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Results analysis stage

Analysis stage Final
Date of interim/final analysis 15 July 2014
Is this the analysis of the primary No

completion data?

Global end of trial reached? Yes

Global end of trial date 31 January 2014
Was the trial ended prematurely? No

Notes:

General information about the trial

Main objective of the trial:

-To evaluate the protective efficacy of RTS,S/ASO1E against clinical malaria disease caused by
Plasmodium falciparum in African children aged at first dose between 6-12 weeks and received the
vaccine in co-administration with DTPwHepB/Hib antigens (Tritanrix HepB/Hib) and OPV. Duration of
follow-up was for a minimum of 12 months and a maximum of 18 months after completion of the
primary course (Primary Analysis).

-To evaluate the protective efficacy of RTS,S/ASO1E against clinical malaria disease caused by
Plasmodium falciparum in African children aged at first dose between 5-17 months. Duration of follow-
up was for a minimum of 12 months and a maximum of 18 months after completion of the

primary course (Primary Analysis).

Protection of trial subjects:

The vaccinees were observed closely for at least 30 minutes following the administration of all vaccines
used in the study, with appropriate medical treatment readily available in case of an anaphylactic
reaction. Vaccines were administered only to eligible subjects that had no contraindications to any
components of the vaccines/products. Children and infants who received an incomplete primary
vaccination schedule (not the 3 doses within the expected timings) did not receive the booster dose of
RTS,S/ASO1E or control vaccine.

Background therapy: -

Evidence for comparator: -

Actual start date of recruitment 27 March 2009
Long term follow-up planned Yes

Long term follow-up rationale Safety, Efficacy
Long term follow-up duration 12 Months
Independent data monitoring committee|Yes

(IDMC) involvement?

Notes:

Population of trial subjects

Subjects enrolled per country

Country: Number of subjects enrolled |Tanzania, United Republic of: 3210

Country: Number of subjects enrolled [Ghana: 2621

Country: Number of subjects enrolled Mozambique: 1637

Country: Number of subjects enrolled Malawi: 1626

Country: Number of subjects enrolled Gabon: 930

Country: Number of subjects enrolled Kenya: 4154

Country: Number of subjects enrolled Burkina Faso: 1281

Worldwide total number of subjects 15459

EEA total number of subjects 0
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Notes:

Subjects enrolled per age group

In utero 0
Preterm newborn - gestational age < 37|0
wk

Newborns (0-27 days) 0
Infants and toddlers (28 days-23 15459
months)

Children (2-11 years) 0
Adolescents (12-17 years) 0
Adults (18-64 years) 0
From 65 to 84 years 0
85 years and over 0
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Subject disposition

Recruitment

Recruitment details:

The study included 3 phases, a primary (PRI) phase (Months 0-3) and a booster (BST) phase at Month
20, each followed by a related PRI/BST efficacy, immunogenicity and safety (EIS) follow-up (FU) phase,
and an EIS extension, from Month 32 to the median of Month 48 or Month 38 time point.

Pre-assignment

Screening details:

Screening included the following: check for inclusion/exclusion criteria, vaccination
contraindications/precautions, subjects’ medical history and signing informed consent forms.

Period 1

Period 1 title Overall Study (overall period)

Is this the baseline period? Yes

Allocation method Randomised - controlled

Blinding used Double blind

Roles blinded Subject, Investigator, Monitor, Data analyst
Arms

Are arms mutually exclusive? Yes

Arm title GSK257049 [5-17M] Group

Arm description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by either a booster dose of the same GSK257049 vaccine or a dose of Menjugate® vaccine, at
Month 20. Both vaccines have been administered intramuscularly into the left deltoid.

Arm type Experimental

Investigational medicinal product name |Malaria Vaccine 257049

Investigational medicinal product code |GSK257049

Other name
Pharmaceutical forms Powder and suspension for suspension for injection
Routes of administration Intramuscular use

Dosage and administration details:
3 doses administered intramuscularly into the left deltoid

Investigational medicinal product name |Meningococcal C Conjugate Vaccine

Investigational medicinal product code

Other name Menjugate

Pharmaceutical forms Powder and suspension for suspension for injection, Powder
and solvent for suspension for injection

Routes of administration Intramuscular use

Dosage and administration details:
3 doses administered intramuscularly into the left deltoid.

