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Allocation: Non-Randomized; Endpoint Classification: Safety/Efficacy Study;

Study Design:
udy Lesign Intervention Model: Parallel Assignment; Masking: Open Label; Primary Purpose: Prevention
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Intervention: = Biological: NVGH Vi-CRM197
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Recruitment Details
Key information relevant to the recruitment process for the overall study, such as dates of the recruitment period and locations

First subject enrolled: 17 OCT 11, Last subject completed: 13 DEC 11.

Pre-Assignment Details
Significant events and approaches for the overall study following participant enroliment, but prior to group assignment

No text entered.

Reporting Groups
Description

NVGH Vi-CRM/NVGH Vi-CRM = One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of NVGH Vi-CRM197 5.0 mcg in
HO1_04TP study

Vi-PS/NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of Vi-polysaccharide (PS) in
HO1_04TP study

NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in naive adults

Participant Flow: Overall Study

NVGH Vi-CRM/NVGH Vi-CRM  Vi-PS/NVGH Vi-CRM NVGH Vi-CRM

STARTED 18 13 20

COMPLETED 14 12 20

NOT COMPLETED 4 1 0
Not meeting Inclusion Criteria 4 1 0

B> Baseline Characteristics

=| Hide Baseline Characteristics
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Population Description

Explanation of how the number of participants for analysis was determined. Includes whether analysis was per protocol, intention to treat, or
another method. Also provides relevant details such as imputation technique, as appropriate.

No text entered.

Reporting Groups

Description

NVGH Vi-CRM/NVGH Vi-CRM = One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of NVGH Vi-CRM197 5.0 mcg in
HO1_04TP study

Vi-PS/NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of Vi-polysaccharide (PS) in
HO1_04TP study

NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in naive adults

Total Total of all reporting groups

Baseline Measures

NVGH Vi-CRM/NVGH Vi-CRM = Vi-PS/NVGH Vi-CRM = NVGH Vi-CRM Total

Overall Participants Analyzed

18 13 20 51
[Units: Participants]
Age
[Units: Participants]
<=18 years 0 0 0 0
Between 18 and 65 years 18 13 20 51
>=65 years 0 0 0 0
Age
[Units: Years] 25.3 (5.8) 26.3 (6.6) 26.0 (6.2) 25.8 (6.0)

Mean (Standard Deviation)

Gender
[Units: Participants]
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Female 5 2 10 17
Male 13 1 10 34

Region of Enroliment
[Units: Participants]

Belgium 18 13 20 51

B> Outcome Measures
=| Hide All Outcome Measures

1. Primary: Anti-Vi ELISA Geometric Mean Concentration (GMC) [ Time Frame: At 3 days after vaccination ]

Measure Type Primary

Measure Title Anti-Vi ELISA Geometric Mean Concentration (GMC)

Measure Description = To evaluate the immunogenicity and the kinetics of the immune response induced by one dose of NVGH Vi-CRM197 at

study day 3 after vaccination as as measured by enzyme-linked immunosorbent assay (ELISA)
Time Frame At 3 days after vaccination

Safety Issue No

Population Description

Explanation of how the number of participants for analysis was determined. Includes whether analysis was per protocol, intention to treat, or

another method. Also provides relevant details such as imputation technique, as appropriate.

No text entered.

Reporting Groups

Description

NVGH Vi-CRM/NVGH Vi-CRM = One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of NVGH Vi-CRM197 5.0 mcg in

HO1_04TP study
Vi-PS/NVGH Vi-CRM
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One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of Vi-polysaccharide (PS) in
HO1_04TP study

NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in naive adults

Measured Values

NVGH Vi-CRM/NVGH Vi-CRM | Vi-PS/NVGH Vi-CRM NVGH Vi-CRM

Participants Analyzed

14 12 20
[Units: Participants]
Anti-Vi ELISA Geometric Mean Concentration (GMC) 35 31 3.22
[Units: ELISA Units/mL] (18 to 65) (16 to 60) (1.99 to 5.23)

Geometric Mean (95% Confidence Interval)

No statistical analysis provided for Anti-Vi ELISA Geometric Mean Concentration (GMC)

2. Primary: Anti-Vi ELISA GMC [ Time Frame: At 7 days after vaccination ]

Measure Type Primary
Measure Title Anti-Vi ELISA GMC

Measure Description = To evaluate the immunogenicity and the kinetics of the immune response induced by one dose of NVGH Vi-CRM197 at
study day 7 after vaccination as as measured by ELISA

Time Frame At 7 days after vaccination

Safety Issue No

Population Description

Explanation of how the number of participants for analysis was determined. Includes whether analysis was per protocol, intention to treat, or
another method. Also provides relevant details such as imputation technique, as appropriate.

