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7200 * infants
assessed for eligibility

'

6537 infants
randomized

Reason for failing screening

419 Did not meet eligibility criteria
3 Deaths

99 Consent withdrawal

70 Migrated / Lost to FU

72 Other

RTS,S/AS01 with boost
(R3R)

RTS,S/AS501 without boost
(R3C)

v

v

‘ Control vaccine (C3C)

'

2180 received dose-1
(ITT population)

2178 received dose-1
(ITT population)

2179 received dose-1
(ITT population)

2115 received doses 1 &2 ‘ ‘ 2119 received doses 1 & 2 | ‘ 2134 received doses 1 &2 |

} 2072 received doses 1,2 &3 ‘ ‘ 2072 received doses 1,2 &3 | ‘ 2090 received doses 1.2 &3 |

primary vaccination

15 Consent withdrawal
7 Death

3 Medical withdrawal

Reason for not completing

primary vaccination

8  Consent withdrawal
11 Death

4 Medical withdrawal

Reason for not completing

Reason for not completing
primary vaccination

11 Consent withdrawal

4 Death

4 Medical withdrawal

43  Migrated / Lost to FU 41 Migrated / Lost to FU 39 Migrated / Lost to FU
9  Refusal 17 Refusal 8 Refusal
1 Unwell 25 Other 1 Unwell
30 Other 106 Total 22 Other
108 Total 89 Total
v 4 4
1824 received dose-4 1837 received dose-4 1827 received dose-4

(booster RTS,S/AS01)

(control vaccine)

(control vaccine)

Reason for not receiving
the booster dose

18 Consent withdrawal
28 Death

3 Medical withdrawal
164 Migrated / Lost to FU
28 Refusal

1 Unwell

6 Other

248 Total

Reason for not receiving
the booster dose

21 Consent withdrawal
27 Death

1 Medical withdrawal
151 Migrated / Lost to FU
23  Refusal

3 Unwell

9 Other

235 Total

Reason for not receiving
the booster dose

11 Consent withdrawal
26 Death

1 Medical withdrawal
185 Migrated / Lost to FU
31 Refusal

1 Unwell

8 Other

263 Total

1726 attended Visit 34
(32 months post dose-3)

1731 attended Visit 34
(32 months post dose-3)

1725 attended Visit 34
(32 months post dose-3)

49  Died ®
276 Migrated / Lost to FU
75 Consent withdrawal

46 Refusal
8 Other
454 Total

Reason for not doing Visit 34

51  Died
281 Migrated / Lost to FU
65 Consent withdrawal

37 Refusal
13 Other
447 Total

Reason for not doing Visit 34

Reason for not doing Visit 34
41 Died

304 Migrated / Lost to FU

54  Consent withdrawal

50 Refusal

5 Other

454 Total

1679 children enrolled in the
extension phase

1682 children enrclled in the

extension phase

1679 children enrolled in the
extension phase

in the extension

48  Died

272 Migrated / Lost to FU
153 CW / Refusal

6 Other

501 Total

Reason for non-enroliment

22 Inclusion criteria not met

in the extension

Reason for non-enrollment

Reason for non-enrollment in
the extension

17 Inclusion criteria not met 17 Inclusion criteria not met
51 Died 41 Died
286 Migrated / Lost to FU 294 Migrated / Lost to FU
136 CW/ Refusal 1 SAE
6  Other 143 CW /[ Refusal
496 Total 4 Other

500 Total

Y

1555 attended Visit 38
(end of extension phase)

1533 attended Visit 38
(end of extension phase)

1549 attended Visit 38
(end of extension phase)

Reason for not doing Visit 38
3 Died®

4 Consent withdrawal

11 Refusal

106 Migrated / Lost to FU

124 Total

3 Died

2 Consent withdrawal
15 Refusal

125 Migrated / Lost to FU
1 SAE

3 Other

149 Total

Reason for not doing Visit 38

Reason for not doing Visit 38

1 Died

1 Consent withdrawal
13 Refusal

114 Migrated / Lost to FU
1 SAE

130 Total

1985 were included in the
PP population for efficacy

2005 were included in the
PP population for efficacy

2007 were included in the
PP population for efficacy

PP population for efficacy
67 Out ofinterval of doses

12 Other
87 Total

Reason for exclusion from
3 Inclusion criteria not met

5  No FU data post Dose 3

PP population for efficacy

45 Out of interval of doses
9  No FU data post Dose
9 Other
67 Total

Reason for exclusion from

4 Inclusion criteria not met 5

Reason for exclusion from
PP population for efficacy
Inclusion criteria not met
64 Out ofinterval of doses
3 3 No FU data post Dose 3
11 Other

83 Total




