4  NASAL  
CONGESTIO  
N 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

NASAL CONGESTION 

25 μg  
(18-55 years) 

COV.00030  5  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(18-55 years) 

COV.00030  6  DISLOCATIO  
N OF L  
SHOULDER 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

JOINT DISLOCATION 

25 μg  
(18-55 years) 

COV.00030  7  OPEN  
CAPSULAR  
REPAIR L  
SHOULDER 1 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

SHOULDER OPERATION 

25 μg  
(18-55 years) 

COV.00030  8  OPEN  
CAPSULAR  
REPAIR L  
SHOULDER 2 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

SHOULDER OPERATION 

25 μg  
(18-55 years) 

COV.00030  9  SINUS  
HEADACHE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  SINUS HEADACHE 

25 μg  
(18-55 years) 

COV.00032  1  KIDNEY  
STONES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

RENAL AND URINARY  
DISORDERS 

NEPHROLITHIASIS 

25 μg  
(18-55 years) 

COV.00032  2  GASTROESO  
PHAGEAL  
REFLUX 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

GASTROOESOPHAGEAL  
REFLUX DISEASE 

25 μg  
(18-55 years) 

COV.00032  3  TONSILLITIS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

TONSILLITIS 

25 μg  
(18-55 years) 

COV.00032  4  TONSILLECT  
OMY  
ADENOIDEC  
TOMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

ADENOTONSILLECTOMY 

25 μg  
(18-55 years) 

COV.00032  5  ADENOID  
HYPERTROP  
HY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

ADENOIDAL HYPERTROPHY 

25 μg  
(18-55 years) 

COV.00032  6  ADENOIDEC  
TOMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

ADENOIDECTOMY 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(18-55 years) 

COV.00032  7  LOOSE  
STOOLS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

DIARRHOEA 

100 μg  
(18-55 years) 

COV.00012  1  MUSCLE  
ACHES WITH  
ACTIVITY 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MYALGIA 

100 μg  
(18-55 years) 

COV.00014  1  ONYCHOMY  
COSIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INFECTIONS AND  
INFESTATIONS 

ONYCHOMYCOSIS 

100 μg  
(18-55 years) 

COV.00014  2  DYSMENORR  
HEA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

DYSMENORRHOEA 

100 μg  
(18-55 years) 

COV.00014  3  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

100 μg  
(18-55 years) 

COV.00014  4  LOW BACK  
PAIN 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

BACK PAIN 

25 μg  
(18-55 years) 

COV.00034  1  DYSMENORR  
HEA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

DYSMENORRHOEA 

25 μg  
(18-55 years) 

COV.00034  2  EXERCISE  
INDUCED  
ASTHMA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

ASTHMA EXERCISE INDUCED 

25 μg  
(18-55 years) 

COV.00034  3  BILATERAL  
MASTECTOM  
Y 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

MASTECTOMY 

25 μg  
(18-55 years) 

COV.00034  4  GENERALIZE  
D ANXIETY  
DISORDER 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  GENERALISED ANXIETY  
DISORDER 

25 μg  
(18-55 years) 

COV.00034  5  ADJUSTMEN  
T DISORDER 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  ADJUSTMENT DISORDER 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(18-55 years) 

COV.00034  6  GENDER  
DYSPHORIA 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  GENDER DYSPHORIA 

25 μg  
(18-55 years) 

COV.00034  7  WRIST PAIN  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ARTHRALGIA 

25 μg  
(18-55 years) 

COV.00034  8  NECK PAIN  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

NECK PAIN 

25 μg  
(18-55 years) 

COV.00034  9  HEADACHE  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  HEADACHE 

25 μg  
(18-55 years) 

COV.00034  10  INSOMNIA  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  INSOMNIA 

25 μg  
(18-55 years) 

COV.00031  1  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

25 μg  
(18-55 years) 

COV.00031  2  WARTS L  
FOOT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

SKIN PAPILLOMA 

25 μg  
(18-55 years) 

COV.00031  3  EXERCISE  
INDUCED  
ASTHMA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

ASTHMA EXERCISE INDUCED 

25 μg  
(18-55 years) 

COV.00031  4  ECZEMA  1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ECZEMA 

25 μg  
(18-55 years) 

COV.00031  5  FRACTURE R  
METATARSA  
L 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

FOOT FRACTURE 

25 μg  
(18-55 years) 

COV.00024  1  ADD  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  ATTENTION DEFICIT  
HYPERACTIVITY DISORDER 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(18-55 years) 

COV.00024  2  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

25 μg  
(18-55 years) 

COV.00024  3  HEADACHE  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  HEADACHE 

25 μg  
(18-55 years) 

COV.00024  4  ALLERGY TO  
SOFT  
SKINNED  
FRUIT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  FOOD ALLERGY 

25 μg  
(18-55 years) 

COV.00033  1  HEADACHE  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  HEADACHE 

25 μg  
(18-55 years) 

COV.00033  2  INGUINAL  
HERNIA 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

GASTROINTESTINAL  
DISORDERS 

INGUINAL HERNIA 

25 μg  
(18-55 years) 

COV.00033  3  INGUINAL  
HERNIA  
REPAIR 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

INGUINAL HERNIA REPAIR 

25 μg  
(18-55 years) 

COV.00033  4  ACNE  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ACNE 

25 μg  
(18-55 years) 

COV.00033  5  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

25 μg  
(18-55 years) 

COV.00028  1  DEPRESSION  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  DEPRESSION 

25 μg  
(18-55 years) 

COV.00028  2  ANXIETY  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  ANXIETY 

25 μg  
(18-55 years) 

COV.00028  3  MUSCLE  
ACHES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MYALGIA 

33FDA-CBER-2022-1614-3223833



 

 

Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(18-55 years) 

COV.00028  4  ORTHODONT  
IC PAIN DUE  
TO NEW  
BRACES 

WITHIN 1  
MONTH OF  
ENROLLMENT 

WITHIN 1  
MONTH OF  
ENROLLMENT 

GENERAL DISORDERS AND  
ADMINISTRATION SITE  
CONDITIONS 

MEDICAL DEVICE PAIN 

25 μg  
(18-55 years) 

COV.00028  5  DYSHIDROTI  
C ECZEMA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

DYSHIDROTIC ECZEMA 

25 μg  
(18-55 years) 

COV.00028  6  HEADACHE  WITHIN 1  
MONTH OF  
ENROLLMENT 

WITHIN 1  
MONTH OF  
ENROLLMENT 

NERVOUS SYSTEM DISORDERS  HEADACHE 

25 μg  
(18-55 years) 

COV.00028  7  SORE  
THROAT 

WITHIN 1  
MONTH OF  
ENROLLMENT 

WITHIN 1  
MONTH OF  
ENROLLMENT 

RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

OROPHARYNGEAL PAIN 

250 μg  
(18-55 years) 

COV.00078  1  AUGMENTIN  
ALLERGY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

25 μg  
(18-55 years) 

COV.00026  1  SULFA  
ALLERGY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

25 μg  
(18-55 years) 

COV.00026  2  HEADACHE  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  HEADACHE 

25 μg  
(18-55 years) 

COV.00026  3  NASAL  
CONGESTIO  
N 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

NASAL CONGESTION 

25 μg  
(18-55 years) 

COV.00029  1  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

25 μg  
(18-55 years) 

COV.00029  2  EXERCISE  
INDUCED  
ASTHMA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

ASTHMA EXERCISE INDUCED 

25 μg  
(18-55 years) 

COV.00029  3  HEREDITAR  
Y  
ICHTHYOSIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  CONGENITAL, FAMILIAL AND  
GENETIC DISORDERS 

ICHTHYOSIS 

34FDA-CBER-2022-1614-3223834



 

 

Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(18-55 years) 

COV.00029  4  ALLERGIES  
TO ANIMAL  
DANDER 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  ALLERGY TO ANIMAL 

25 μg  
(18-55 years) 

COV.00029  5  ALLERGY TO  
PEANUTS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  FOOD ALLERGY 

250 μg  
(18-55 years) 

COV.00080  1  DEPRESSION  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  DEPRESSION 

250 μg  
(18-55 years) 

COV.00080  2  TINEA  
VERSICOLOR 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

DURING STUDY  INFECTIONS AND  
INFESTATIONS 

TINEA VERSICOLOUR 

250 μg  
(18-55 years) 

COV.00080  3  IMPETIGO  1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

IMPETIGO 

250 μg  
(18-55 years) 

COV.00080  4  ALLERGY TO  
BANANAS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  FOOD ALLERGY 

250 μg  
(18-55 years) 

COV.00080  5  SUBUNGUAL  
HEMATOMA 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

DURING STUDY  INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

TRAUMATIC HAEMATOMA 

250 μg  
(18-55 years) 

COV.00083  1  HIATAL  
HERNIA 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

HIATUS HERNIA 

250 μg  
(18-55 years) 

COV.00083  2  GERD  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

GASTROOESOPHAGEAL  
REFLUX DISEASE 

250 μg  
(18-55 years) 

COV.00083  3  LEFT  
INGUINAL  
HERNIA 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

GASTROINTESTINAL  
DISORDERS 

INGUINAL HERNIA 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

250 μg  
(18-55 years) 

COV.00083  4  STRAIN OF R  
HAND  
METACARPO  
PHALANGEA  
L JOINT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

LIGAMENT SPRAIN 

250 μg  
(18-55 years) 

COV.00083  5  R HAND  
LACERATIO  
N 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

SKIN LACERATION 

250 μg  
(18-55 years) 

COV.00083  6  NERVE  
COMPRESSIO  
N 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  NERVE COMPRESSION 

250 μg  
(18-55 years) 

COV.00079  1  HERPES  
SIMPLEX  
NARES 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

HERPES SIMPLEX 

250 μg  
(18-55 years) 

COV.00079  2  MILD  
ANEMIA 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

BLOOD AND LYMPHATIC  
SYSTEM DISORDERS 

ANAEMIA 

250 μg  
(18-55 years) 

COV.00079  3  OSGOOD  
SCHLATTER  
DISEASE 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOCHONDROSIS 

250 μg  
(18-55 years) 

COV.00079  4  CHEST PAIN  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

GENERAL DISORDERS AND  
ADMINISTRATION SITE  
CONDITIONS 

CHEST PAIN 

250 μg  
(18-55 years) 

COV.00079  5  MENORRHA  
GIA  
IRREGULAR  
CYCLE 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

MENORRHAGIA 

250 μg  
(18-55 years) 

COV.00079  6  ADOLESCEN  
T SCOLIOSIS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

SCOLIOSIS 

250 μg  
(18-55 years) 

COV.00079  7  SOFT  
STOOLS 

WITHIN 1  
MONTH OF  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

FAECES SOFT 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

250 μg  
(18-55 years) 

COV.00079  8  SEASONAL  
ALLERGIES 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

250 μg  
(18-55 years) 

COV.00081  1  MUSCLE  
ACHES WITH  
ACTIVITY 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MYALGIA 

250 μg  
(18-55 years) 

COV.00081  2  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

250 μg  
(18-55 years) 

COV.00081  3  ACNE  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ACNE 

250 μg  
(18-55 years) 

COV.00081  4  SCINTILLATI  
NG  
SCOTOMATA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

EYE DISORDERS  SCINTILLATING SCOTOMA 

250 μg  
(18-55 years) 

COV.00087  1  ACNE  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ACNE 

250 μg  
(18-55 years) 

COV.00087  2  MENSTRUAL  
CRAMPS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

DYSMENORRHOEA 

250 μg  
(18-55 years) 

COV.00087  3  ALLERGY TO  
TRAZADONE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

250 μg  
(18-55 years) 

COV.00087  4  ROSACEA  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ROSACEA 

250 μg  
(18-55 years) 

COV.00087  5  TEETH  
DISCOLORA  
TION 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

DURING STUDY  GASTROINTESTINAL  
DISORDERS 

TOOTH DISCOLOURATION 

250 μg  
(18-55 years) 

COV.00087  6  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

250 μg  
(18-55 years) 

COV.00085  1  DEPRESSION  1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  DEPRESSION 

250 μg  
(18-55 years) 

COV.00085  2  WOLFF  
PARKINSON  
WHITE  
SYNDROME 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

CARDIAC DISORDERS  WOLFF-PARKINSON-WHITE  
SYNDROME 

250 μg  
(18-55 years) 

COV.00085  3  BRONCHITIS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

BRONCHITIS 

250 μg  
(18-55 years) 

COV.00085  4  ECZEMA  
SCALP AND  
SHINS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ECZEMA 

250 μg  
(18-55 years) 