No text entered.
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Reporting Groups
Description

NVGH Vi-CRM/NVGH Vi-CRM  One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of NVGH Vi-CRM197 5.0 mcg in
HO1_04TP study

Vi-PS/NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of Vi-polysaccharide (PS) in
HO1_04TP study

NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in naive adults

Measured Values
NVGH Vi-CRM/NVGH Vi-CRM Vi-PS/NVGH Vi-CRM NVGH Vi-CRM

Participants Analyzed

14 12 2
[Units: Participants] ’
Anti-Vi ELISA GMC 65 40 20
[Units: ELISA Units/mL] (42 to 102) (24 to 67) (10 to 39)

Geometric Mean (95% Confidence Interval)

No statistical analysis provided for Anti-Vi ELISA GMC

3. Primary: Anti-Vi ELISA GMC [ Time Frame: At 28 days after vaccination ]

Measure Type Primary
Measure Title Anti-Vi ELISA GMC

Measure Description = To evaluate the immunogenicity and the kinetics of the immune response induced by one dose of NVGH Vi-CRM197 at
study day 28 after vaccination as as measured by ELISA

Time Frame At 28 days after vaccination

Safety Issue No
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Population Description

Explanation of how the number of participants for analysis was determined. Includes whether analysis was per protocol, intention to treat, or
another method. Also provides relevant details such as imputation technique, as appropriate.

No text entered.

Reporting Groups
Description

NVGH Vi-CRM/NVGH Vi-CRM = One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of NVGH Vi-CRM197 5.0 mcg in
HO1_04TP study

Vi-PS/NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of Vi-polysaccharide (PS) in
HO1_04TP study

NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in naive adults

Measured Values
NVGH Vi-CRM/NVGH Vi-CRM  Vi-PS/NVGH Vi-CRM NVGH Vi-CRM

Participants Analyzed

14 12 20
[Units: Participants]
Anti-Vi ELISA GMC 44 50 111
its: ELISA Units/mL
[Units SA Units/mL] (28 to 69) (35to 71) (78 to 156)

Geometric Mean (95% Confidence Interval)

No statistical analysis provided for Anti-Vi ELISA GMC

4. Primary: Percentage of Subjects With at Least 4-fold Increase in Anti-Vi ELISA Titers [ Time Frame: At 3 days after vaccination as compared to
baseline ]

Measure Type Primary
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Measure Title Percentage of Subjects With at Least 4-fold Increase in Anti-Vi ELISA Titers

Measure Description  No text entered.
Time Frame At 3 days after vaccination as compared to baseline

Safety Issue No

Population Description

Explanation of how the number of participants for analysis was determined. Includes whether analysis was per protocol, intention to treat, or
another method. Also provides relevant details such as imputation technique, as appropriate.

No text entered.

Reporting Groups
Description

NVGH Vi-CRM/NVGH Vi-CRM = One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of NVGH Vi-CRM197 5.0 mcg in
HO1_04TP study

Vi-PS/NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of Vi-polysaccharide (PS) in
HO1_04TP study

NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in naive adults

Measured Values

NVGH Vi-CRM/NVGH Vi- Vi-PS/NVGH Vi- NVGH Vi-
CRM CRM CRM

Partici

a .|C|pant.s (-\nalyzed 14 12 20
[Units: Participants]
Percentage of Subjects With at Least 4-fold Increase in Anti-Vi ELISA
Titers 0 0 0
[Units: Percentage of subjects] (0 to 23) (0 to 26) (0 to 17)

Number (95% Confidence Interval)

No statistical analysis provided for Percentage of Subjects With at Least 4-fold Increase in Anti-Vi ELISA Titers
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5. Primary: Percentage of Subjects With at Least 4-fold Increase in Anti-Vi ELISA Titers [ Time Frame: At 7 days after vaccination as compared to

baseline ]
Measure Type Primary
Measure Title Percentage of Subjects With at Least 4-fold Increase in Anti-Vi ELISA Titers

Measure Description = No text entered.
Time Frame At 7 days after vaccination as compared to baseline

Safety Issue No

Population Description

Explanation of how the number of participants for analysis was determined. Includes whether analysis was per protocol, intention to treat, or
another method. Also provides relevant details such as imputation technique, as appropriate.

No text entered.