Arm title GSK257049 [6-12W] Group

Arm description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by either a booster dose of
the GSK257049 and Polio Sabin™ vaccines or a booster dose of Menjugate® and Polio Sabin™ vaccines,
at Month 20. All vaccines have been administered intramuscularly in the anterolateral left thigh
(GSK257049 vaccine); left deltoid (GSK257049 booster dose); left thigh for children under 1 year and
left deltoid for children above 1 year of age (Menjugate® vaccine); anterolateral right thigh (Tritanrix
HepB™/Hib vaccine), except for the Polio Sabin™ vaccine, which has been given orally.

Arm type |Experimenta|
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Investigational medicinal product name

257049

Investigational medicinal product code

GSK257049

Other name

Pharmaceutical forms

Powder and suspension for suspension for injection

Routes of administration

Intramuscular use

Dosage and administration details:
3 doses administered intramuscularly int

o the left deltoid

Investigational medicinal product name

Polio Sabin Oral Polio Vaccine (GSK)

Investigational medicinal product code

Other name

Pharmaceutical forms

Oral suspension

Routes of administration

Oral use

Dosage and administration details:
3 doses administered orally

Investigational medicinal product name

TritanrixHepB/Hib

Investigational medicinal product code

Other name

Pharmaceutical forms

Powder and suspension for suspension for injection, Powder
and solvent for suspension for injection, Suspension for
injection, Powder and solution for solution for injection, Oral
suspension

Routes of administration

Intramuscular use, Oral use

Dosage and administration details:
3 doses administered intramuscularly int

o the left deltoid

Investigational medicinal product name

Meningococcal C Conjugate Vaccine

Investigational medicinal product code

Other name

Menjugate

Pharmaceutical forms

Powder and suspension for suspension for injection, Powder
and solvent for suspension for injection

Routes of administration

Intramuscular use

Dosage and administration details:
3 doses administered intramuscularly int

o the left deltoid.

Arm title

VeroRab Comparator [5-17M] Group

Arm description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose

primary vaccination course of the VeroRab® vaccine, according to a 0-1-2 Month schedule, followed by

a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Arm type

Active comparator

Investigational medicinal product name

Meningococcal C Conjugate Vaccine

Investigational medicinal product code

Other name

Menjugate

Pharmaceutical forms

Powder and suspension for suspension for injection, Powder
and solvent for suspension for injection

Routes of administration

Intramuscular use

Dosage and administration details:
3 doses administered intramuscularly int

o the left deltoid

Investigational medicinal product name

Cell-culture rabies vaccine

Investigational medicinal product code

Other name

VeroRab

Pharmaceutical forms

Powder and suspension for suspension for injection, Powder
and solvent for suspension for injection

Routes of administration

Intramuscular use
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Dosage and administration details:
3 doses administered intramuscularly int

o the left deltoid

Arm title

Menjugate Comparator [6-12W] Group

Arm description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of Menjugate® vaccine co-administered with Polio Sabin™ and Tritanrix
HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of Menjugate®
and Polio Sabin™ vaccines, at Month 12. All vaccines have been administered intramuscularly in the left
thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate® vaccine);
anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine, which has

been given orally.

Arm type

Experimental

Investigational medicinal product name

Meningococcal C Conjugate Vaccine

Investigational medicinal product code

Other name

Menjugate

Pharmaceutical forms

Powder and suspension for suspension for injection, Powder
and solvent for suspension for injection

Routes of administration

Intramuscular use

Dosage and administration details:
3 doses administered intramuscularly int

o the left deltoid

Investigational medicinal product name

TritanrixHepB/Hib

Investigational medicinal product code

Other name

Pharmaceutical forms

suspension

Powder and suspension for suspension for injection, Powder
and solvent for suspension for injection, Suspension for
injection, Powder and solution for solution for injection, Oral

Routes of administration

Intramuscular use, Oral use

Dosage and administration details:
3 doses administered intramuscularly int

o the left deltoid

Investigational medicinal product name

Polio Sabin Oral Polio Vaccine (GSK)

Investigational medicinal product code

Other name

Pharmaceutical forms

Powder and solvent for suspension for injection, Suspension for
injection, Oral suspension