COV.00085  5  ANAL  
ITCHING 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

ANAL PRURITUS 

250 μg  
(18-55 years) 

COV.00086  1  SEASONAL  
ALLERGIES 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

250 μg  
(18-55 years) 

COV.00086  2  MUSCLE  
ACHES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MYALGIA 

250 μg  
(18-55 years) 

COV.00086  3  EXERCISE  
INDUCED  
ASTHMA 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

ASTHMA EXERCISE INDUCED 

250 μg  
(18-55 years) 

COV.00086  4  LEFT ANKLE  
SPRAIN 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

LIGAMENT SPRAIN 

250 μg  
(18-55 years) 

COV.00086  5  PARAGARD  
IUD  
PLACEMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

INTRA-UTERINE  
CONTRACEPTIVE DEVICE  
INSERTION 

250 μg  
(18-55 years) 

COV.00086  6  ADJUSTMEN  
T DISORDER 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  ADJUSTMENT DISORDER 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

250 μg  
(18-55 years) 

COV.00086  7  RIGHT HIP  
PAIN WITH  
DISLOCATIO  
N 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

JOINT DISLOCATION 

250 μg  
(18-55 years) 

COV.00086  8  HEADACHE  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  HEADACHE 

250 μg  
(18-55 years) 

COV.00084  1  ASTHMA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

ASTHMA 

250 μg  
(18-55 years) 

COV.00084  2  SEASONAL  
ALLERGIES 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

250 μg  
(18-55 years) 

COV.00084  3  DEPRESSION  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  DEPRESSION 

250 μg  
(18-55 years) 

COV.00084  4  ANXIETY  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  ANXIETY 

250 μg  
(18-55 years) 

COV.00084  5  APPENDECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

APPENDICECTOMY 

250 μg  
(18-55 years) 

COV.00084  6  ARTICAINE  
ALLERGY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

250 μg  
(18-55 years) 

COV.00084  7  TRICHOTILL  
OMANIA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  TRICHOTILLOMANIA 

250 μg  
(18-55 years) 

COV.00084  8  APPENDICITI  
S 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

APPENDICITIS 

250 μg  
(18-55 years) 

COV.00084  9  HEADACHES  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  HEADACHE 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(≥71 years) 

COV.00153  1  ERECTILE  
DYSFUNCTI  
ON 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

ERECTILE DYSFUNCTION 

25 μg  
(≥71 years) 

COV.00153  2  GERD  1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

GASTROOESOPHAGEAL  
REFLUX DISEASE 

25 μg  
(≥71 years) 

COV.00153  3  ALLERGY TO  
CHEMICAL  
REAGENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  ALLERGY TO CHEMICALS 

25 μg  
(≥71 years) 

COV.00153  4  POST NASAL  
DRIP 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

UPPER-AIRWAY COUGH  
SYNDROME 

25 μg  
(≥71 years) 

COV.00153  5  DIARRHEA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

DIARRHOEA 

25 μg  
(≥71 years) 

COV.00153  6  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

25 μg  
(≥71 years) 

COV.00153  7  REACTIVE  
AIRWAY  
DISEASE 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

BRONCHIAL  
HYPERREACTIVITY 

25 μg  
(≥71 years) 

COV.00153  8  ELEVATED  
CHOLESTER  
OL 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INVESTIGATIONS  BLOOD CHOLESTEROL  
INCREASED 

25 μg  
(≥71 years) 

COV.00153  9  URETHRAL  
CONSTRICTI  
ON 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

RENAL AND URINARY  
DISORDERS 

URETHRAL STENOSIS 

25 μg  
(≥71 years) 

COV.00153  10  REPAIR OF  
URETHRAL  
CONSTRICTI  
ON 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

URETHRAL REPAIR 

25 μg  
(≥71 years) 

COV.00153  11  PSEUDOPHA  
KIA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  SURGICAL AND MEDICAL  
PROCEDURES 

INTRAOCULAR LENS IMPLANT 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(≥71 years) 

COV.00153  12  HEADACHE  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  HEADACHE 

25 μg  
(≥71 years) 

COV.00153  13  DERMATITIS  1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

DERMATITIS 

25 μg  
(≥71 years) 

COV.00153  14  HEARING  
LOSS 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  EAR AND LABYRINTH  
DISORDERS 

DEAFNESS 

25 μg  
(≥71 years) 

COV.00155  1  LIPOMA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

LIPOMA 

25 μg  
(≥71 years) 

COV.00155  2  ALLERGY TO  
NAPROXEN 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

25 μg  
(≥71 years) 

COV.00155  3  ALLERGY TO  
PENICILLIN 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

25 μg  
(≥71 years) 

COV.00155  4  ALLERGY TO  
PHENOBARB  
ITAL 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

25 μg  
(≥71 years) 

COV.00155  5  INSOMNIA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  INSOMNIA 

25 μg  
(≥71 years) 

COV.00155  6  ASTHMA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

ASTHMA 

25 μg  
(≥71 years) 

COV.00155  7  PTOSIS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

EYE DISORDERS  EYELID PTOSIS 

25 μg  
(≥71 years) 

COV.00155  8  REPAIR OF  
EYELID 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

EYELID OPERATION 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(≥71 years) 

COV.00155  9  SENSORINEU  
RAL  
HEARING  
LOSS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EAR AND LABYRINTH  
DISORDERS 

DEAFNESS NEUROSENSORY 

25 μg  
(≥71 years) 

COV.00155  10  CATARACTS  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EYE DISORDERS  CATARACT 

25 μg  
(≥71 years) 

COV.00155  11  BUNION  
REPAIR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

BUNION OPERATION 

25 μg  
(≥71 years) 

COV.00155  12  BUNION  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

FOOT DEFORMITY 

25 μg  
(≥71 years) 

COV.00155  13  HAMMER  
TOE 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

FOOT DEFORMITY 

25 μg  
(≥71 years) 

COV.00155  14  MUSCLE  
STRAIN  
FROM  
OVERUSE 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

MUSCLE STRAIN 

25 μg  
(≥71 years) 

COV.00158  1  GERD  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

GASTROOESOPHAGEAL  
REFLUX DISEASE 

25 μg  
(≥71 years) 

COV.00158  2  MUSCLE  
PAIN FROM  
ACTIVITY 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MYALGIA 

25 μg  
(≥71 years) 

COV.00158  3  CIPROFLOXA  
CIN  
ADVERSE  
REACTION 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GENERAL DISORDERS AND  
ADMINISTRATION SITE  
CONDITIONS 

ADVERSE DRUG REACTION 

25 μg  
(≥71 years) 

COV.00158  4  CLAVULANI  
C ACID  
ALLERGY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(≥71 years) 

COV.00158  5  SCHATZKI  
RING 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

ACQUIRED OESOPHAGEAL WEB 

25 μg  
(≥71 years) 

COV.00158  6  BILATERAL  
SENSORINEU  
RAL  
HEARING  
LOSS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EAR AND LABYRINTH  
DISORDERS 

DEAFNESS NEUROSENSORY 

25 μg  
(≥71 years) 

COV.00158  7  R THORACIC  
BACK PAIN 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

BACK PAIN 

25 μg  
(≥71 years) 

COV.00158  8  DIVERTICUL  
ITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

DIVERTICULITIS 

25 μg  
(≥71 years) 

COV.00158  9  CAT  
ALLERGY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  ALLERGY TO ANIMAL 

25 μg  
(≥71 years) 

COV.00158  10  INSOMNIA  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  INSOMNIA 

25 μg  
(≥71 years) 

COV.00156  1  BENIGN  
PROSTATIC  
HYPERPLASI  
A 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

BENIGN PROSTATIC  
HYPERPLASIA 

25 μg  
(≥71 years) 

COV.00156  2  URINARY  
FREQUENCY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RENAL AND URINARY  
DISORDERS 

POLLAKIURIA 

25 μg  
(≥71 years) 

COV.00156  3  ADENOMAT  
OUS POLYP 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

GENERAL DISORDERS AND  
ADMINISTRATION SITE  
CONDITIONS 

POLYP 

25 μg  
(≥71 years) 

COV.00156  4  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(≥71 years) 

COV.00156  5  INSOMNIA  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  INSOMNIA 

25 μg  
(≥71 years) 

COV.00156  6  CATARACT  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

EYE DISORDERS  CATARACT 

25 μg  
(≥71 years) 

COV.00156  7  CATARACT  
REMOVAL 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CATARACT OPERATION 

25 μg  
(≥71 years) 

COV.00156  8  ALLERGY TO  
SULFA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

25 μg  
(≥71 years) 

COV.00156  9  LIGHTHEAD  
EDNESS 

DURING STUDY  DURING STUDY  NERVOUS SYSTEM DISORDERS  DIZZINESS 

25 μg  
(≥71 years) 

COV.00156  10  INCREASED  
MENTAL  
ACUITY 

DURING STUDY  DURING STUDY  PSYCHIATRIC DISORDERS  MENTAL STATUS CHANGES 

25 μg  
(≥71 years) 

COV.00160  1  POSTTRAUM  
ATIC STRESS  
DISORDER 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  POST-TRAUMATIC STRESS  
DISORDER 

25 μg  
(≥71 years) 

COV.00160  2  MAJOR  
DEPRESSIVE  
DISORDER 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

PSYCHIATRIC DISORDERS  MAJOR DEPRESSION 

25 μg  
(≥71 years) 

COV.00160  3  PANIC  
DISORDER 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  PANIC DISORDER 

25 μg  
(≥71 years) 

COV.00160  4  GENERALIZE  
D ANXIETY  
DISORDER 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  GENERALISED ANXIETY  
DISORDER 

25 μg  
(≥71 years) 

COV.00160  5  OSTEOARTH  
RITIS OF  
KNEE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOARTHRITIS 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(≥71 years) 

COV.00160  6  KNEE  
ARTHROSCO  
PY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INVESTIGATIONS  ARTHROSCOPY 

25 μg  
(≥71 years) 

COV.00160  7  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

25 μg  
(≥71 years) 

COV.00160  8  SENSORINEU  
RAL  
HEARING  
LOSS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EAR AND LABYRINTH  
DISORDERS 

DEAFNESS NEUROSENSORY 

25 μg  
(≥71 years) 

COV.00160  9  TORTUOUS  
ABDOMINAL  
AORTA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  VASCULAR DISORDERS  AORTIC DISORDER 

25 μg  
(≥71 years) 

COV.00160  10  DIVERTICUL  
OSIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

DIVERTICULUM 

25 μg  
(≥71 years) 

COV.00160  11  RED GREEN  
COLORBLIN  
DNESS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  CONGENITAL, FAMILIAL AND  
GENETIC DISORDERS 

COLOUR BLINDNESS 

100 μg  
(≥71 years) 

COV.00184  1  ANKLE PAIN  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ARTHRALGIA 

100 μg  
(≥71 years) 

COV.00184  2  TALAR  
FRACTURE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

ANKLE FRACTURE 

100 μg  
(≥71 years) 

COV.00184  3  OSTEOPORO  
SIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOPOROSIS 

100 μg  
(≥71 years) 

COV.00184  4  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

100 μg  
(≥71 years) 

COV.00184  5  INSOMNIA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  INSOMNIA 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

100 μg  
(≥71 years) 

COV.00184  6  SENSORINEU  
RAL  
HEARING  
LOSS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EAR AND LABYRINTH  
DISORDERS 

DEAFNESS NEUROSENSORY 

100 μg  
(≥71 years) 

COV.00184  7  ROSACEA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ROSACEA 

100 μg  
(≥71 years) 

COV.00184  8  CATARACTS  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EYE DISORDERS  CATARACT 

100 μg  
(≥71 years) 

COV.00184  9  KIDNEY  
STONE 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

RENAL AND URINARY  
DISORDERS 

NEPHROLITHIASIS 

100 μg  
(≥71 years) 

COV.00184  10  DYSPHONIA  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

DYSPHONIA 

100 μg  
(≥71 years) 

COV.00184  11  HYPERLIPID  
EMIA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

HYPERLIPIDAEMIA 

100 μg  
(≥71 years) 

COV.00184  12  DEGENERAT  
IVE DISC  
DISEASE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

INTERVERTEBRAL DISC  
DEGENERATION 

25 μg  
(≥71 years) 

COV.00157  1  ESSENTIAL  
HYPERTENSI  
ON 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  VASCULAR DISORDERS  ESSENTIAL HYPERTENSION 

25 μg  
(≥71 years) 

COV.00157  2  HYPERLIPID  
EMIA 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

HYPERLIPIDAEMIA 

25 μg  
(≥71 years) 