Reporting Groups
Description

NVGH Vi-CRM/NVGH Vi-CRM  One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of NVGH Vi-CRM197 5.0 mcg in
HO1_04TP study

Vi-PS/NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of Vi-polysaccharide (PS) in
HO1_04TP study

NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in naive adults

Measured Values

NVGH Vi-CRM/NVGH Vi- Vi-PS/NVGH Vi- NVGH Vi-
CRM CRM CRM
14 12 20
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Participants Analyzed
[Units: Participants]

Percentage of Subjects With at Least 4-fold Increase in Anti-Vi ELISA

Titers 7 0 60
[Units: Percentage of subjects] (0 to 34) (0 to 26) (36 to 81)
Number (95% Confidence Interval)

No statistical analysis provided for Percentage of Subjects With at Least 4-fold Increase in Anti-Vi ELISA Titers

6. Primary: Percentage of Subjects With at Least 4-fold Increase in Anti-Vi ELISA Titers [ Time Frame: At 28 days after vaccination as compared to

baseline ]
Measure Type Primary
Measure Title Percentage of Subjects With at Least 4-fold Increase in Anti-Vi ELISA Titers

Measure Description = No text entered.
Time Frame At 28 days after vaccination as compared to baseline

Safety Issue No

Population Description

Explanation of how the number of participants for analysis was determined. Includes whether analysis was per protocol, intention to treat, or
another method. Also provides relevant details such as imputation technique, as appropriate.

No text entered.

Reporting Groups
Description

NVGH Vi-CRM/NVGH Vi-CRM = One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of NVGH Vi-CRM197 5.0 mcg in
HO1_04TP study

Vi-PS/NVGH Vi-CRM
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One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of Vi-polysaccharide (PS) in
HO1_04TP study

NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in naive adults

Measured Values

NVGH Vi-CRM/NVGH Vi- Vi-PS/NVGH Vi- NVGH Vi-
CRM CRM CRM
Partici Analyzed
arFlclpantls. nalyze 14 12 20

[Units: Participants]
Percentage of Subjects With at Least 4-fold Increase in Anti-Vi ELISA
Titers 0 17 100
[Units: Percentage of subjects] (0 to 23) (2 to 48) (83 to 100)

Number (95% Confidence Interval)

No statistical analysis provided for Percentage of Subjects With at Least 4-fold Increase in Anti-Vi ELISA Titers

7. Secondary: Number of Subjects Reporting Any (Local, Systemic and Other) Post Vaccination Reaction [ Time Frame: During the 7-day period
after vaccination ]

Measure Type Secondary
Measure Title Number of Subjects Reporting Any (Local, Systemic and Other) Post Vaccination Reaction

Measure Description = Solicited reactions collected during the 7-day period after vaccination are pain, erythema, induration, chills, malaise,
myalgia, headache, arthralgia, fatigue and fever.

Time Frame During the 7-day period after vaccination

Safety Issue Yes

Population Description

Explanation of how the number of participants for analysis was determined. Includes whether analysis was per protocol, intention to treat, or
another method. Also provides relevant details such as imputation technique, as appropriate.
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No text entered.

Reporting Groups
Description

NVGH Vi-CRM/NVGH Vi-CRM = One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of NVGH Vi-CRM197 5.0 mcg in
HO1_04TP study

Vi-PS/NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of Vi-polysaccharide (PS) in
HO1_04TP study

NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in naive adults

Measured Values

NVGH Vi-CRM/NVGH Vi- Vi-PS/NVGH Vi- NVGH Vi-
CRM CRM CRM
Partici Anal
articipants Analyzed 14 12 20

[Units: Participants]

Number of Subjects Reporting Any (Local, Systemic and Other) Post
Vaccination Reaction 14 12 18
[Units: Participants]

No statistical analysis provided for Number of Subjects Reporting Any (Local, Systemic and Other) Post Vaccination Reaction

8. Secondary: Number of Subjects Reporting AE [ Time Frame: During the 28-day period after vaccination ]

Measure Type Secondary

Measure Title Number of Subjects Reporting AE

Measure Description = AE during 28 days after vaccination(including solicited reactions during 7 days after vaccination)
Time Frame During the 28-day period after vaccination

Safety Issue Yes

https://clinicaltrials.gov/ct2/show/results/NCT01438996?term=HO01 04TP&rank=1&sect=X4301256 12/8/2016
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Population Description

Explanation of how the number of participants for analysis was determined. Includes whether analysis was per protocol, intention to treat, or
another method. Also provides relevant details such as imputation technique, as appropriate.

