Protocol: ORA-CoV-2-01 12 Dec 2023
Listings 16.2.7 - Adverse Events
System Organ Class/ Severity/
Subject ID Preferred Term/ Slt;:]ré %Ztti/ Relationship/ O;;chme/
Verbatim Term Action Taken
SARS-CoV-2 antibody test positive/ Mild/
01-001 Investigations/ 016‘]335%2/2 Unrelated/ Rl\elgovered/
SARS-COV-2 POSITIVE No change
Upper respiratory tract infection/ Mild/
01-002 Infections and infestations/ 22; :‘;gnzg(z)g/z Unrelated/ Rﬁgovered/
UPPER RESPIRATORY TRACT INFECTION No change
SARS-CoV-2 antibody test positive/ Mila/
o 31 May 2022/ Unrelated/ Recovered/
01-023 Investigations/ 05 Jun 2022 Study dru No
SARS-COV-2 POSITIVE Sicy drug
distrupted
Sinusitis/ Mild/
02-001 Infections and infestations/ OS7A xg 2253/2 Unrelated/ Rlsgovered/
SINUSITUS 9 No change
Acute sinusitis/ Moderate/
02-003 Infections and infestations/ 1;5‘] glulzggglz Unrelated/ Rlsgovered/
ACUTE SINUSITIS No change
. . Mild/
Abdominal pain/ .
02-005 Gastrointestinal disorders/ 1§5A Xﬁ 2%3/2 RZ?;Z'S/W Rlsgovered/
ABDOMINAL PAIN 9
No change
Blister/ Mild/
02-005 Skin and subcutaneous tissue disorders/ lflSéAxg 2%3/2 Unrelated/ Rﬁgovered/
BLISTER LEFT WRIST 9 No change
. . Mild/
Abdominal pain/ .
02-005 Gastrointestinal disorders/ 03788&22002222/ RZ(I);[Zlglly Rﬁgovered/
INTERMITTENT ABDOMINAL CRAMPS
No change
Upper respiratory tract infection/ Moderate/
02-011 Infections and infestations/ 2§7N,3\(;v2(2)(2)§/2 Unrelated/ Rl\elgovered/
UPPER RESPIRATORY TRACT INFECTION No change
Cough/ Moderate/
02-017 Respiratory, thoracic and mediastinal disorders/ OISMJ;I,Z%% Unrelated/ Rﬁgovered/
COUGH No change
Nasal congestion/ Moderate/
02-017 Respiratory, thoracic and mediastinal disorders/ OISMJ;I,Z%% Unrelated/ Rﬁgovered/
NASAL CONGESTION No change
Rhinorrhoea/ Mild/
02-023 Respiratory, thoracic and mediastinal disorders/ 284]?:252%‘3/3 Unrelated/ Rﬁgovered/
RUNNY NOSE No change




Protocol: ORA-CoV-2-01 12 Dec 2023
System Organ Class/ Severity/
Subject ID Preferred Term/ Slt;:]ré %Ztti/ Relationship/ O;;chme/
Verbatim Term Action Taken
Sneezing/ Mild/
02-023 Respiratory, thoracic and mediastinal disorders/ Zngir;bzg%z/g Unrelated/ Rl\elgovered/
SNEEZING No change
SARS-CoV-2 antibody test positive/ Mild/
02-023 Investigations/ 28 j igbz g%zlg Unrelated/ Rl\elgovered/
SARS-COV-2 POSITIVE No change
Headache/ Mild/
02-028 Nervous system disorders/ 22008;2%3/2 Unrelated/ Rlsgovered/
HEADACHE No change
Rash/ Mild/
02-028 Skin and subcutaneous tissue disorders/ 2200825233/2 Unrelated/ Rlsgovered/
SKIN RASH No change
Pharyngitis/ Mild/
02-028 Infections and infestations/ 2200825233/2 Unrelated/ Rlsgovered/
PHARYNGITIS No change
SARS-CoV-2 antibody test positive/ Mild/
02-028 Investigations/ 386N8\écz%§/2 Unrelated/ ngovered/
SARS-COV-2 POSITIVE No change
Urinary tract infection/ Moderate/
02-037 Infections and infestations/ 0(1)5;] 33332@ Unrelated/ Rﬁgovered/
URINARY TRACT INFECTION No change