Routes of administration

Oral use

Dosage and administration details:
3 doses administered orally

Number of subjects in period 1 GSK257049 [5-17M]|GSK257049 [6-12W]|VeroRab Comparator
Group Group [5-17M] Group
Started 5948 4358 2974
Completed 4102 3088 2085
Not completed 1846 1270 889
Consent withdrawn by subject 587 295 272
Adverse event, non-fatal 112 106 47
Lost to follow-up 1145 830 568
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Protocol deviation 2 39 2
Number of subjects in period 1 Menjugate
Comparator [6-
12W] Group
Started 2179
Completed 1549
Not completed 630
Consent withdrawn by subject 144
Adverse event, non-fatal 44
Lost to follow-up 425
Protocol deviation 17
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Baseline characteristics

Reporting groups

Reporting group title GSK257049 [5-17M] Group

Reporting group description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by either a booster dose of the same GSK257049 vaccine or a dose of Menjugate® vaccine, at
Month 20. Both vaccines have been administered intramuscularly into the left deltoid.

Reporting group title GSK257049 [6-12W] Group

Reporting group description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by either a booster dose of
the GSK257049 and Polio Sabin™ vaccines or a booster dose of Menjugate® and Polio Sabin™ vaccines,
at Month 20. All vaccines have been administered intramuscularly in the anterolateral left thigh
(GSK257049 vaccine); left deltoid (GSK257049 booster dose); left thigh for children under 1 year and
left deltoid for children above 1 year of age (Menjugate® vaccine); anterolateral right thigh (Tritanrix
HepB™/Hib vaccine), except for the Polio Sabin™ vaccine, which has been given orally.

Reporting group title |VeroRab Comparator [5-17M] Group

Reporting group description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the VeroRab® vaccine, according to a 0-1-2 Month schedule, followed by
a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered
intramuscularly into the left deltoid.

Reporting group title Menjugate Comparator [6-12W] Group

Reporting group description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of Menjugate® vaccine co-administered with Polio Sabin™ and Tritanrix
HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of Menjugate®
and Polio Sabin™ vaccines, at Month 12. All vaccines have been administered intramuscularly in the left
thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate® vaccine);
anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine, which has
been given orally.

Reporting group values GSK257049 [5-17M]|GSK257049 [6-12W]|VeroRab Comparator
Group Group [5-17M] Group
Number of subjects 5948 4358 2974

Age categorical
Units: Subjects

In utero 0 0 0
Preterm newborn infants 0 0 0
(gestational age < 37 wks)
Newborns (0-27 days) 0 0 0
Infants and toddlers (28 days-23 5948 4358 2974
months)
Children (2-11 years) 0 0 0
Adolescents (12-17 years) 0 0 0
Adults (18-64 years) 0 0 0
From 65-84 years 0 0 0
85 years and over 0 0 0
Age Continuous
Units: Months
arithmetic mean 10.6 1.2 10.6
standard deviation + 3.8 + 0.4 + 3.7
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Sex: Female, Male
Units: Participants
Female 2967 2124 1503
Male 2981 2234 1471
Reporting group values Menjugate Total
Comparator [6-
12W] Group
Number of subjects 2179 15459
Age categorical
Units: Subjects
In utero 0 0
Preterm newborn infants 0 0
(gestational age < 37 wks)
Newborns (0-27 days) 0 0
Infants and toddlers (28 days-23 2179 15459
months)
Children (2-11 years) 0 0
Adolescents (12-17 years) 0 0
Adults (18-64 years) 0 0
From 65-84 years 0 0
85 years and over 0 0
Age Continuous
Units: Months
arithmetic mean 1.2
standard deviation +£0.4 -
Sex: Female, Male
Units: Participants
Female 1100 7694
Male 1079 7765

Subject analysis sets

Subject analysis set title GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title GSK257049 - Menjugate [5-17M] Group

Subject analysis set type Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered
intramuscularly into the left deltoid.

Subject analysis set title GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,
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which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.
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Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 Group

Subject analysis set type

Per protocol

Subject analysis set description:

For the purpose of the analysis, GSK257049 [5-17M] and GSK257049 [6-12W] groups have been pooled

into a single group.