No text entered.

Reporting Groups
Description

NVGH Vi-CRM/NVGH Vi-CRM  One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of NVGH Vi-CRM197 5.0 mcg in
HO1_04TP study

Vi-PS/NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of Vi-polysaccharide (PS) in
HO1_04TP study

NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in naive adults

Measured Values
NVGH Vi-CRM/NVGH Vi-CRM  Vi-PS/NVGH Vi-CRM NVGH Vi-CRM

Participants Analyzed

14 12 20
[Units: Participants]

Number of Subjects Reporting AE

14 12 20
[Units: Participants]

No statistical analysis provided for Number of Subjects Reporting AE

9. Secondary: Number of Subjects Reporting Serious Adverse Events (SAEs) [ Time Frame: During the 28-day period after vaccination ]

Measure Type Secondary
Measure Title Number of Subjects Reporting Serious Adverse Events (SAEs)

Measure Description = No text entered.
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Time Frame During the 28-day period after vaccination

Safety Issue Yes

Population Description

Explanation of how the number of participants for analysis was determined. Includes whether analysis was per protocol, intention to treat, or
another method. Also provides relevant details such as imputation technique, as appropriate.

No text entered.

Reporting Groups
Description

NVGH Vi-CRM/NVGH Vi-CRM = One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of NVGH Vi-CRM197 5.0 mcg in
HO1_04TP study

Vi-PS/NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of Vi-polysaccharide (PS) in
HO1_04TP study

NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in naive adults

Measured Values

NVGH Vi-CRM/NVGH Vi-CRM = Vi-PS/NVGH Vi-CRM = NVGH Vi-CRM

Participants Analyzed

14 12 20
[Units: Participants]

Number of Subjects Reporting Serious Adverse Events (SAEs)
[Units: Participants]

No statistical analysis provided for Number of Subjects Reporting Serious Adverse Events (SAEs)

B> Serious Adverse Events

=| Hide Serious Adverse Events
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Time Frame No text entered.

Additional Description = No text entered.

Reporting Groups
Description

NVGH Vi-CRM/NVGH Vi-CRM = One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of NVGH Vi-CRM197 5.0 mcg in
HO1_04TP study

Vi-PS/NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of Vi-polysaccharide (PS) in
HO1_04TP study

NVGH Vi-CRM One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in naive adults

Serious Adverse Events
NVGH Vi-CRM/NVGH Vi-CRM  Vi-PS/NVGH Vi-CRM NVGH Vi-CRM
Total, serious adverse events

# participants affected / at risk 0/14 (0.00%) 0/12 (0.00%) 0/20 (0.00%)

B> Other Adverse Events
=| Hide Other Adverse Events

Time Frame No text entered.

Additional Description = No text entered.

Frequency Threshold

Threshold above which other adverse events are reported 5

Reporting Groups

https://clinicaltrials.gov/ct2/show/results/NCT01438996?term=HO01 04TP&rank=1&sect=X4301256 12/8/2016
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Description

NVGH Vi-CRM/NVGH Vi-CRM = One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of NVGH Vi-CRM197 5.0 mcg in

HO1_04TP study

Vi-PS/INVGH Vi-CRM
HO1_04TP study

NVGH Vi-CRM

Other Adverse Events

Total, other (not including serious) adverse events
# participants affected / at risk
Gastrointestinal disorders
Abdominal pain ’
# participants affected / at risk

diarrhoea

# participants affected / at risk

nausea

# participants affected / at risk
General disorders
chills
# participants affected / at risk

fatigue '
# participants affected / at risk

injection site erythema
# participants affected / at risk

injection site induration
# participants affected / at risk

injection site pain T

14/14 (100.00%)

0/14 (0.00%)

0/14 (0.00%)

1114 (7.14%)

3/14 (21.43%)

7/14 (50.00%)

3/14 (21.43%)

0/14 (0.00%)

One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in naive adults

NVGH Vi-CRM/NVGH Vi-CRM  Vi-PS/NVGH Vi-CRM

12/12 (100.00%)

2/12 (16.67%)

1112 (8.33%)

112 (8.33%)

1112 (8.33%)

712 (58.33%)

0/12 (0.00%)

0/12 (0.00%)

https://clinicaltrials.gov/ct2/show/results/NCT01438996?term=HO01 04TP&rank=1&sect=X4301256

One 0.5 mL dose of NVGH Vi-CRM197 5.0 mcg in adults who received 1 dose of Vi-polysaccharide (PS) in