COV.00157  3  ALLERGIC  
RHINITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

RHINITIS ALLERGIC 

25 μg  
(≥71 years) 

COV.00157  4  CONJUNCTIV  
ITIS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INFECTIONS AND  
INFESTATIONS 

CONJUNCTIVITIS 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(≥71 years) 

COV.00157  5  ESOPHAGEA  
L REFLUX 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

GASTROOESOPHAGEAL  
REFLUX DISEASE 

25 μg  
(≥71 years) 

COV.00157  6  UMBILICAL  
HERNIA 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

DURING STUDY  GASTROINTESTINAL  
DISORDERS 

UMBILICAL HERNIA 

25 μg  
(≥71 years) 

COV.00157  7  ACTINIC  
KERATOSIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ACTINIC KERATOSIS 

25 μg  
(≥71 years) 

COV.00157  8  CHOLECYST  
ECTOMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CHOLECYSTECTOMY 

25 μg  
(≥71 years) 

COV.00157  9  GALLSTONE  
S 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

HEPATOBILIARY DISORDERS  CHOLELITHIASIS 

25 μg  
(≥71 years) 

COV.00154  1  HYPERLIPID  
EMIA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

HYPERLIPIDAEMIA 

25 μg  
(≥71 years) 

COV.00154  2  GERD  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

GASTROOESOPHAGEAL  
REFLUX DISEASE 

25 μg  
(≥71 years) 

COV.00154  3  BPH  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

BENIGN PROSTATIC  
HYPERPLASIA 

25 μg  
(≥71 years) 

COV.00154  4  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

25 μg  
(≥71 years) 

COV.00154  5  SEBORRHEIC  
KERATOSES 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

SEBORRHOEIC KERATOSIS 

25 μg  
(≥71 years) 

COV.00154  6  ACTINIC  
KERATOSES 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ACTINIC KERATOSIS 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(≥71 years) 

COV.00154  7  CHRONIC  
SACROILIAC  
JOINT PAIN 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ARTHRALGIA 

25 μg  
(≥71 years) 

COV.00154  8  ANKLE PAIN  1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ARTHRALGIA 

25 μg  
(≥71 years) 

COV.00154  9  SINUS  
HEADACHE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  SINUS HEADACHE 

100 μg  
(≥71 years) 

COV.00169  1  OSTEOPENIA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOPENIA 

100 μg  
(≥71 years) 

COV.00169  2  CATARACT  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EYE DISORDERS  CATARACT 

100 μg  
(≥71 years) 

COV.00169  3  DERMATITIS  1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

DERMATITIS 

100 μg  
(≥71 years) 

COV.00169  4  HEARTBURN  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

DYSPEPSIA 

100 μg  
(≥71 years) 

COV.00169  5  HEADACHE  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  HEADACHE 

100 μg  
(≥71 years) 

COV.00169  6  SINUS  
CONGESTIO  
N 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

SINUS CONGESTION 

100 μg  
(≥71 years) 

COV.00169  7  LEFT  
ANTERIOR  
KNEE PAIN 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ARTHRALGIA 

100 μg  
(≥71 years) 

COV.00169  8  RIGHT  
POSTERIOR  
KNEE PAIN 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ARTHRALGIA 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

100 μg  
(≥71 years) 

COV.00169  9  TINNITUS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EAR AND LABYRINTH  
DISORDERS 

TINNITUS 

25 μg  
(≥71 years) 

COV.00167  1  INSOMNIA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  INSOMNIA 

25 μg  
(≥71 years) 

COV.00167  2  HYPERTENSI  
ON 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  VASCULAR DISORDERS  HYPERTENSION 

25 μg  
(≥71 years) 

COV.00167  3  MUSCLE  
SORENESS  
WITH  
ACTIVITY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MYALGIA 

25 μg  
(≥71 years) 

COV.00167  4  ALLERGY TO  
COMPAZINE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

25 μg  
(≥71 years) 

COV.00167  5  ENVIRONME  
NTAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  HYPERSENSITIVITY 

25 μg  
(≥71 years) 

COV.00167  6  METATARSA  
L  
NEURALGIA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

METATARSALGIA 

25 μg  
(≥71 years) 

COV.00167  7  OSTEOARTH  
RITIS OF  
HANDS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOARTHRITIS 

25 μg  
(≥71 years) 

COV.00167  8  HYPERCHOL  
ESTEROLEMI  
A 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

HYPERCHOLESTEROLAEMIA 

25 μg  
(≥71 years) 

COV.00167  9  TUBAL  
LIGATION 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

FEMALE STERILISATION 

25 μg  
(≥71 years) 

COV.00167  10  CERVICAL  
DYSPLASIA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

CERVICAL DYSPLASIA 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(≥71 years) 

COV.00167  11  OVARIAN  
CYSTS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

OVARIAN CYST 

25 μg  
(≥71 years) 

COV.00167  12  SALPINGO  
OOPHORECT  
OMY 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

SALPINGO-OOPHORECTOMY 

25 μg  
(≥71 years) 

COV.00166  1  HYPERTENSI  
ON 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  VASCULAR DISORDERS  HYPERTENSION 

25 μg  
(≥71 years) 

COV.00166  2  HYPERCHOL  
ESTEREMIA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

HYPERCHOLESTEROLAEMIA 

25 μg  
(≥71 years) 

COV.00166  3  SENSORINEU  
RAL  
HEARING  
LOSS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EAR AND LABYRINTH  
DISORDERS 

DEAFNESS NEUROSENSORY 

25 μg  
(≥71 years) 

COV.00166  4  GERD  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

GASTROOESOPHAGEAL  
REFLUX DISEASE 

25 μg  
(≥71 years) 

COV.00166  5  BPH  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

BENIGN PROSTATIC  
HYPERPLASIA 

25 μg  
(≥71 years) 

COV.00166  6  ERECTILE  
DYSFUNCTI  
ON 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

ERECTILE DYSFUNCTION 

25 μg  
(≥71 years) 

COV.00166  7  LOW BACK  
PAIN 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

BACK PAIN 

25 μg  
(≥71 years) 

COV.00166  8  KERATOCON  
US 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EYE DISORDERS  KERATOCONUS 

25 μg  
(≥71 years) 

COV.00166  9  CATARACT  
SURGERY OF  
R EYE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CATARACT OPERATION 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(≥71 years) 

COV.00166  10  CATARACT  
SURGERY OF  
L EYE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CATARACT OPERATION 

25 μg  
(≥71 years) 

COV.00166  11  PTOSIS OF  
EYELID 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

EYE DISORDERS  EYELID PTOSIS 

25 μg  
(≥71 years) 

COV.00166  12  CATARACTS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

EYE DISORDERS  CATARACT 

100 μg  
(≥71 years) 

COV.00178  1  ALLERGY TO  
PENICILLIN 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

100 μg  
(≥71 years) 

COV.00178  2  ALLERGY TO  
TERBINAFIN  
E 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

100 μg  
(≥71 years) 

COV.00178  3  SEASONAL  
ALLERGIES 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

100 μg  
(≥71 years) 

COV.00178  4  OSTEOARTH  
RITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOARTHRITIS 

100 μg  
(≥71 years) 

COV.00178  5  OSTEOPORO  
SIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOPOROSIS 

100 μg  
(≥71 years) 

COV.00178  6  SENSORINEU  
RAL  
HEARING  
LOSS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EAR AND LABYRINTH  
DISORDERS 

DEAFNESS NEUROSENSORY 

100 μg  
(≥71 years) 

COV.00178  7  ELEVATED  
CHOLESTER  
OL 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INVESTIGATIONS  BLOOD CHOLESTEROL  
INCREASED 

100 μg  
(≥71 years) 

COV.00178  8  INGUINAL  
HERNIA 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

INGUINAL HERNIA 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

100 μg  
(≥71 years) 

COV.00178  9  HEADACHE  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  HEADACHE 

25 μg  
(≥71 years) 

COV.00159  1  PROSTATE  
CANCER 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

PROSTATE CANCER 

25 μg  
(≥71 years) 

COV.00159  2  RADICAL  
PROSTATEC  
TOMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

RADICAL PROSTATECTOMY 

25 μg  
(≥71 years) 

COV.00159  3  MILD  
ECZEMA 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ECZEMA 

25 μg  
(≥71 years) 

COV.00159  4  HYPERCHOL  
ESTEROLEMI  
A 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

HYPERCHOLESTEROLAEMIA 

25 μg  
(≥71 years) 

COV.00159  5  RIGHT  
SHOULDER  
PAIN 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MUSCULOSKELETAL PAIN 

25 μg  
(≥71 years) 

COV.00159  6  BILATERAL  
SENSORINEU  
RAL  
HEARING  
LOSS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EAR AND LABYRINTH  
DISORDERS 

DEAFNESS NEUROSENSORY 

25 μg  
(≥71 years) 

COV.00159  7  RIGHT ACL  
REPAIR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

LIGAMENT OPERATION 

25 μg  
(≥71 years) 

COV.00159  8  LEFT ACL  
REPAIR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

LIGAMENT OPERATION 

25 μg  
(≥71 years) 

COV.00159  9  TONSILLECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

TONSILLECTOMY 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

25 μg  
(≥71 years) 

COV.00159  10  VASECTOMY  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

VASECTOMY 

25 μg  
(≥71 years) 

COV.00159  11  RIGHT BICEP  
TENDON  
TEAR 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

TENDON RUPTURE 

25 μg  
(≥71 years) 

COV.00159  12  LOW BACK  
PAIN 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

BACK PAIN 

25 μg  
(≥71 years) 

COV.00159  13  CHILDHOOD  
TONSILLITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

TONSILLITIS 

25 μg  
(≥71 years) 

COV.00159  14  COLD SORES  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INFECTIONS AND  
INFESTATIONS 

ORAL HERPES 

100 μg  
(≥71 years) 

COV.00168  1  BLOOD  
VESSEL  
RUPTURE IN  
EYES 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

EYE DISORDERS  EYE HAEMORRHAGE 

100 μg  
(≥71 years) 

COV.00168  2  GENITAL  
HERPES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INFECTIONS AND  
INFESTATIONS 

GENITAL HERPES 

100 μg  
(≥71 years) 

COV.00168  3  IRRITABLE  
BOWEL  
SYNDROME 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

IRRITABLE BOWEL SYNDROME 

100 μg  
(≥71 years) 

COV.00168  4  ALLERGY TO  
SULFA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

100 μg  
(≥71 years) 

COV.00168  5  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

100 μg  
(≥71 years) 

COV.00168  6  C SECTION  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CAESAREAN SECTION 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

100 μg  
(≥71 years) 

COV.00168  7  R ROTATOR  
CUFF INJURY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ROTATOR CUFF SYNDROME 

100 μg  
(≥71 years) 

COV.00168  8  R FOOT  
BUNIONECT  
OMY WITH  
SCREW  
PLACEMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

BUNION OPERATION 

100 μg  
(≥71 years) 

COV.00168  9  WASP  
ALLERGIES 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  ALLERGY TO ARTHROPOD  
STING 

100 μg  
(≥71 years) 

COV.00168  10  SINUS  
HEADACHE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  SINUS HEADACHE 

100 μg  
(≥71 years) 

COV.00173  1  ARTHRITIS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ARTHRITIS 

100 μg  
(≥71 years) 

COV.00173  2  LEVOSCOLIO  
SIS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

SCOLIOSIS 

100 μg  
(≥71 years) 

COV.00173  3  DJD KNEES  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOARTHRITIS 

100 μg  
(≥71 years) 

COV.00173  4  RIGHT KNEE  
REPLACEME  
NT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

KNEE ARTHROPLASTY 

100 μg  
(≥71 years) 

COV.00173  5  BREAST  
IMPLANTS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SOCIAL CIRCUMSTANCES  BREAST PROSTHESIS USER 

100 μg  
(≥71 years) 

COV.00173  6  CYSTOCELE  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

CYSTOCELE 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

100 μg  
(≥71 years) 

COV.00173  7  HEARTBURN  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

DYSPEPSIA 

100 μg  
(≥71 years) 

COV.00173  8  BILATERAL  
CATARACT  
SURGERY 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CATARACT OPERATION 

100 μg  
(≥71 years) 

COV.00173  9  BILATERAL  
HEARING  
LOSS 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  EAR AND LABYRINTH  
DISORDERS 

DEAFNESS BILATERAL 

100 μg  
(≥71 years) 

COV.00173  10  TONSILLECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

TONSILLECTOMY 

100 μg  
(≥71 years) 