Subject analysis set title

Comparator Group

Subject analysis set type

Per protocol

Subject analysis set description:

For the purpose of the analysis, VeroRab Comparator [5-17M] and Menjugate Comparator [6-12W]
groups have been pooled into a single group.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
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Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
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GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
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primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol
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Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol
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Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.
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Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 Group

Subject analysis set type

Per protocol

Subject analysis set description:

Pooled group between GSK257049 [5-17M] Group and GSK257049 [6-12W] Group.

Subject analysis set title

|Gsk257049 -GSk257049 Group
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Subject analysis set type

|Per protocol

Subject analysis set description:

Pooled group between GSK257049 -GSK257049 [5-17M] Group and GSK257049 -GSK257049 [6-12W]

Group.

Subject analysis set title

GSK257049 - Menjugate Group

Subject analysis set type

Per protocol

Subject analysis set description:

Pooled group between GSK257049 - Menjugate [5-17M] Group and GSK257049 - Menjugate [6-12W]

Group.

Subject analysis set title

Comparator Group

Subject analysis set type

Per protocol

Subject analysis set description:

Pooled Group between VeroRab Comparator [5-17M] Group and Menjugate Comparator [6-12W] Group.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 -GSK257049 Group

Subject analysis set type

Per protocol

Subject analysis set description:

Pooled group between GSK257049 -GSK257049 [5-17M] Group and GSK257049 -GSK257049 [6-12W]

Group.

Subject analysis set title

GSK257049 - Menjugate Group

Subject analysis set type

Per protocol

Subject analysis set description:

Pooled group between GSK257049 - Menjugate [5-17M] Group and GSK257049 - Menjugate [6-12W]

Group.
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Subject analysis set title

Comparator Group

Subject analysis set type

Per protocol

Subject analysis set description:

Pooled Group between VeroRab Comparator [5-17M] Group and Menjugate Comparator [6-12W] Group.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose

primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
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intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,
which has been given orally.

Subject analysis set title GSK257049 - Menjugate [6-12W] Group

Subject analysis set type Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,
which has been given orally.

Subject analysis set title GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title GSK257049 - Menjugate [5-17M] Group

Subject analysis set type Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered
intramuscularly into the left deltoid.

Subject analysis set title GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,
which has been given orally.

Subject analysis set title GSK257049 - Menjugate [6-12W] Group
Subject analysis set type Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,
which has been given orally.

GSK257049 [5-17M]| Menjugate [5-17M] GSK257049 [6-
Group Group 12W] Group
Number of subjects 2276 2306 1985

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)
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Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years

85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
3

10
+£3

10
+£3

Sex: Female, Male
Units: Participants

Female
Male

1123
1153

1137
1169

967
1018

Reporting group values

GSK257049 -
Menjugate [6-12W]
Group

GSK257049 -
GSK257049 [5-17M]
Group

GSK257049 -
Menjugate [5-17M]
Group

Number of subjects

2005

2017

2057

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years

85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+ 3

Sex: Female, Male
Units: Participants

Female
Male

976
1029

2000
17

2000
57

Reporting group values

GSK257049 -
GSK257049 [6-
12W] Group

GSK257049 -
Menjugate [6-12W]
Group

GSK257049 -
GSK257049 [5-17M]
Group

Number of subjects

1743

1788

1784

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
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Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years

85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+ 3

Sex: Female, Male
Units: Participants

Female
Male

1000
743

1000
788

1000
784

Reporting group values

GSK257049 -
Menjugate [5-17M]
Group

GSK257049 -
GSK257049 [6-12W]
Group

GSK257049 -
Menjugate [6-12W]
Group

Number of subjects

1838

1516

1548

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years

85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+ 3

Sex: Female, Male
Units: Participants

Female
Male

1000
838

1000
516

1000
548

Reporting group values

GSK257049 Group

Comparator Group

GSK257049 -
GSK257049 [5-17M]
Group

Number of subjects

8597

4364

1935

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
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From 65-84 years
85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+3

