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Clinical Trial Protocol: AW_001 ProVIVA-SA-1

Table 9:

Cohorts 1 & 2

Schedule of Events(A)

Baseline/

Dose 1 and initial

Dose 2 and initial

Study Period Screening follow up follow up Extended Follow-up
Visit code Screening | 01.0 | 02.0 | 03.0 | 04.0 | 05.0 | 06.0 | 07.0 | 08.0 | 09.0 | 10.0 | 11.0 | 12.0 | 13.0 | 14.0 | EOS
Study Day 14t00 | 1 8 15 | 22 | 29 | 36 | 43 | 52 | 8 | 112 | 142 | 172 | 202 | 292 | 387
Days post 1st dose - - 7 14 21 - - = - = - - - - - -
Days post 2nd dose - - - - - 7 14 | 21 | 30 | 60 | 90 | 120 | 150 | 180 | 270 | 365
Visit Type
P © lololNolo|lGVNlolN oW ololo

Visit Windows (days) _ ool el 1 | 1 1 | 1 | 1| £5 | £5 |£14|£14|£14 |14 |14 | £28
Study Procedures
Informed consent X
Assessment of Understanding X
Eligibility confirmation X X
Demographics X
Medical history X
Tuberculosis Screening ' X
HIV Rlsk Renclluctlon X X X X X X X
Counselling
COVID-19 history X X X X X X X X X X X X X X X
Confirmation of contraceptive X X X X
measures
Symptom enquiry X X X X X X X X
Physical exam': height,

b . e X X X X X X X X X
weight’ and vital signs
Concomitant medications X X X X X X X X X

Study product administration

Confidential and Proprietary
AW _001_ProVIVA-SA-1
Version 4.0/ 06 APR 2021

Page 91 of 180




c6

Clinical Trial Protocol: AW_001 ProVIVA-SA-1

hAd5-S-Fusion+N- ETSD

X

Baseline reactogenicity
assessment

X

Assessment of immediate
reactogenicity AEs’

X

Subject training on diary card

Diary cards issued

Diary cards received and
collected, solicited
reactogenicity AEs reconciled

In office unsolicited adverse
event collection

Telephone check-in 3 days (+
2) after vaccine administration

Telephone safety follow up for
unsolicited AEs and solicited
reactogenicity AEs extending
beyond 7 days

Specimen Collection & Laboratory Assessments

Urine or serum for Pregnancy
test "

X

X

Serum for chemistry panel *¢

Whole blood for Haematology

ae

=

=

Urine for Urinalysis *

X
X
X

R R A

el IR

Whole blood/ Serum for HIV
test*

X
X
X
X

ol Il e

T R Il e

Serum for Hepatitis B and C
serology

X

Serum for SARS-CoV-2

serology

X
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Clinical Trial Protocol: AW_001 ProVIVA-SA-1

Biospecimens
(e.g., NP swabs) for SARS-
CoV-2 PCR

X

X

X

Whole blood, serum and saliva
for immunogenicity &

X

X

Cohorts 3,4,5 and 6

Study Period

Baseline/
Screening

Dose 1 and initial

follow up

Extended Follow-up

Visit code

Screening

01.0

02.0

03.0

04.0

05.0

06.0

07.0

08.0

09.0

10.0

11.0

EOS

Study Day

-14to 0

1

8

15

22

31

61

91

121

151

181

271

366

Days post dose

7

14

21

30

60

90

120

150

180

270

365

Visit Type

©

©

©

A

©

A

A

©

Visit Windows (days)

+1

+1

+1

+5

+5

+ 14

+ 14

+ 14

+ 14

+ 14

+28

Study Procedures

Informed consent

Assessment of Understanding

Eligibility confirmation

Demographics

Medical history

Tuberculosis Screening '

HIV Risk Reduction
Counselling "

COVID-19 history

Confirmation of contraceptive
measures

TR L B el Il Pl Rl g P

Symptom enquiry

Physical exam': height,
weight® and vital signs®

oA R A

Tl B el e

Confidential and Proprietary
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Clinical Trial Protocol: AW_001 ProVIVA-SA-1

Concomitant medications

X

X

Study product administration

hAd5-S-Fusion+N- ETSD

X

Baseline reactogenicity
assessment

X

Assessment of immediate
reactogenicity AEs’

Subject training on diary card

Diary cards issued

Diary cards received and
collected, solicited
reactogenicity AEs reconciled

In office unsolicited adverse
event collection

Telephone check-in 3 days (+
2) after vaccine administration

Telephone safety follow up for
unsolicited AEs and solicited
reactogenicity AEs extending
beyond 7 days

Specimen Collection & Laboratory Assessments

Urine or serum for Pregnancy
test "

X

X

Serum for chemistry panel *¢

Whole blood for Haematology

ae

=

Urine for Urinalysis *

X
X
X

el IR R P

Whole blood/ Serum for HIV
test*

X
X
X
X

B I B e

B I B e

Serum for Hepatitis B and C

serology

X
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Clinical Trial Protocol: AW_001 ProVIVA-SA-1
Serum for SARS-CoV-2

serology X

Biospecimens

(e.g., NP swabs) for SARS- X X X X X X X X
CoV-2 PCR

Whole blood, serum and saliva

for immunogenicity * X X X X X X

“Day 1 chemistry, haematology, and urinalysis assessments do not need to be repeated if screening assessments were (Performed within 7 days prior to the first
study vaccination; ® Height required at screening visit only; © Vital signs of temperature, heart rate, blood pressure, and respiratory rate will be assessed at

every visit. Temperature will be documented at each visit and subsequently if clinically indicated; ¢ See Table 12 or additional details on laboratory
assessments. Blood draws for lab assessments at vaccination visits should occur prior to vaccine administration; ¢ Haematology to include FBC with
differential (5 part) as outlined in Table 12. Blood draws for lab assessments at vaccination visits should occur prior to vaccine administration; © Urinalysis
testing will include at a minimum protein, glucose, and presence of red blood cells. Sample collection at vaccination visits should occur prior to vaccine
administration; # Immunogenicity testing includes measures of antibody response and cell-mediated immunity against target antigens, as well as hAd5
serostatus for determining baseline, day 29 and day 181 and 202(in cohorts 3, 4, 5, 6 and cohorts 1 and 2 respectively) hAdS immunity and monitoring for
anti-vector immune responses. Sample collection at vaccination visits should occur prior to vaccine administration.

" Serum or urine pregnancy tests for females of child-bearing potential at baseline/screening and each visit where study drug is administered, and at 30 days
post last dose of vaccine; "Complete physical exam at screening visit. A routine symptom directed physical exam at subsequent visits; ! Assessment of
reactogenicity AEs includes a baseline assessment of the injection site and any signs or symptoms that may overlap with reactogenicity, as well as an
assessment of immediate reactogenicity AEs 30 minutes after vaccine administration; * HIV pre- and post-test counselling are done at each visits where blood
is taken for HIV testing; 'Tuberculosis Screening per local guidelines

©= In-person visit; \. = Telephonic follow-up
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