COV.00173  11  NASAL  
CONGESTIO  
N 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

NASAL CONGESTION 

100 μg  
(≥71 years) 

COV.00173  12  BILATERAL  
CATARACTS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

EYE DISORDERS  CATARACT 

100 μg  
(≥71 years) 

COV.00173  13  TONSILLITIS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

TONSILLITIS 

100 μg  
(≥71 years) 

COV.00173  14  UTERINE  
PROLAPSE 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

UTERINE PROLAPSE 

100 μg  
(≥71 years) 

COV.00176  1  L SHOULDER  
BURSITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

BURSITIS 

100 μg  
(≥71 years) 

COV.00176  2  GERD  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

GASTROOESOPHAGEAL  
REFLUX DISEASE 

100 μg  
(≥71 years) 

COV.00176  3  HYPERLIPID  
EMIA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

HYPERLIPIDAEMIA 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

100 μg  
(≥71 years) 

COV.00176  4  VASECTOMY  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

VASECTOMY 

100 μg  
(≥71 years) 

COV.00176  5  SEBORRHEIC  
KERATOSIS  
L EAR 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

SEBORRHOEIC KERATOSIS 

100 μg  
(≥71 years) 

COV.00176  6  TONSILLECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

TONSILLECTOMY 

100 μg  
(≥71 years) 

COV.00176  7  R BICEP  
TENDON  
TEAR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

TENDON RUPTURE 

100 μg  
(≥71 years) 

COV.00176  8  PNEUMONIA  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

PNEUMONIA 

100 μg  
(≥71 years) 

COV.00176  9  MOLE  
REMOVED  
BACK 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

MOLE EXCISION 

100 μg  
(≥71 years) 

COV.00176  11  TONSILLITIS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

TONSILLITIS 

100 μg  
(≥71 years) 

COV.00176  12  RIGHT BICEP  
TENDON  
REPAIR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

TENOPLASTY 

100 μg  
(≥71 years) 

COV.00186  1  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

100 μg  
(≥71 years) 

COV.00186  2  HEADACHE  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  HEADACHE 

100 μg  
(≥71 years) 

COV.00186  3  CHILDHOOD  
ASTHMA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

CHILDHOOD ASTHMA 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

100 μg  
(≥71 years) 

COV.00186  4  COLON  
POLYP 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

GASTROINTESTINAL  
DISORDERS 

LARGE INTESTINE POLYP 

100 μg  
(≥71 years) 

COV.00186  5  CYSTOCELE  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

CYSTOCELE 

100 μg  
(≥71 years) 

COV.00186  6  OSTEOPENIA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOPENIA 

100 μg  
(≥71 years) 

COV.00186  7  HEARING  
LOSS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EAR AND LABYRINTH  
DISORDERS 

DEAFNESS 

100 μg  
(≥71 years) 

COV.00172  1  GERD  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

GASTROOESOPHAGEAL  
REFLUX DISEASE 

100 μg  
(≥71 years) 

COV.00172  2  OSTEOPENIA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOPENIA 

100 μg  
(≥71 years) 

COV.00172  3  HYPERCHOL  
ESTEROLEMI  
A 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

HYPERCHOLESTEROLAEMIA 

100 μg  
(≥71 years) 

COV.00172  4  PNEUMONIA  1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

PNEUMONIA 

100 μg  
(≥71 years) 

COV.00177  1  HEADACHE  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  HEADACHE 

100 μg  
(≥71 years) 

COV.00177  2  COLON  
POLYP 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

GASTROINTESTINAL  
DISORDERS 

LARGE INTESTINE POLYP 

100 μg  
(≥71 years) 

COV.00177  3  DIVERTICUL  
OSIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

DIVERTICULUM 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

100 μg  
(≥71 years) 

COV.00177  4  ELEVATED  
CHOLESTER  
OL 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INVESTIGATIONS  BLOOD CHOLESTEROL  
INCREASED 

100 μg  
(≥71 years) 

COV.00177  5  INGUINAL  
HERNIA 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

GASTROINTESTINAL  
DISORDERS 

INGUINAL HERNIA 

100 μg  
(≥71 years) 

COV.00177  6  INGUINAL  
HERNIA  
REPAIR 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

INGUINAL HERNIA REPAIR 

100 μg  
(≥71 years) 

COV.00177  7  SQUAMOUS  
CELL  
CARCINOMA 

WITHIN 1  
MONTH OF  
ENROLLMENT 

DURING STUDY  NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

SQUAMOUS CELL CARCINOMA 

100 μg  
(≥71 years) 

COV.00177  8  DIFFICULTY  
SLEEPING 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  INSOMNIA 

100 μg  
(≥71 years) 

COV.00174  1  KIDNEY  
STONE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

RENAL AND URINARY  
DISORDERS 

NEPHROLITHIASIS 

100 μg  
(≥71 years) 

COV.00174  2  HTN  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  VASCULAR DISORDERS  HYPERTENSION 

100 μg  
(≥71 years) 

COV.00174  3  HYPERCHOL  
ESTEROLEMI  
A 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

HYPERCHOLESTEROLAEMIA 

100 μg  
(≥71 years) 

COV.00174  4  MUSCLE  
ACHES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MYALGIA 

100 μg  
(≥71 years) 

COV.00174  5  BILATERAL  
HEARING  
LOSS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EAR AND LABYRINTH  
DISORDERS 

DEAFNESS BILATERAL 

100 μg  
(≥71 years) 

COV.00174  6  COLON  
POLYPS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

GASTROINTESTINAL  
DISORDERS 

LARGE INTESTINE POLYP 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

100 μg  
(≥71 years) 

COV.00174  7  LOW BACK  
PAIN 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

BACK PAIN 

100 μg  
(≥71 years) 

COV.00174  8  SCIATICA  1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

NERVOUS SYSTEM DISORDERS  SCIATICA 

100 μg  
(≥71 years) 

COV.00174  9  SPINAL  
STENOSIS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

SPINAL STENOSIS 

100 μg  
(≥71 years) 

COV.00174  10  NUMMULAR  
ECZEMA 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ECZEMA NUMMULAR 

100 μg  
(≥71 years) 

COV.00174  11  IRREGULAR  
HEARTBEAT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INVESTIGATIONS  HEART RATE IRREGULAR 

100 μg  
(≥71 years) 

COV.00174  12  FX PELVIS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

PELVIC FRACTURE 

100 μg  
(≥71 years) 

COV.00174  13  STRESS FX R  
TIBIA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

STRESS FRACTURE 

100 μg  
(≥71 years) 

COV.00174  14  UPSET  
STOMACH 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

ABDOMINAL DISCOMFORT 

50 μg  
(18-55 years) 

COV.00255  1  MUSCLE  
ACHES WITH  
ACTIVITY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MYALGIA 

50 μg  
(18-55 years) 

COV.00255  2  SKIN LESION  
NOSE 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

SKIN LESION 

50 μg  
(18-55 years) 

COV.00255  3  LIPOMA  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

LIPOMA 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(18-55 years) 

COV.00255  4  SEASONAL  
ALLERGIES 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

50 μg  
(18-55 years) 

COV.00255  5  ECZEMA  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ECZEMA 

50 μg  
(18-55 years) 

COV.00254  1  MENOPAUSA  
L  
SYMPTOMS 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

MENOPAUSAL SYMPTOMS 

50 μg  
(18-55 years) 

COV.00254  2  DEPRESSION  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  DEPRESSION 

50 μg  
(18-55 years) 

COV.00254  3  BASAL CELL  
CARCINOMA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

BASAL CELL CARCINOMA 

50 μg  
(18-55 years) 

COV.00254  4  WRIST PAIN  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ARTHRALGIA 

50 μg  
(18-55 years) 

COV.00254  5  ACTINIC  
KERATOSIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ACTINIC KERATOSIS 

50 μg  
(18-55 years) 

COV.00254  6  ANXIETY  
WITH  
FLYING 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  ANXIETY 

50 μg  
(18-55 years) 

COV.00254  7  DERMATITIS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

DERMATITIS 

50 μg  
(18-55 years) 

COV.00254  8  NASAL  
SEPTAL  
PERFORATIO  
N 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

NASAL SEPTUM PERFORATION 

50 μg  
(18-55 years) 

COV.00254  9  MIGRAINE  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  MIGRAINE 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(18-55 years) 

COV.00254  10  ORAL  
HERPES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INFECTIONS AND  
INFESTATIONS 

ORAL HERPES 

50 μg  
(18-55 years) 

COV.00254  11  RASH ON  
BUTTOCKS 

WITHIN 1  
MONTH OF  
ENROLLMENT 

DURING STUDY  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

RASH 

50 μg  
(18-55 years) 

COV.00254  12  URINARY  
INCONTINEN  
CE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RENAL AND URINARY  
DISORDERS 

URINARY INCONTINENCE 

50 μg  
(18-55 years) 

COV.00258  1  SEASONAL  
ALLERGIES 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

50 μg  
(18-55 years) 

COV.00258  2  HEADACHE  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  HEADACHE 

50 μg  
(18-55 years) 

COV.00258  3  SCOLIOSIS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

SCOLIOSIS 

50 μg  
(18-55 years) 

COV.00258  4  NEARSIGHTE  
D 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

EYE DISORDERS  MYOPIA 

50 μg  
(18-55 years) 

COV.00258  5  LASIK  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

KERATOMILEUSIS 

50 μg  
(18-55 years) 

COV.00258  6  TONSILLITIS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

TONSILLITIS 

50 μg  
(18-55 years) 

COV.00258  7  TONSILLECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

TONSILLECTOMY 

50 μg  
(18-55 years) 

COV.00258  8  CONDYLOM  
A 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

ANOGENITAL WARTS 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(18-55 years) 

COV.00256  1  HEADACHE  1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  HEADACHE 

50 μg  
(18-55 years) 

COV.00256  2  ONYCHOMY  
COSIS 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

ONYCHOMYCOSIS 

50 μg  
(18-55 years) 

COV.00256  3  RADIAL  
HEAD  
FRACTURE 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

RADIUS FRACTURE 

50 μg  
(18-55 years) 

COV.00256  4  INSOMNIA  1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  INSOMNIA 

50 μg  
(18-55 years) 

COV.00256  5  IMPACTED  
WISDOM  
TEETH 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

DURING STUDY  GASTROINTESTINAL  
DISORDERS 

TOOTH IMPACTED 

50 μg  
(18-55 years) 

COV.00257  1  SEASONAL  
ALLERGIES 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

50 μg  
(18-55 years) 

COV.00257  2  MUSCLE  
PAIN WITH  
OVERUSE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MYALGIA 

50 μg  
(18-55 years) 

COV.00257  3  INSOMNIA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  INSOMNIA 

50 μg  
(18-55 years) 

COV.00257  4  ACUTE LOW  
BACK PAIN 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

BACK PAIN 

50 μg  
(18-55 years) 

COV.00253  1  SEASONAL  
ALLERGIES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

50 μg  
(18-55 years) 

COV.00253  2  LEFT ANKLE  
FRACTURE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

ANKLE FRACTURE 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(18-55 years) 

COV.00253  3  LEFT ANKLE  
SURGICAL  
REPAIR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

ANKLE OPERATION 

50 μg  
(18-55 years) 

COV.00253  4  LEFT ANKLE  
SURGERY TO  
REMOVE  
HARDWARE 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

ANKLE OPERATION 

50 μg  
(18-55 years) 

COV.00253  5  SHELLFISH  
ALLERGY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  FOOD ALLERGY 

50 μg  
(18-55 years) 

COV.00259  1  ALLERGIC  
RHINITIS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

RHINITIS ALLERGIC 

50 μg  
(18-55 years) 

COV.00259  2  BILATERAL  
BLEPHARITI  
S 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EYE DISORDERS  BLEPHARITIS 

50 μg  
(18-55 years) 

COV.00259  3  GILBERTS  
SYNDROME 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  CONGENITAL, FAMILIAL AND  
GENETIC DISORDERS 

GILBERT'S SYNDROME 

50 μg  
(≥71 years) 

COV.00240  1  HYPERCHOL  
ESTEROLEMI  
A 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

HYPERCHOLESTEROLAEMIA 

50 μg  
(≥71 years) 

COV.00240  2  APPENDICITI  
S 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

APPENDICITIS 

50 μg  
(≥71 years) 

COV.00240  3  APPENDECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

APPENDICECTOMY 

50 μg  
(≥71 years) 

COV.00240  4  CARPAL  
TUNNEL  
SYNDROME 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

NERVOUS SYSTEM DISORDERS  CARPAL TUNNEL SYNDROME 

50 μg  
(≥71 years) 