Sex: Female, Male
Units: Participants

Female
Male

8000
597

4000
364

1000
935

Reporting group values

GSK257049 -
Menjugate [5-17M]
Group

GSK257049 -
GSK257049 [6-12W]
Group

GSK257049 -
Menjugate [6-12W]
Group

Number of subjects

1967

1637

1656

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years

85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+ 3

Sex: Female, Male
Units: Participants

Female
Male

1000
967

1000
637

1000
656

Reporting group values

GSK257049 -
GSK257049 [5-17M]
Group

GSK257049 -
Menjugate [5-17M]
Group

GSK257049 -
GSK257049 [6-
12W] Group

Number of subjects

2363

2382

1726

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years
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85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+3

Sex: Female, Male
Units: Participants

Female
Male

2000
363

2000
382

1000
726

Reporting group values

GSK257049 -
Menjugate [6-12W]
Group

GSK257049 -
GSK257049 [5-17M]
Group

GSK257049 -
Menjugate [5-17M]
Group

Number of subjects

1731

442

438

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years

85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+ 3

Sex: Female, Male
Units: Participants

Female
Male

1000
731

400
42

400
38

Reporting group values

GSK257049 -
GSK257049 [6-
12W] Group

GSK257049 -
Menjugate [6-12W]
Group

GSK257049 -
GSK257049 [5-17M]
Group

Number of subjects

530

569

104

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years
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85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+3

Sex: Female, Male
Units: Participants

Female
Male

500
30

500
69

100

Reporting group values

GSK257049 -
Menjugate [5-17M]
Group

GSK257049 -
GSK257049 [6-12W]
Group

GSK257049 -
Menjugate [6-12W]
Group

Number of subjects

101

101

103

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years

85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+ 3

Sex: Female, Male
Units: Participants

Female
Male

100

100

100

Reporting group values

GSK257049 -
Menjugate [5-17M]
Group

GSK257049 -
Menjugate [6-12W]
Group

GSK257049 -
Menjugate [5-17M]
Group

Number of subjects

545

639

182

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years
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85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+3

Sex: Female, Male
Units: Participants

Female
Male

500
45

600
39

100
82

Reporting group values

GSK257049 -
Menjugate [6-12W]
Group

GSK257049 -
GSK257049 [5-17M]
Group

GSK257049 -
GSK257049 [6-
12W] Group

Number of subjects

214

465

546

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years

85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+ 3

Sex: Female, Male
Units: Participants

Female
Male

200
14

400
65

500
46

Reporting group values

GSK257049 -
GSK257049 [5-17M]
Group

GSK257049 -
GSK257049 [6-12W]
Group

GSK257049 -
GSK257049 [5-17M]
Group

Number of subjects

156

420

95

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years
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85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+3

Sex: Female, Male
Units: Participants

Female
Male

100
56

400
20

90

Reporting group values

GSK257049 -
GSK257049 [6-
12W] Group

GSK257049 -
GSK257049 [5-17M]
Group

GSK257049 -
Menjugate [5-17M]
Group

Number of subjects

134

641

639

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years

85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+ 3

Sex: Female, Male
Units: Participants

Female
Male

100
34

600
41

600
39

Reporting group values

GSK257049 -
GSK257049 [6-
12W] Group

GSK257049 -
Menjugate [6-12W]
Group

GSK257049 -
GSK257049 [5-17M]
Group

Number of subjects

608

625

2447

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years
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85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+3

Sex: Female, Male
Units: Participants

Female
Male

600

600
25

2000
447

Reporting group values

GSK257049 -
Menjugate [5-17M]
Group

GSK257049 -
GSK257049 [6-12W]
Group

GSK257049 -
Menjugate [6-12W]
Group

Number of subjects

2472

1825

1837

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years

85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+ 3

Sex: Female, Male
Units: Participants

Female
Male

2000
472

1000
825

1000
837

Reporting group values

GSK257049 -
GSK257049 [6-
12W] Group

GSK257049 -
Menjugate [6-12W]
Group

GSK257049 -
GSK257049 [5-17M]
Group

Number of subjects

605

617

2976

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years
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85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+3

Sex: Female, Male
Units: Participants

Female
Male

600

600
17

2000
976

Reporting group values

GSK257049 -
Menjugate [5-17M]
Group

GSK257049 -
GSK257049 [6-12W]
Group

GSK257049 -
Menjugate [6-12W]
Group

Number of subjects

2972

2180

2178

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years

85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+ 3

Sex: Female, Male
Units: Participants

Female
Male

2000
972

2000
180

2000
178

Reporting group values

GSK257049 -
GSK257049 [5-17M]
Group

GSK257049 -
Menjugate [5-17M]
Group

GSK257049 -
GSK257049 [6-
12W] Group

Number of subjects

2681

2719

1966

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years
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85 years and over

