10267 = children Reason for failing screening
assessed for eligibility 815 Did not meet eligibilty criteria
* 116 Consent withdrawal

112 Migrated / Lost to FU
8922 % children 302 Other
randomized 1345 Total

.—///N

RTS,S/AS01 with boost
(R3R)

RTS,S/AS501 without boost

(R3C)

v

¥

Control vaccine (C3C)

|

2976 received dose-1
(ITT population)

2972 received dose -1
(ITT population)

2974 received dose-1
(ITT population)

2867 received doses 1 &2 | | 2887 received doses 1 &2 |

1 2806 receiveddoses 1,2 &3 | | 2793 received doses 1,2 &3 |

2905 received doses 1 &2 |

2848 received doses 1,2 &3 |

Reason for not completing
primary vaccination

36 Consent withdrawal

5 Death

2 Medical withdrawal

84 Migrated / Lost to FU
18 Refusal

1 Unwell
24 Other
170 Total

Reason for not completing
primary vaccination

25 Consent withdrawal

2  Death

3 Medical withdrawal

81 Migrated / Lost to FU
31 Refusal

2 Unwell
35 Other
179 Total

Reason for not completing
primary vaccination

28 Consent withdrawal

3 Death

1 Medical withdrawal

62 Migrated / Lost to FU
12 Refusal

2 Unwell
18 Other
126 Total

2444 received dose-4
(booster RTS S/AS01)

2468 received dose-4
(contral vaccine)

2472 received dose-4
(control vaccine)

Reason for not receiving
the booster dose

31 Consent withdrawal
37 Death

4 Medical withdrawal
220 Migrated / Lost to FU
45 Refusal

2 Unwell
23  Other
362 Total

Reason for not receiving
the booster dose

31 Consent withdrawal
20 Death

4 Medical withdrawal
207 Migrated / Lost to FU
49  Refusal

3 Unwell
11 Other
325 Total

Reason for not receiving
the booster dose

42 Consent withdrawal
26 Death

4 Medical withdrawal
214 Migrated / Lost to FU
62 Refusal

6 Unwell
22 Other
376 Total

2363 attended Visit 34
(32 months post dose-3)

2382 attended Visit 34
(32 months post dose-3)

2392 attended Visit 34
(32 months post dose-3)

52 Died
364 Migrated / Lost to FUU
108 Consent withdrawal

82 Refusal
7 Other
613 Total

Reason for not doing Visit 34

41 Died
348 Migrated / Lost to FU
108 Consent withdrawal

84 Refusal
8 Other
530 Total

Reason for not doing Visit 34

Reason for not doing Visit 34
40  Died

357 Migrated / Lost to FU

101 Consent withdrawal

73  Refusal
11 Other
325 Total

2270 children enrolled in the
extension phase

2296 children enrolled in the

extension phase

2329 children enrclled in the
extension phase

Reason for non-enroliment
in the extension

52  Died

390 Migrated / Lost to FU
261 CW /Refusal

2 Other

706 Total

1 Inclusion criteria not met

Reason for non-enroliment
in the extension

41 Died

378 Migrated / Lost to FU
255 CW /Refusal

2 Other

676 Total

Reason for non-enrellment in
the extension

2 Inclusion criteria not met
40 Died

373 Migrated / Lost to FU

1 SAE

2256 CW /Refusal

4 Other

645 Total

2064 attended Visit 38
(end of extension phase)

2038 attended Visit 38
(end of extension phase)

2085 attended Visit 38
(end of extension phase)

9 Died
13 Consent withdrawal
22 Refusal

135 Migrated / Lost to FU
27 Other
206 Total

Reason for not doing Visit 38

10 Died
7 Consent withdrawal
28 Refusal

191 Migrated / Lost to FU
22 Other
258 Total

Reason for not doing Visit 38

Reason for not doing Visit 38
& Died

11 Consent withdrawal

36 Refusal

1568 Migrated / Lost to FU

32 Other

244 Total

2276 were included in the
PP population for efficacy

2306 were included in the
PP population for efficacy

2336 were included in the
PP population for efficacy

Reason for exclusion from
PP population for efficacy
294 Temperature deviation

197 Out ofinterval of doses

11 Other
530 Total

11 Inclusion criteria not met

17 No FU data post dose-3

Reason for exclusion from
PP population for efficacy
276 Temperature deviation

200 Out of interval of doses

6 Other
487 Total

1 Inclusion criteria not met

4 No FU data post dose-3

Reasen for exclusion from
PP population for efficacy
304 Temperature deviation
10 Inclusion criteria not met
171 Out ofinterval of doses
20 Mo FU data post dose-3
T Other

512 Total