COV.00240  5  CARPAL  
TUNNEL  
SURGERY 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CARPAL TUNNEL  
DECOMPRESSION 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(≥71 years) 

COV.00240  6  KNEE  
INJURY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

JOINT INJURY 

50 μg  
(≥71 years) 

COV.00240  7  KNEE  
SURGERY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

KNEE OPERATION 

50 μg  
(≥71 years) 

COV.00240  8  KNEE  
OSTEOARTH  
RITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOARTHRITIS 

50 μg  
(≥71 years) 

COV.00240  9  TOTAL KNEE  
ARTHROPLA  
STY 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

KNEE ARTHROPLASTY 

50 μg  
(≥71 years) 

COV.00240  10  ANKLE  
OSTEOARTH  
RITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOARTHRITIS 

50 μg  
(≥71 years) 

COV.00240  11  ANKLE  
FUSION 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

ANKLE OPERATION 

50 μg  
(≥71 years) 

COV.00240  12  SHOULDER  
DISLOCATIO  
N 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

JOINT DISLOCATION 

50 μg  
(≥71 years) 

COV.00240  13  ROTATOR  
CUFF  
SURGERY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

ROTATOR CUFF REPAIR 

50 μg  
(≥71 years) 

COV.00240  14  SHOULDER  
DISLOCATIO  
N 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

JOINT DISLOCATION 

50 μg  
(≥71 years) 

COV.00240  15  ROTATOR  
CUFF  
SURGERY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

ROTATOR CUFF REPAIR 

50 μg  
(≥71 years) 

COV.00240  16  ROTATOR  
CUFF TEAR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ROTATOR CUFF SYNDROME 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(≥71 years) 

COV.00240  17  ROTATOR  
CUFF  
SURGERY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

ROTATOR CUFF REPAIR 

50 μg  
(≥71 years) 

COV.00240  18  SHOULDER  
INFECTION 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

INFECTION 

50 μg  
(≥71 years) 

COV.00240  19  ROTATOR  
CUFF TEAR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ROTATOR CUFF SYNDROME 

50 μg  
(≥71 years) 

COV.00240  20  ERECTILE  
DYSFUNCTI  
ON 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

ERECTILE DYSFUNCTION 

50 μg  
(≥71 years) 

COV.00240  21  PEYRONIES  
DISEASE 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

PEYRONIE'S DISEASE 

50 μg  
(≥71 years) 

COV.00240  22  DECREASED  
HEARING 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EAR AND LABYRINTH  
DISORDERS 

HYPOACUSIS 

50 μg  
(≥71 years) 

COV.00240  23  BENIGN  
SCLEROCHO  
ROIDAL  
CALCIFICATI  
ON 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ARTICULAR CALCIFICATION 

50 μg  
(≥71 years) 

COV.00240  24  SEBORRHEIC  
KERATOSIS 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

SEBORRHOEIC KERATOSIS 

50 μg  
(≥71 years) 

COV.00240  25  ALLERGIC  
RHINITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

RHINITIS ALLERGIC 

50 μg  
(≥71 years) 

COV.00240  26  BRADYCARD  
IA 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  CARDIAC DISORDERS  BRADYCARDIA 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(56-70 years) 

COV.00208  1  ENDOMETRI  
OSIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

ENDOMETRIOSIS 

50 μg  
(56-70 years) 

COV.00208  2  ALLERGIC  
RHINITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

RHINITIS ALLERGIC 

50 μg  
(56-70 years) 

COV.00208  3  ROTATOR  
CUFF INJURY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ROTATOR CUFF SYNDROME 

50 μg  
(56-70 years) 

COV.00208  4  GASTRIC  
ULCER 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

GASTROINTESTINAL  
DISORDERS 

GASTRIC ULCER 

50 μg  
(56-70 years) 

COV.00208  5  MONONUCL  
EOSIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

INFECTIOUS MONONUCLEOSIS 

50 μg  
(56-70 years) 

COV.00208  6  MONONUCL  
EOSIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

INFECTIOUS MONONUCLEOSIS 

50 μg  
(56-70 years) 

COV.00208  7  SCARLET  
FEVER 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

SCARLET FEVER 

50 μg  
(56-70 years) 

COV.00208  8  OVARIAN  
CYST 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

OVARIAN CYST 

50 μg  
(56-70 years) 

COV.00208  9  OOPHORECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

OOPHORECTOMY 

50 μg  
(56-70 years) 

COV.00208  10  URETHRAL  
PROLAPSE 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

RENAL AND URINARY  
DISORDERS 

URETHRAL PROLAPSE 

50 μg  
(56-70 years) 

COV.00208  11  URETHROCE  
LE REPAIR 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

URETHRAL REPAIR 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(56-70 years) 

COV.00208  12  PALPITATIO  
NS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  CARDIAC DISORDERS  PALPITATIONS 

50 μg  
(56-70 years) 

COV.00208  13  LASIK  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

KERATOMILEUSIS 

50 μg  
(56-70 years) 

COV.00208  14  MENOPAUSE  
HOT  
FLASHES 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  VASCULAR DISORDERS  HOT FLUSH 

50 μg  
(56-70 years) 

COV.00208  15  NECK PAIN  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

NECK PAIN 

50 μg  
(≥71 years) 

COV.00233  1  HYPERCHOL  
ESTEROLEMI  
A 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

HYPERCHOLESTEROLAEMIA 

50 μg  
(≥71 years) 

COV.00233  2  CARPAL  
TUNNEL  
SYNDROME 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

NERVOUS SYSTEM DISORDERS  CARPAL TUNNEL SYNDROME 

50 μg  
(≥71 years) 

COV.00233  3  HIP  
OSTEOARTH  
RITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOARTHRITIS 

50 μg  
(≥71 years) 

COV.00233  4  TOTAL HIP  
ARTHROPLA  
STY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

HIP ARTHROPLASTY 

50 μg  
(≥71 years) 

COV.00233  5  LATERAL  
EPICONDYLI  
TIS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

EPICONDYLITIS 

50 μg  
(≥71 years) 

COV.00233  6  LATERAL  
EPICONDYLI  
TIS  
SURGERY 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

ELBOW OPERATION 

50 μg  
(≥71 years) 

COV.00233  7  KNEE  
OSTEOARTH  
RITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOARTHRITIS 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(≥71 years) 

COV.00233  8  KNEE  
ARTHROSCO  
PY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INVESTIGATIONS  ARTHROSCOPY 

50 μg  
(≥71 years) 

COV.00233  9  ROTATOR  
CUFF INJURY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ROTATOR CUFF SYNDROME 

50 μg  
(≥71 years) 

COV.00233  10  ROTATOR  
CUFF REPAIR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

ROTATOR CUFF REPAIR 

50 μg  
(≥71 years) 

COV.00233  11  DENTAL  
PROCEDURE 

WITHIN 1  
MONTH OF  
ENROLLMENT 

WITHIN 1  
MONTH OF  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

DENTAL OPERATION 

50 μg  
(≥71 years) 

COV.00233  12  KNEE  
ARTHROSCO  
PY 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

INVESTIGATIONS  ARTHROSCOPY 

50 μg  
(≥71 years) 

COV.00233  13  BRADYCARD  
IA 

DURING STUDY  ONGOING  CARDIAC DISORDERS  BRADYCARDIA 

50 μg  
(56-70 years) 

COV.00221  1  SEASONAL  
ALLERGIC  
RHINITIS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

50 μg  
(56-70 years) 

COV.00221  2  BACK PAIN  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

BACK PAIN 

50 μg  
(56-70 years) 

COV.00221  3  BENIGN  
PROSTATIC  
HYPERTROP  
HY 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

BENIGN PROSTATIC  
HYPERPLASIA 

50 μg  
(56-70 years) 

COV.00221  4  CATARACT  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

EYE DISORDERS  CATARACT 

50 μg  
(56-70 years) 

COV.00221  5  CATARACT  
REMOVAL 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CATARACT OPERATION 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(56-70 years) 

COV.00221  6  ALLERGY TO  
MARYLAND  
CRAB 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  FOOD ALLERGY 

50 μg  
(56-70 years) 

COV.00221  7  ONYCHOMY  
COSIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INFECTIONS AND  
INFESTATIONS 

ONYCHOMYCOSIS 

50 μg  
(56-70 years) 

COV.00207  1  SEASONAL  
ALLERGIC  
RHINITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

50 μg  
(56-70 years) 

COV.00207  2  TIBIA AND  
FEMUR  
FRACTURE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

LOWER LIMB FRACTURE 

50 μg  
(56-70 years) 

COV.00207  3  TIBIA AND  
FEMUR  
SURGICAL  
REPAIR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

FRACTURE TREATMENT 

50 μg  
(56-70 years) 

COV.00207  4  OSTEOTOMY  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

OSTEOTOMY 

50 μg  
(56-70 years) 

COV.00207  5  KNEE  
REPLACEME  
NT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

KNEE ARTHROPLASTY 

50 μg  
(56-70 years) 

COV.00207  6  OSTEOARTH  
RITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOARTHRITIS 

50 μg  
(56-70 years) 

COV.00207  7  SLEEP  
APNEA 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

SLEEP APNOEA SYNDROME 

50 μg  
(56-70 years) 

COV.00207  8  NEPHROLITH  
IASIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

RENAL AND URINARY  
DISORDERS 

NEPHROLITHIASIS 

50 μg  
(56-70 years) 

COV.00207  9  BASAL CELL  
CARCINOMA 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

BASAL CELL CARCINOMA 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(56-70 years) 

COV.00207  10  MOHS  
PROCEDURE 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

MICROGRAPHIC SKIN SURGERY 

50 μg  
(56-70 years) 

COV.00207  11  LATENT  
TUBERCULO  
SIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

LATENT TUBERCULOSIS 

50 μg  
(56-70 years) 

COV.00207  12  DEHYDRATI  
ON 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

METABOLISM AND NUTRITION  
DISORDERS 

DEHYDRATION 

50 μg  
(56-70 years) 

COV.00207  13  HEARING  
LOSS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EAR AND LABYRINTH  
DISORDERS 

DEAFNESS 

50 μg  
(56-70 years) 

COV.00207  14  ALLERGIC  
REACTION  
TO CATS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  ALLERGY TO ANIMAL 

50 μg  
(56-70 years) 

COV.00207  15  MOLE  
EXCISION 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

MOLE EXCISION 

50 μg  
(56-70 years) 

COV.00207  16  MOLE  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

MELANOCYTIC NAEVUS 

50 μg  
(56-70 years) 

COV.00209  1  VARICELLA  
INFECTION 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

VARICELLA 

50 μg  
(56-70 years) 

COV.00209  2  HEART  
MURMUR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INVESTIGATIONS  CARDIAC MURMUR 

50 μg  
(56-70 years) 

COV.00209  3  PARESTHESI  
A 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

NERVOUS SYSTEM DISORDERS  PARAESTHESIA 

50 μg  
(56-70 years) 

COV.00209  4  ALLERGIC  
RHINITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

RHINITIS ALLERGIC 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(56-70 years) 

COV.00209  5  BENIGN  
PROSTATIC  
HYPERTROP  
HY 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

BENIGN PROSTATIC  
HYPERPLASIA 

50 μg  
(56-70 years) 

COV.00209  6  ZENKERS  
DIVERTICUL  
UM 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

GASTROINTESTINAL  
DISORDERS 

PHARYNGO-OESOPHAGEAL  
DIVERTICULUM 

50 μg  
(56-70 years) 

COV.00209  7  RENAL  
CALCULUS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

RENAL AND URINARY  
DISORDERS 

NEPHROLITHIASIS 

50 μg  
(56-70 years) 

COV.00209  8  RENAL  
CALCULUS  
REMOVAL 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

RENAL STONE REMOVAL 

50 μg  
(56-70 years) 

COV.00209  9  TONSILLECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

TONSILLECTOMY 

50 μg  
(56-70 years) 

COV.00209  10  REPAIR OF  
ZENKERS  
DIVERTICUL  
UM 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

PHARYNGEAL OPERATION 

50 μg  
(56-70 years) 

COV.00209  11  TONSILLITIS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

TONSILLITIS 

50 μg  
(56-70 years) 

COV.00212  1  CHICKEN  
POX 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

VARICELLA 

50 μg  
(56-70 years) 

COV.00212  2  MEASLES  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

MEASLES 

50 μg  
(56-70 years) 

COV.00212  3  MUMPS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

MUMPS 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(56-70 years) 

COV.00212  4  GERMAN  
MEASLES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