Age Continuous
Units: Months

arithmetic mean 10 10 10
standard deviation +3 +3 +3
Sex: Female, Male
Units: Participants
Female 2000 2000 1000
Male 681 719 966
Reporting group values G.SK257049 - GSK257049 Group GSK257049 -
Menjugate [6-12W] GSK257049 Group
Group
Number of subjects 1996 84 33
Age categorical
Units: Subjects
In utero
Preterm newborn infants
(gestational age < 37 wks)
Newborns (0-27 days)
Infants and toddlers (28 days-23
months)
Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years
85 years and over
Age Continuous
Units: Months
arithmetic mean 10 10 10
standard deviation +3 +3 +£3
Sex: Female, Male
Units: Participants
Female 1000 80 30
Male 996 4 3
Reporting group values GSK257049 - Comparator Group GSK257049 -
Menjugate Group GSK257049 [5-17M]
Group
Number of subjects 35 41 273

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years
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85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+3

Sex: Female, Male
Units: Participants

Female
Male

30

40

200
73

Reporting group values

GSK257049 -
Menjugate [5-17M]
Group

GSK257049 -
GSK257049 [6-12W]
Group

GSK257049 -
Menjugate [6-12W]
Group

Number of subjects

297

230

208

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years

85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+ 3

Sex: Female, Male
Units: Participants

Female
Male

200
97

200
30

200

Reporting group values

GSK257049 -
GSK257049 Group

GSK257049 -
Menjugate Group

Comparator Group

Number of subjects

51

54

48

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years

85 years and over
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Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+3

Sex: Female, Male
Units: Participants

Female
Male

50

54

48

Reporting group values

GSK257049 -
GSK257049 [5-17M]
Group

GSK257049 -
Menjugate [5-17M]
Group

GSK257049 -
GSK257049 [6-
12W] Group

Number of subjects

277

304

232

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years

85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+ 3

Sex: Female, Male
Units: Participants

Female
Male

277

304

232

Reporting group values

GSK257049 -
Menjugate [6-12W]
Group

GSK257049 -
GSK257049 [5-17M]
Group

GSK257049 -
Menjugate [5-17M]
Group

Number of subjects

211

48

50

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years

85 years and over

Clinical trial results 2012-005716-26 version 3

EU-CTR publication date:

15 February 2023

Page 32 of 204



Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+3

Sex: Female, Male
Units: Participants

Female
Male

211

48

50

Reporting group values

GSK257049 -
GSK257049 [6-
12W] Group

GSK257049 -
Menjugate [6-12W]
Group

GSK257049 -
GSK257049 [5-17M]
Group

Number of subjects

48

a7

1509

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years

85 years and over

Age Continuous

Units: Months
arithmetic mean
standard deviation

10
+ 3

10
+ 3

10
+ 3

Sex: Female, Male
Units: Participants

Female
Male

48

47

1509

Reporting group values

GSK257049 -
Menjugate [5-17M]
Group

GSK257049 -
GSK257049 [6-12W]
Group

GSK257049 -
Menjugate [6-12W]
Group

Number of subjects

1500

1116

1118

Age categorical
Units: Subjects

In utero

Preterm newborn infants
(gestational age < 37 wks)

Newborns (0-27 days)

Infants and toddlers (28 days-23
months)

Children (2-11 years)
Adolescents (12-17 years)
Adults (18-64 years)
From 65-84 years

85 years and over
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Age Continuous

Units: Months
arithmetic mean 10 10 10
standard deviation +3 +3 +3

Sex: Female, Male
Units: Participants

Female
Male 0 0 0
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End points

End points reporting groups

Reporting group title GSK257049 [5-17M] Group
Reporting group description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by either a booster dose of the same GSK257049 vaccine or a dose of Menjugate® vaccine, at
Month 20. Both vaccines have been administered intramuscularly into the left deltoid.