NVGH Vi-CRM

20/20 (100.00%)

1/20 (5.00%)

1/20 (5.00%)

0/20 (0.00%)

1/20 (5.00%)

5/20 (25.00%)

0/20 (0.00%)

4/20 (20.00%)
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14/14 (100.00%)

# participants affected / at risk

malaise '
# participants affected / at risk

Infections and infestations
gastroenteritis ’
# participants affected / at risk

nasopharingitis ~
# participants affected / at risk

oral herpes
# participants affected / at risk

rhinitis ~
# participants affected / at risk
Musculoskeletal and connective tissue disorders
arthralgia '
# participants affected / at risk

myalgia '
# participants affected / at risk

Nervous system disorders
dizziness
# participants affected / at risk

headache '
# participants affected / at risk

syncope
# participants affected / at risk

Respiratory, thoracic and mediastinal disorders
cough
# participants affected / at risk

epistaxis

4/14 (28.57%)

1114 (7.14%)

6/14 (42.86%)

0/14 (0.00%)

2/14 (14.29%)

1114 (7.14%)

4/14 (28.57%)

1114 (7.14%)

6/14 (42.86%)

1114 (7.14%)

0/14 (0.00%)

10/12 (83.33%)

6/12 (50.00%)

1112 (8.33%)

3/12 (25.00%)

112 (8.33%)

0/12 (0.00%)

0/12 (0.00%)

2/12 (16.67%)

0/12 (0.00%)

8/12 (66.67%)

0/12 (0.00%)

2/12 (16.67%)

https://clinicaltrials.gov/ct2/show/results/NCT01438996?term=HO01 04TP&rank=1&sect=X4301256

15/20 (75.00%)

5/20 (25.00%)

1/20 (5.00%)

3/20 (15.00%)

1/20 (5.00%)

0/20 (0.00%)

0/20 (0.00%)

2/20 (10.00%)

0/20 (0.00%)

9/20 (45.00%)

0/20 (0.00%)

2/20 (10.00%)
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# participants affected / at risk 114 (7.14%) 0/12 (0.00%) 0/20 (0.00%)

oropharyngeal pain ’
# participants affected / at risk 114 (7.14%) 112 (8.33%) 1/20 (5.00%)

Skin and subcutaneous tissue disorders

ecchymosis ’
# participants affected / at risk 0/14 (0.00%) 112 (8.33%) 0/20 (0.00%)

1 Events were collected by systematic assessment
* Events were collected by non-systematic assessment

B> Limitations and Caveats

=| Hide Limitations and Caveats

Limitations of the study, such as early termination leading to small numbers of participants analyzed and technical problems with measurement
leading to unreliable or uninterpretable data

No text entered.

P> More Information

=| Hide More Information

Certain Agreements:
Principal Investigators are NOT employed by the organization sponsoring the study.

There IS an agreement between Principal Investigators and the Sponsor (or its agents) that restricts the Pl's rights to discuss or publish trial results
after the trial is completed.
The agreement is:

The only disclosure restriction on the Pl is that the sponsor can review results communications prior to public release and can embargo
communications regarding trial results for a period that is less than or equal to 60 days. The sponsor cannot require changes to the
communication and cannot extend the embargo.
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I:l The only disclosure restriction on the Pl is that the sponsor can review results communications prior to public release and can embargo
communications regarding trial results for a period that is more than 60 days but less than or equal to 180 days. The sponsor cannot
require changes to the communication and cannot extend the embargo.

Other disclosure agreement that restricts the right of the PI to discuss or publish trial results after the trial is completed.

d Restriction Description: In the event that no publication of the Study results has been made by NVGH within twelve (12) months of Study
database lock and no proposed publication is under discussion by the publication committee, Principal Investigator may publish its own Study
results, provided that he furnishes NVGH with a copy of the proposed publication for NVGH's review and comment, at least 1 month prior to
submission to a publisher or disclosure to any third party.

Results Point of Contact:

Name/Title: Dr. Audino Podda

Organization: Novartis Vaccines Institute for Global Health
phone: +39 0577 243496

e-mail: audino.podda@novartis.com

Responsible Party: Novartis
ClinicalTrials.gov Identifier: NCT01438996 History of Changes
Other Study ID Numbers:  HO01_04E1TP

Study First Received: September 19, 2011

Results First Received: December 16, 2013

Last Updated: February 4, 2014

Health Authority: Belgium: Federal Agency for Medicinal Products and Health Products
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