RUBELLA 

50 μg  
(56-70 years) 

COV.00212  5  PRE  
GLAUCOMA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EYE DISORDERS  BORDERLINE GLAUCOMA 

50 μg  
(56-70 years) 

COV.00212  6  OVERACTIV  
E BLADDER 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RENAL AND URINARY  
DISORDERS 

HYPERTONIC BLADDER 

50 μg  
(56-70 years) 

COV.00212  7  LOW BACK  
STRAIN 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

MUSCLE STRAIN 

50 μg  
(56-70 years) 

COV.00212  8  SLEEP  
APNEA 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

SLEEP APNOEA SYNDROME 

50 μg  
(56-70 years) 

COV.00212  9  PURIFIED  
PROTEIN  
DERIVATIVE  
TEST  
POSITIVE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INVESTIGATIONS  TUBERCULIN TEST POSITIVE 

50 μg  
(56-70 years) 

COV.00212  10  BUNIONECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

BUNION OPERATION 

50 μg  
(56-70 years) 

COV.00212  11  UTERINE  
FIBROIDS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

UTERINE LEIOMYOMA 

50 μg  
(56-70 years) 

COV.00212  12  FIBROIDECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

MYOMECTOMY 

50 μg  
(56-70 years) 

COV.00212  13  WRIST  
FRACTURE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

WRIST FRACTURE 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(56-70 years) 

COV.00212  14  SURGICAL  
REPAIR  
WRIST 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

WRIST SURGERY 

50 μg  
(56-70 years) 

COV.00212  15  BUNIONS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

FOOT DEFORMITY 

50 μg  
(56-70 years) 

COV.00212  16  BRADYCARD  
IA 

DURING STUDY  ONGOING  CARDIAC DISORDERS  BRADYCARDIA 

50 μg  
(56-70 years) 

COV.00211  1  GASTROESO  
PHAGEAL  
REFLUX  
DISEASE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

GASTROOESOPHAGEAL  
REFLUX DISEASE 

50 μg  
(56-70 years) 

COV.00211  2  SCHATZKI  
RING 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

GASTROINTESTINAL  
DISORDERS 

ACQUIRED OESOPHAGEAL WEB 

50 μg  
(56-70 years) 

COV.00211  3  HIATAL  
HERNIA 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

HIATUS HERNIA 

50 μg  
(56-70 years) 

COV.00211  4  DIVERTICUL  
ITIS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

DIVERTICULITIS 

50 μg  
(56-70 years) 

COV.00211  5  HERNIATED  
DISC 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

INTERVERTEBRAL DISC  
PROTRUSION 

50 μg  
(56-70 years) 

COV.00211  6  TENSION  
HEADACHES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  TENSION HEADACHE 

50 μg  
(56-70 years) 

COV.00211  7  SUPRAVENT  
RICULAR  
TACHYCARD  
IA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  CARDIAC DISORDERS  SUPRAVENTRICULAR  
TACHYCARDIA 

50 μg  
(56-70 years) 

COV.00211  8  PLANTAR  
FASCIITIS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

PLANTAR FASCIITIS 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(56-70 years) 

COV.00211  9  ANTERIOR  
CRUCIATE  
LIGAMENT  
TEAR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

LIGAMENT RUPTURE 

50 μg  
(56-70 years) 

COV.00211  10  CARTILAGE  
INJURY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

CARTILAGE INJURY 

50 μg  
(56-70 years) 

COV.00211  11  ROTATOR  
CUFF TEAR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ROTATOR CUFF SYNDROME 

50 μg  
(56-70 years) 

COV.00211  12  SEBORRHEIC  
DERMATITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

SEBORRHOEIC DERMATITIS 

50 μg  
(56-70 years) 

COV.00211  13  DRY EYE  
SYNDROME 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EYE DISORDERS  DRY EYE 

50 μg  
(56-70 years) 

COV.00211  14  ROTATOR  
CUFF  
SURGERY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

ROTATOR CUFF REPAIR 

50 μg  
(56-70 years) 

COV.00211  15  ROTATOR  
CUFF  
SURGERY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

ROTATOR CUFF REPAIR 

50 μg  
(56-70 years) 

COV.00211  16  ROTATOR  
CUFF  
SURGERY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

ROTATOR CUFF REPAIR 

50 μg  
(56-70 years) 

COV.00211  17  ALLERGIC  
RHINITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

RHINITIS ALLERGIC 

50 μg  
(56-70 years) 

COV.00211  18  ANTERIOR  
CRUCIATE  
LIGAMENT  
TEAR  
SURGERY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

LIGAMENT OPERATION 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(56-70 years) 

COV.00211  19  CARTILAGE  
INJURY  
REPAIR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CHONDROPLASTY 

50 μg  
(56-70 years) 

COV.00211  20  ACTINIC  
KERATOSIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ACTINIC KERATOSIS 

50 μg  
(56-70 years) 

COV.00211  21  ACTINIC  
KERATOSIS  
REMOVED  
SURGICALL  
Y 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

SKIN LESION REMOVAL 

50 μg  
(56-70 years) 

COV.00211  22  SCALP  
LESION 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

SKIN DISORDER 

50 μg  
(56-70 years) 

COV.00211  23  SCALP  
LESION  
EXCISED 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

SKIN LESION REMOVAL 

50 μg  
(≥71 years) 

COV.00228  1  AORTIC  
REGURGITA  
TION 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  CARDIAC DISORDERS  AORTIC VALVE  
INCOMPETENCE 

50 μg  
(≥71 years) 

COV.00228  2  MENISCUS  
INJURY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

MENISCUS INJURY 

50 μg  
(≥71 years) 

COV.00228  3  MENISCUS  
REPAIR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

MENISCUS OPERATION 

50 μg  
(≥71 years) 

COV.00228  4  PULMONAR  
Y EMBOLUS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

PULMONARY EMBOLISM 

50 μg  
(≥71 years) 

COV.00228  5  VITAMIN D  
DEFICIENCY 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

VITAMIN D DEFICIENCY 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(≥71 years) 

COV.00228  6  CLUSTER  
HEADACHES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

NERVOUS SYSTEM DISORDERS  CLUSTER HEADACHE 

50 μg  
(≥71 years) 

COV.00228  7  TEMPOROM  
ANDIBULAR  
JOINT  
DISORDER 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

TEMPOROMANDIBULAR JOINT  
SYNDROME 

50 μg  
(≥71 years) 

COV.00228  8  NEPHROLITH  
IASIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RENAL AND URINARY  
DISORDERS 

NEPHROLITHIASIS 

50 μg  
(≥71 years) 

COV.00228  9  CATARACTS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

EYE DISORDERS  CATARACT 

50 μg  
(≥71 years) 

COV.00228  10  CATARACT  
SURGERY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CATARACT OPERATION 

50 μg  
(≥71 years) 

COV.00228  11  WRIST  
FRACTURE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

WRIST FRACTURE 

50 μg  
(≥71 years) 

COV.00228  12  HEMORRHOI  
DS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

HAEMORRHOIDS 

50 μg  
(≥71 years) 

COV.00228  13  COLON  
POLYPS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

GASTROINTESTINAL  
DISORDERS 

LARGE INTESTINE POLYP 

50 μg  
(≥71 years) 

COV.00228  14  POLYPECTO  
MY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

POLYPECTOMY 

50 μg  
(≥71 years) 

COV.00228  15  RETINAL  
TEAR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EYE DISORDERS  RETINAL TEAR 

50 μg  
(≥71 years) 

COV.00228  16  PERIPHERAL  
NEUROPATH  
Y 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NERVOUS SYSTEM DISORDERS  NEUROPATHY PERIPHERAL 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(≥71 years) 

COV.00228  17  ALLERGIC  
RHINITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

RHINITIS ALLERGIC 

50 μg  
(≥71 years) 

COV.00228  18  BRADYCARD  
IA 

DURING STUDY  ONGOING  CARDIAC DISORDERS  BRADYCARDIA 

50 μg  
(≥71 years) 

COV.00228  19  POSTERIOR  
CAPSULE  
OPACIFICATI  
ON 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

DURING STUDY  EYE DISORDERS  POSTERIOR CAPSULE  
OPACIFICATION 

50 μg  
(≥71 years) 

COV.00228  20  EYE  
SURGERY 

DURING STUDY  DURING STUDY  SURGICAL AND MEDICAL  
PROCEDURES 

EYE OPERATION 

50 μg  
(≥71 years) 

COV.00224  1  HYPERTENSI  
ON 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  VASCULAR DISORDERS  HYPERTENSION 

50 μg  
(≥71 years) 

COV.00224  2  BENIGN  
PROSTATIC  
HYPERTROP  
HY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

BENIGN PROSTATIC  
HYPERPLASIA 

50 μg  
(≥71 years) 

COV.00224  3  HYPERLIPID  
EMIA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

HYPERLIPIDAEMIA 

50 μg  
(≥71 years) 

COV.00224  4  ESOPHAGEA  
L HERNIA 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

HIATUS HERNIA 

50 μg  
(≥71 years) 

COV.00224  5  GLAUCOMA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EYE DISORDERS  GLAUCOMA 

50 μg  
(≥71 years) 

COV.00224  6  BROKEN  
NOSE  
CARTILAGE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

FACIAL BONES FRACTURE 

50 μg  
(≥71 years) 

COV.00224  7  CARTILAGE  
REMOVED 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CARTILAGE OPERATION 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(≥71 years) 

COV.00224  8  TIBIA  
FIBULA  
FRACTURE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

LOWER LIMB FRACTURE 

50 μg  
(≥71 years) 

COV.00224  9  TINNITUS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EAR AND LABYRINTH  
DISORDERS 

TINNITUS 

50 μg  
(≥71 years) 

COV.00224  10  VARICELLA  
DISEASE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

VARICELLA 

50 μg  
(≥71 years) 

COV.00224  11  MEASLES  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

MEASLES 

50 μg  
(≥71 years) 

COV.00224  12  BASAL CELL  
CARCINOMA 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

BASAL CELL CARCINOMA 

50 μg  
(≥71 years) 

COV.00224  13  BASAL CELL  
CARCINOMA  
REMOVED 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

SKIN NEOPLASM EXCISION 

50 μg  
(≥71 years) 

COV.00224  14  ALLERGIC  
RHINITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

RHINITIS ALLERGIC 

50 μg  
(≥71 years) 

COV.00224  15  ECZEMA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ECZEMA 

50 μg  
(≥71 years) 

COV.00224  16  ACTINIC  
KERATOSIS 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ACTINIC KERATOSIS 

50 μg  
(≥71 years) 

COV.00224  17  CATARACTS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EYE DISORDERS  CATARACT 

50 μg  
(56-70 years) 

COV.00213  1  SEASONAL  
ALLERGIC  
RHINITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(56-70 years) 

COV.00213  2  ALLERGIC  
REACTION  
TO POISON  
IVY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

DERMATITIS CONTACT 

50 μg  
(56-70 years) 

COV.00213  3  SHOULDER  
DISLOCATIO  
N 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

JOINT DISLOCATION 

50 μg  
(56-70 years) 

COV.00213  4  SHOULDER  
LAPAROSCO  
PIC  
SURGERY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

SHOULDER OPERATION 

50 μg  
(56-70 years) 

COV.00213  5  SHOULDER  
ORIF  
SURGERY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

SHOULDER OPERATION 

50 μg  
(56-70 years) 

COV.00213  6  SHOULDER  
SUBLUXATI  
ON 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

JOINT DISLOCATION 

50 μg  
(56-70 years) 

COV.00213  7  DRY EYES  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EYE DISORDERS  DRY EYE 

50 μg  
(56-70 years) 

COV.00213  8  HAMSTRING  
TEAR 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

MUSCLE RUPTURE 

50 μg  
(56-70 years) 

COV.00213  9  BONE  
MARROW  
ASPIRATION  
TREATMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

INVESTIGATIONS  ASPIRATION BONE MARROW 

50 μg  
(56-70 years) 

COV.00213  10  DILATION  
AND  
CURETTAGE 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

UTERINE DILATION AND  
CURETTAGE 

50 μg  
(56-70 years) 

COV.00213  11  FRACTURED  
C7  
VERTEBRA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

CERVICAL VERTEBRAL  
FRACTURE 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(56-70 years) 

COV.00213  12  RECEDING  
GUM 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

GASTROINTESTINAL  
DISORDERS 

GINGIVAL ATROPHY 

50 μg  
(56-70 years) 

COV.00213  13  GUM GRAFT  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

GINGIVAL GRAFT 

50 μg  
(56-70 years) 