Reporting group title GSK257049 [6-12W] Group
Reporting group description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by either a booster dose of
the GSK257049 and Polio Sabin™ vaccines or a booster dose of Menjugate® and Polio Sabin™ vaccines,
at Month 20. All vaccines have been administered intramuscularly in the anterolateral left thigh
(GSK257049 vaccine); left deltoid (GSK257049 booster dose); left thigh for children under 1 year and
left deltoid for children above 1 year of age (Menjugate® vaccine); anterolateral right thigh (Tritanrix
HepB™/Hib vaccine), except for the Polio Sabin™ vaccine, which has been given orally.

Reporting group title |VeroRab Comparator [5-17M] Group

Reporting group description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the VeroRab® vaccine, according to a 0-1-2 Month schedule, followed by
a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered
intramuscularly into the left deltoid.

Reporting group title Menjugate Comparator [6-12W] Group

Reporting group description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of Menjugate® vaccine co-administered with Polio Sabin™ and Tritanrix
HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of Menjugate®
and Polio Sabin™ vaccines, at Month 12. All vaccines have been administered intramuscularly in the left
thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate® vaccine);
anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine, which has
been given orally.

Subject analysis set title GSK257049 - GSK257049 [5-17M] Group
Subject analysis set type Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title GSK257049 - Menjugate [5-17M] Group

Subject analysis set type Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered
intramuscularly into the left deltoid.

Subject analysis set title GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,
which has been given orally.

Subject analysis set title |GSK257049 - Menjugate [6-12W] Group
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Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol
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Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 Group

Subject analysis set type

Per protocol

Subject analysis set description:

For the purpose of the analysis, GSK257049 [5-17M] and GSK257049 [6-12W] groups have been pooled

into a single group.

Subject analysis set title

Comparator Group

Subject analysis set type

Per protocol

Subject analysis set description:

For the purpose of the analysis, VeroRab Comparator [5-17M] and Menjugate Comparator [6-12W]
groups have been pooled into a single group.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
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intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
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dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
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Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
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primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered
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intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
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primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); left thigh for children under 1 year and left deltoid for children above 1 year of age (Menjugate®
vaccine); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 Group

Subject analysis set type

Per protocol

Subject analysis set description:

Pooled group between GSK257049 [5-17M] Group and GSK257049 [6-12W] Group.

Subject analysis set title

GSK257049 -GSK257049 Group

Subject analysis set type

Per protocol

Subject analysis set description:

Pooled group between GSK257049 -GSK257049 [5-17M] Group and GSK257049 -GSK257049 [6-12W]

Group.
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Subject analysis set title

GSK257049 - Menjugate Group

Subject analysis set type

Per protocol

Subject analysis set description:

Pooled group between GSK257049 - Menjugate [5-17M] Group and GSK257049 - Menjugate [6-12W]

Group.

Subject analysis set title

Comparator Group

Subject analysis set type

Per protocol

Subject analysis set description:

Pooled Group between VeroRab Comparator [5-17M] Group and Menjugate Comparator [6-12W] Group.

Subject analysis set title

GSK257049 - GSK257049 [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of the same GSK257049 vaccine, at Month 20. Both vaccines have been
administered intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 - Menjugate [5-17M] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 5 to 17 months of age [5-17M], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine, according to a 0-1-2 Month schedule,
followed by a booster dose of Menjugate® vaccine, at Month 20. Both vaccines have been administered

intramuscularly into the left deltoid.

Subject analysis set title

GSK257049 -GSK257049 [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of the
GSK257049 and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left deltoid (GSK257049 booster
dose); anterolateral right thigh (Tritanrix HepB™/Hib vaccine), except for the Polio Sabin™ vaccine,

which has been given orally.

Subject analysis set title

GSK257049 - Menjugate [6-12W] Group

Subject analysis set type

Per protocol

Subject analysis set description:

Male or female children between and including 6 to 12 weeks of age [6-12W], who received a 3-dose
primary vaccination course of the GSK257049 malaria vaccine co-administered with Polio Sabin™ and
Tritanrix HepB™/Hib vaccines, according to a 0-1-2 Month schedule, followed by a booster dose of
Menjugate® and Polio Sabin™ vaccines, at Month 20. All vaccines have been administered
intramuscularly in the anterolateral left thigh (GSK257049 vaccine); left 