Efficacy and safety of RTS,S/ASO1 malaria
vaccine with or without a booster dose In
iInfants and children in Africa : final results of a
phase 3, individually randomized, controlled trial
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AND one or more marker of disease severty:

Prostration

Respiratory distress

Blantyre score < 2

Seizures 2 or more

Hypoglycaenua < 2-2 mmol/L
Acidosis: base excess < -10-0 mmol/L
Lactate = 50 mmolL

Anaemua < 50 g/l

AND without diagnosis of a co-morbidity:

Radiographically proven pneumonia
Meningitis on CSF exanunation
Positive blood culture
Gastroenteritis with dehydration
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-Children

*148/6537 A (2.3% 1.9-2.7%)
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« £ HARS TDVE (Vaccine Efficacy) [Children] (&
-R3RE%T36.3% (95%c1 31.8 to 40.5 pi& <0.0001)
-R3CE¥T28.3%(23.3 to 32.9 <0.0001)
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-R3REF T25.9% (95%c1 19.9 to 31.5 piz <0.0001)
-R3CE¥T18.3% (11.7 to 24.4 <0.0001)
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*Incremental Efficacy=25.6%(18.2 to 32.3 <0.0001)
[Infants]
*Incremental Efficacy=22.3%(14.0 to 29.8 <0.0001)
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Figure S12. Anti-CS geometric mean titres in each age category (per-protocol population for immunogenicity).
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Adverse Events (HEEE %)

Adverse Event . Intensity grade . Parameter

Pain at injection site 0 Absent

Minor reaction fo touch

Cries/protests on touch

Cries when limb is moved/spontaneously painful
Absent

<5 mm

Swelling at injection site

5-20 mm
=20 mm
Absent
<5mm
5-20 mm
=20 mm
<3715°C
37.5-38°C
=38-39°C
=39°C
Behaviour as usual

Redness at injection site

Fever

Irritability/Fussiness
Crying more than usual’ no effect on normal activity
Crying more than usual/ interferes with normal activity
Crying that cannot be comforted/ prevents normal activity
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Drowsiness Behaviour as usual

Drowsiness easily tolerated

Drowsiness that interferes with normal activity
Drowsiness that prevents normal activity

Appetite as usual

Eating less than usual’ no effect on normal activity
Eating less than usual/ interferes with normal activity
Not eating at all

Loss of appetite
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o J—RXA—¥57HLINTOAdverse
Events(BEFEZR)IERIRHENFEZ L),

eGrade3D RILIEFENTHSH, (FEELISL)

[Grade3MDHEA(>39°C) ]
-Children:34/641(5.3% Cl 3.7-7.3)
-Infants:9/608(1.5% Cl 0.7-2.8)
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Serious Adverse Events

BE[E 2 (Children) €225
*R3R:11 A 2§l (FT—RA4—E 5%
*R3C:10 A->36lIFT—RA2— 5%
*C3C:1.A

BEIR 2% (Infants) £1845

*R3R:5 A= 2ll[FT—R 42— 51
*R3C:7ZAD30TT—R53—x 5%
*C3C:6 A
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