COV.00213  14  CESAREAN  
SECTION 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CAESAREAN SECTION 

50 μg  
(56-70 years) 

COV.00213  15  UTERINE  
BLEEDING 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

UTERINE HAEMORRHAGE 

50 μg  
(56-70 years) 

COV.00213  16  MUMPS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

MUMPS 

50 μg  
(56-70 years) 

COV.00213  17  WISDOM  
TEETH  
EXTRACTIO  
N 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

WISDOM TEETH REMOVAL 

50 μg  
(56-70 years) 

COV.00213  18  APPENDICITI  
S 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

APPENDICITIS 

50 μg  
(56-70 years) 

COV.00213  19  APPENDECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

APPENDICECTOMY 

50 μg  
(56-70 years) 

COV.00213  20  TONSILLITIS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

TONSILLITIS 

50 μg  
(56-70 years) 

COV.00213  21  TONSILLECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

TONSILLECTOMY 

50 μg  
(56-70 years) 

COV.00213  22  CESAREAN  
SECTION 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CAESAREAN SECTION 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(56-70 years) 

COV.00213  23  MYOPIA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EYE DISORDERS  MYOPIA 

50 μg  
(56-70 years) 

COV.00216  1  HYPERTENSI  
ON 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  VASCULAR DISORDERS  HYPERTENSION 

50 μg  
(56-70 years) 

COV.00216  2  OSTEOPORO  
SIS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOPOROSIS 

50 μg  
(56-70 years) 

COV.00216  3  SEASONAL  
ALLERGIC  
RHINITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

50 μg  
(56-70 years) 

COV.00216  4  MOLE  
EXCISION 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

MOLE EXCISION 

50 μg  
(56-70 years) 

COV.00216  5  TONSILLECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

TONSILLECTOMY 

50 μg  
(56-70 years) 

COV.00216  6  TONSILLITIS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

TONSILLITIS 

50 μg  
(56-70 years) 

COV.00216  7  WISDOM  
TEETH  
EXTRACTIO  
N 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

WISDOM TEETH REMOVAL 

50 μg  
(56-70 years) 

COV.00216  8  LASIK  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

KERATOMILEUSIS 

50 μg  
(56-70 years) 

COV.00216  9  CESAREAN  
SECTION 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CAESAREAN SECTION 

50 μg  
(56-70 years) 

COV.00216  10  MYOPIA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

EYE DISORDERS  MYOPIA 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(56-70 years) 

COV.00216  11  MALAISE  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GENERAL DISORDERS AND  
ADMINISTRATION SITE  
CONDITIONS 

MALAISE 

50 μg  
(56-70 years) 

COV.00216  12  DILATION  
AND  
CURETTAGE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

UTERINE DILATION AND  
CURETTAGE 

50 μg  
(56-70 years) 

COV.00216  13  LAPAROSCO  
PY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INVESTIGATIONS  LAPAROSCOPY 

50 μg  
(56-70 years) 

COV.00216  14  PREGNANCY  
MISCARRIAG  
E 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

PREGNANCY, PUERPERIUM  
AND PERINATAL CONDITIONS 

ABORTION SPONTANEOUS 

50 μg  
(≥71 years) 

COV.00231  1  GLAUCOMA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EYE DISORDERS  GLAUCOMA 

50 μg  
(≥71 years) 

COV.00231  2  BACTERIAL  
MENINGITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

MENINGITIS BACTERIAL 

50 μg  
(≥71 years) 

COV.00231  3  HYPERCHOL  
ESTEROLEMI  
A 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

HYPERCHOLESTEROLAEMIA 

50 μg  
(≥71 years) 

COV.00231  4  GLOBAL  
AMNESIA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

NERVOUS SYSTEM DISORDERS  AMNESIA 

50 μg  
(≥71 years) 

COV.00231  5  ERECTILE  
DYSFUNCTI  
ON 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

ERECTILE DYSFUNCTION 

50 μg  
(≥71 years) 

COV.00231  6  MEASLES  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

MEASLES 

50 μg  
(≥71 years) 

COV.00231  7  BENIGN  
PROSTATIC  
HYPERTROP  
HY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

BENIGN PROSTATIC  
HYPERPLASIA 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(≥71 years) 

COV.00231  8  CHOLESTEA  
TOMA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

CHOLESTEATOMA 

50 μg  
(≥71 years) 

COV.00231  9  MASTOIDEC  
TOMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

MASTOIDECTOMY 

50 μg  
(≥71 years) 

COV.00231  10  INGUINAL  
HERNIA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

GASTROINTESTINAL  
DISORDERS 

INGUINAL HERNIA 

50 μg  
(≥71 years) 

COV.00231  11  INGUINAL  
HERNIA  
REPAIR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

INGUINAL HERNIA REPAIR 

50 μg  
(≥71 years) 

COV.00231  12  CATARACT  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

EYE DISORDERS  CATARACT 

50 μg  
(≥71 years) 

COV.00231  13  CATARACT  
REMOVAL  
SURGERY 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CATARACT OPERATION 

50 μg  
(≥71 years) 

COV.00231  14  ALLERGIC  
REACTION  
TO MICE  
URINE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  ALLERGY TO ANIMAL 

50 μg  
(≥71 years) 

COV.00231  15  TONSILLECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

TONSILLECTOMY 

50 μg  
(≥71 years) 

COV.00231  16  TONSILLITIS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

TONSILLITIS 

50 μg  
(≥71 years) 

COV.00231  17  OTITIS  
MEDIA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

OTITIS MEDIA 

50 μg  
(≥71 years) 

COV.00231  18  ADENOIDEC  
TOMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

ADENOIDECTOMY 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(≥71 years) 

COV.00231  19  HEARING  
LOSS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EAR AND LABYRINTH  
DISORDERS 

DEAFNESS 

50 μg  
(≥71 years) 

COV.00231  20  INGUINAL  
HERNIA  
REPAIR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

INGUINAL HERNIA REPAIR 

50 μg  
(≥71 years) 

COV.00231  21  INGUINAL  
HERNIA  
REPAIR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

INGUINAL HERNIA REPAIR 

50 μg  
(≥71 years) 

COV.00231  22  CATARACT  
REMOVAL  
SURGERY 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CATARACT OPERATION 

50 μg  
(≥71 years) 

COV.00231  23  MASTOIDEC  
TOMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

MASTOIDECTOMY 

50 μg  
(≥71 years) 

COV.00241  1  PREDIABETE  
S 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

GLUCOSE TOLERANCE  
IMPAIRED 

50 μg  
(≥71 years) 

COV.00241  2  HYPERTENSI  
ON 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  VASCULAR DISORDERS  HYPERTENSION 

50 μg  
(≥71 years) 

COV.00241  3  GASTROESO  
PHAGEAL  
REFLUX  
DISEASE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

GASTROOESOPHAGEAL  
REFLUX DISEASE 

50 μg  
(≥71 years) 

COV.00241  4  IRRITABLE  
BOWEL  
SYNDROME 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

IRRITABLE BOWEL SYNDROME 

50 μg  
(≥71 years) 

COV.00241  5  DEGENERAT  
IVE DISC  
DISEASE 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

INTERVERTEBRAL DISC  
DEGENERATION 

50 μg  
(≥71 years) 

COV.00241  6  DEPRESSION  
WITH  
ANXIETY 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

PSYCHIATRIC DISORDERS  DEPRESSION 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(≥71 years) 

COV.00241  7  EPIGASTRIC  
HERNIA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

ABDOMINAL HERNIA 

50 μg  
(≥71 years) 

COV.00241  8  ROTATOR  
CUFF INJURY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ROTATOR CUFF SYNDROME 

50 μg  
(≥71 years) 

COV.00241  9  ROTATOR  
CUFF REPAIR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

ROTATOR CUFF REPAIR 

50 μg  
(≥71 years) 

COV.00241  10  TONSILLITIS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

TONSILLITIS 

50 μg  
(≥71 years) 

COV.00241  11  HEPATITIS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

HEPATOBILIARY DISORDERS  HEPATITIS 

50 μg  
(≥71 years) 

COV.00241  12  APPENDECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

APPENDICECTOMY 

50 μg  
(≥71 years) 

COV.00241  13  ALLERGY TO  
SULFA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

50 μg  
(≥71 years) 

COV.00241  14  TONSILLECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

TONSILLECTOMY 

50 μg  
(≥71 years) 

COV.00241  15  CHICKEN  
POX 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

VARICELLA 

50 μg  
(≥71 years) 

COV.00241  16  APPENDICITI  
S 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

APPENDICITIS 

50 μg  
(≥71 years) 

COV.00241  17  KNEE PAIN  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ARTHRALGIA 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(≥71 years) 

COV.00241  18  SHOULDER  
PAIN 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MUSCULOSKELETAL PAIN 

50 μg  
(≥71 years) 

COV.00206  1  DEPRESSION  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  DEPRESSION 

50 μg  
(≥71 years) 

COV.00206  2  CHICKEN  
POX 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

VARICELLA 

50 μg  
(≥71 years) 

COV.00206  3  CESAREAN  
SECTION 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CAESAREAN SECTION 

50 μg  
(≥71 years) 

COV.00206  4  BREAST  
BIOPSY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INVESTIGATIONS  BIOPSY BREAST 

50 μg  
(≥71 years) 

COV.00206  5  DILATION  
AND  
CURETTAGE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

UTERINE DILATION AND  
CURETTAGE 

50 μg  
(≥71 years) 

COV.00206  6  CERVICAL  
BIOPSY 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

INVESTIGATIONS  BIOPSY CERVIX 

50 μg  
(≥71 years) 

COV.00206  7  PARTIAL  
VULVECTOM  
Y 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

VULVECTOMY 

50 μg  
(≥71 years) 

COV.00206  8  HUMAN  
PAPILLOMA  
VIRUS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

PAPILLOMA VIRAL INFECTION 

50 μg  
(≥71 years) 

COV.00206  9  LICHENOID  
DERMATITIS 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

LICHENOID KERATOSIS 

50 μg  
(≥71 years) 

COV.00206  10  CATARACT  1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  EYE DISORDERS  CATARACT 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(≥71 years) 

COV.00206  11  UTERINE  
POLYPS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

UTERINE POLYP 

50 μg  
(≥71 years) 

COV.00206  12  MYALGIA  WITHIN 1  
MONTH OF  
ENROLLMENT 

WITHIN 1  
MONTH OF  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

MYALGIA 

50 μg  
(≥71 years) 

COV.00206  13  SEBORRHEIC  
DERMATITIS 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

SEBORRHOEIC DERMATITIS 

50 μg  
(56-70 years) 

COV.00205  1  INDIGESTIO  
N 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

DYSPEPSIA 

50 μg  
(56-70 years) 

COV.00205  2  ABDOMINAL  
HERNIA 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

ABDOMINAL HERNIA 

50 μg  
(56-70 years) 

COV.00205  3  MIGRAINE  
HEADACHE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

NERVOUS SYSTEM DISORDERS  MIGRAINE 

50 μg  
(56-70 years) 

COV.00205  4  ASTIGMATIS  
M 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EYE DISORDERS  ASTIGMATISM 

50 μg  
(56-70 years) 

COV.00205  5  MITRAL  
VALVE  
PROLAPSE 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  CARDIAC DISORDERS  MITRAL VALVE PROLAPSE 

50 μg  
(56-70 years) 

COV.00205  6  HYPERCHOL  
ESTEROLEMI  
A 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

HYPERCHOLESTEROLAEMIA 

50 μg  
(56-70 years) 

COV.00205  7  MENISCUS  
TEAR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

MENISCUS INJURY 

50 μg  
(56-70 years) 

COV.00205  8  HYPERTENSI  
ON 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  VASCULAR DISORDERS  HYPERTENSION 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(56-70 years) 

COV.00205  9  DEPRESSION  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  DEPRESSION 

50 μg  
(56-70 years) 

COV.00205  10  ANXIETY  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  PSYCHIATRIC DISORDERS  ANXIETY 

50 μg  
(56-70 years) 

COV.00205  11  APPENDICITI  
S 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

APPENDICITIS 

50 μg  
(56-70 years) 

COV.00205  12  APPENDECT  
OMY 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

APPENDICECTOMY 

50 μg  
(56-70 years) 

COV.00205  13  ILEUS  1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

GASTROINTESTINAL  
DISORDERS 

ILEUS 

50 μg  
(56-70 years) 

COV.00205  14  ALLERGIC  
RHINITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

RHINITIS ALLERGIC 

50 μg  
(56-70 years) 

COV.00205  15  BULGING  
CERVICAL  
DISC 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

INTERVERTEBRAL DISC  
PROTRUSION 

50 μg  
(56-70 years) 

COV.00205  16  PERIANAL  
ABSCESS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

ANAL ABSCESS 

50 μg  
(56-70 years) 

COV.00205  17  EXCISION OF  
PERIANAL  
ABSCESS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

ABSCESS DRAINAGE 

50 μg  
(56-70 years) 

COV.00205  18  LOW  
TESTOSTERO  
NE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INVESTIGATIONS  BLOOD TESTOSTERONE  
DECREASED 

50 μg  
(56-70 years) 

COV.00222  1  HYPERCHOL  
ESTEROLEMI  
A 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

HYPERCHOLESTEROLAEMIA 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(56-70 years) 

COV.00222  2  MITRAL  
VALVE  
PROLAPSE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  CARDIAC DISORDERS  MITRAL VALVE PROLAPSE 

50 μg  
(56-70 years) 

COV.00222  3  MUMPS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

MUMPS 

50 μg  
(56-70 years) 

COV.00222  4  CHICKEN  
POX 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

VARICELLA 

50 μg  
(56-70 years) 

COV.00222  5  BREAST  
LUMP 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

BREAST MASS 

50 μg  
(56-70 years) 

COV.00222  6  LUMPECTOM  
Y 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

BREAST CONSERVING  
SURGERY 

50 μg  
(56-70 years) 

COV.00222  7  APPENDICITI  
S 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

APPENDICITIS 

50 μg  
(56-70 years) 

COV.00222  8  APPENDECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

APPENDICECTOMY 

50 μg  
(56-70 years) 

COV.00222  9  ANAPHYLAX  
IS TO  
MACRODAN  
TIN 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

IMMUNE SYSTEM DISORDERS  ANAPHYLACTIC REACTION 

50 μg  
(56-70 years) 

COV.00222  10  BREAST  
CANCER 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

BREAST CANCER 

50 μg  
(56-70 years) 

COV.00222  11  BREAST  
CORE  
BIOPSY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INVESTIGATIONS  BIOPSY BREAST 

89FDA-CBER-2022-1614-3223889



 

 

Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(56-70 years) 

COV.00222  12  WISDOM  
TEETH  
EXTRACTIO  
N 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

WISDOM TEETH REMOVAL 

50 μg  
(56-70 years) 

COV.00222  13  ALLERGIC  
RHINITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

RHINITIS ALLERGIC 

50 μg  
(56-70 years) 

COV.00222  14  ALLERGY TO  
MACRODAN  
TIN 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

50 μg  
(56-70 years) 

COV.00222  15  ROTATOR  
CUFF INJURY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

ROTATOR CUFF SYNDROME 

50 μg  
(≥71 years) 

COV.00217  1  AORTIC  
STENOSIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  VASCULAR DISORDERS  AORTIC STENOSIS 

50 μg  
(≥71 years) 

COV.00217  2  SEIZURE  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

NERVOUS SYSTEM DISORDERS  SEIZURE 

50 μg  
(≥71 years) 

COV.00217  3  BASAL CELL  
CARCINOMA 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

BASAL CELL CARCINOMA 

50 μg  
(≥71 years) 

COV.00217  4  MOHS  
SURGERY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

MICROGRAPHIC SKIN SURGERY 

50 μg  
(≥71 years) 

COV.00217  5  ECZEMA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  SKIN AND SUBCUTANEOUS  
TISSUE DISORDERS 

ECZEMA 

50 μg  
(≥71 years) 

COV.00217  6  OSTEOARTH  
RITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOARTHRITIS 

50 μg  
(≥71 years) 

COV.00217  7  MENISCUS  
REPAIR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

MENISCUS OPERATION 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(≥71 years) 

COV.00217  8  HIATAL  
HERNIA 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

GASTROINTESTINAL  
DISORDERS 

HIATUS HERNIA 

50 μg  
(≥71 years) 

COV.00217  9  HIATAL  
HERNIA  
REPAIR 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

HERNIA HIATUS REPAIR 

50 μg  
(≥71 years) 

COV.00217  10  GERD  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  GASTROINTESTINAL  
DISORDERS 

GASTROOESOPHAGEAL  
REFLUX DISEASE 

50 μg  
(≥71 years) 

COV.00217  11  URINARY  
INCONTINEN  
CE 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RENAL AND URINARY  
DISORDERS 

URINARY INCONTINENCE 

50 μg  
(≥71 years) 

COV.00217  12  HYPERTENSI  
ON 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  VASCULAR DISORDERS  HYPERTENSION 

50 μg  
(≥71 years) 

COV.00217  13  HYPERCHOL  
ESTEROLEMI  
A 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

HYPERCHOLESTEROLAEMIA 

50 μg  
(≥71 years) 

COV.00217  14  TONSILLECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

TONSILLECTOMY 

50 μg  
(≥71 years) 

COV.00217  15  TONSILLITIS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

TONSILLITIS 

50 μg  
(≥71 years) 

COV.00217  16  ALLERGY TO  
CELEBREX 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

50 μg  
(≥71 years) 

COV.00217  17  ALLERGY TO  
HYDROCOD  
ONE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

50 μg  
(≥71 years) 

COV.00217  18  ANEMIA  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

BLOOD AND LYMPHATIC  
SYSTEM DISORDERS 

ANAEMIA 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(≥71 years) 

COV.00217  19  HEARING  
LOSS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EAR AND LABYRINTH  
DISORDERS 

DEAFNESS 

50 μg  
(≥71 years) 

COV.00217  20  CATARACTS  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EYE DISORDERS  CATARACT 

50 μg  
(≥71 years) 

COV.00217  21  MENISCUS  
TEAR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

MENISCUS INJURY 

50 μg  
(≥71 years) 

COV.00237  1  ALLERGIC  
REACTION  
TO LAB  
ANIMALS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  ALLERGY TO ANIMAL 

50 μg  
(≥71 years) 

COV.00237  2  ORAL  
ALLERGY  
SYNDROME  
TO  
TOMATOES 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  ORAL ALLERGY SYNDROME 

50 μg  
(≥71 years) 

COV.00237  3  HYPERTENSI  
ON 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  VASCULAR DISORDERS  HYPERTENSION 

50 μg  
(≥71 years) 

COV.00237  4  ALLERGIC  
REACTION  
TO  
PENICILLIN 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

50 μg  
(≥71 years) 

COV.00237  5  HYPERCHOL  
ESTEROLEMI  
A 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  METABOLISM AND NUTRITION  
DISORDERS 

HYPERCHOLESTEROLAEMIA 

50 μg  
(≥71 years) 

COV.00237  6  OSTEOARTH  
RITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  MUSCULOSKELETAL AND  
CONNECTIVE TISSUE  
DISORDERS 

OSTEOARTHRITIS 

50 μg  
(≥71 years) 

COV.00237  7  CATARACT  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

EYE DISORDERS  CATARACT 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(≥71 years) 

COV.00237  8  MENINGIOM  
A 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

MENINGIOMA 

50 μg  
(≥71 years) 

COV.00237  9  SEASONAL  
ALLERGIC  
RHINITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  SEASONAL ALLERGY 

50 μg  
(≥71 years) 

COV.00237  10  MUMPS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

MUMPS 

50 μg  
(≥71 years) 

COV.00237  11  MEASLES  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

MEASLES 

50 μg  
(≥71 years) 

COV.00237  12  CHICKEN  
POX 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

VARICELLA 

50 μg  
(≥71 years) 

COV.00237  13  THIMEROSA  
L  
SENSITIVITY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  ALLERGY TO CHEMICALS 

50 μg  
(≥71 years) 

COV.00237  14  CATARACT  
SURGERY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

CATARACT OPERATION 

50 μg  
(≥71 years) 

COV.00237  15  WISDOM  
TEETH  
EXTRACTIO  
N 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

WISDOM TEETH REMOVAL 

50 μg  
(≥71 years) 

COV.00237  16  RECURRENT  
TONSILLITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

TONSILLITIS 

50 μg  
(≥71 years) 

COV.00237  17  TONSILLECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

TONSILLECTOMY 

50 μg  
(≥71 years) 

COV.00237  18  POLYP  1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

GENERAL DISORDERS AND  
ADMINISTRATION SITE  
CONDITIONS 

POLYP 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(≥71 years) 

COV.00237  19  POLYPECTO  
MY 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

POLYPECTOMY 

50 μg  
(≥71 years) 

COV.00237  20  WRIST  
FRACTURE 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

INJURY, POISONING AND  
PROCEDURAL COMPLICATIONS 

WRIST FRACTURE 

50 μg  
(≥71 years) 

COV.00237  21  WRIST  
SURGERY 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

WRIST SURGERY 

50 μg  
(≥71 years) 

COV.00238  1  ALLERGY TO  
PENICILLIN 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  IMMUNE SYSTEM DISORDERS  DRUG HYPERSENSITIVITY 

50 μg  
(≥71 years) 

COV.00238  2  BREAST  
CANCER 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

NEOPLASMS BENIGN,  
MALIGNANT AND UNSPECIFIED  
(INCL CYSTS AND POLYPS) 

BREAST CANCER 

50 μg  
(≥71 years) 

COV.00238  3  MASTECTOM  
Y 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

MASTECTOMY 

50 μg  
(≥71 years) 

COV.00238  4  RECONSTRU  
CTIVE  
BREAST  
SURGERY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

BREAST RECONSTRUCTION 

50 μg  
(≥71 years) 

COV.00238  5  DRY EYES  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EYE DISORDERS  DRY EYE 

50 μg  
(≥71 years) 

COV.00238  6  HYPERTENSI  
ON 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  VASCULAR DISORDERS  HYPERTENSION 

50 μg  
(≥71 years) 

COV.00238  7  UTERINE  
BLEEDING 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

REPRODUCTIVE SYSTEM AND  
BREAST DISORDERS 

UTERINE HAEMORRHAGE 

50 μg  
(≥71 years) 

COV.00238  8  DILATION  
AND  
CURETTAGE 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

UTERINE DILATION AND  
CURETTAGE 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(≥71 years) 

COV.00238  9  GLAUCOMA  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  EYE DISORDERS  GLAUCOMA 

50 μg  
(≥71 years) 

COV.00238  10  IRIDECTOMY  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

IRIDECTOMY 

50 μg  
(≥71 years) 

COV.00238  11  ALLERGIC  
RHINITIS 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  RESPIRATORY, THORACIC AND  
MEDIASTINAL DISORDERS 

RHINITIS ALLERGIC 

50 μg  
(≥71 years) 

COV.00238  12  ABNORMAL  
PAP SMEAR 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INVESTIGATIONS  SMEAR CERVIX ABNORMAL 

50 μg  
(≥71 years) 

COV.00238  13  CONE  
BIOPSY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INVESTIGATIONS  BIOPSY CERVIX 

50 μg  
(≥71 years) 

COV.00238  14  PREMATURE  
VENTRICUL  
AR  
CONTRACTI  
ONS 

1-5 YEARS PRIOR  
TO  
ENROLLMENT 

1-12 MONTHS  
PRIOR TO  
ENROLLMENT 

CARDIAC DISORDERS  VENTRICULAR  
EXTRASYSTOLES 

50 μg  
(≥71 years) 

COV.00238  15  HYSTERECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

HYSTERECTOMY 

50 μg  
(≥71 years) 

COV.00238  16  TONSILLECT  
OMY 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

TONSILLECTOMY 

50 μg  
(≥71 years) 

COV.00238  17  MUMPS  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

MUMPS 

50 μg  
(≥71 years) 

COV.00238  18  MEASLES  > 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

MEASLES 
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Treatment 
Group  Subject ID 

MH  
Number 

Medical History 
Term 

Condition Start  
Day 

Condition End  
Day 

MedDRA®  
System Organ Class 

MedDRA®  
Preferred Term 

50 μg  
(≥71 years) 

COV.00238  19  CHICKEN  
POX 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

INFECTIONS AND  
INFESTATIONS 

VARICELLA 

50 μg  
(≥71 years) 

COV.00238  20  WISDOM  
TEETH  
EXTRACTIO  
N 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

SURGICAL AND MEDICAL  
PROCEDURES 

WISDOM TEETH REMOVAL 

50 μg  
(≥71 years) 

COV.00238  21  HORDEOLU  
M 

> 5 YEARS PRIOR  
TO  
ENROLLMENT 

ONGOING  INFECTIONS AND  
INFESTATIONS 

HORDEOLUM 
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