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ClinicalTrials.gov ID: NCT00560313
 

Study Identification
Unique Protocol ID: V72P4

Brief Title: Safety, Tolerability and Immunogenicity of Three Doses of Novartis Meningococcal B Vaccine When Administered to Healthy At-
risk Adults

Official Title: A Phase 2, Multi-Center, Open-label Study of the Safety, Tolerability and Immunogenicity of Novartis Meningococcal B
Recombinant Vaccine When Administered at a 0, 2, 6-Month Schedule and of a Single Dose of Novartis Meningococcal ACWY
Conjugate Vaccine in Healthy At-risk Adults 18-50 Years of Age

Secondary IDs: 2007-001563-29

Study Status
Record Verification: December 2011

Overall Status: Completed

Study Start: July 2007

Primary Completion: November 2009 [Actual]

Study Completion: November 2009 [Actual]

Sponsor/Collaborators
Sponsor: Novartis Vaccines

Responsible Party: Sponsor

Collaborators: Novartis Vaccines
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Oversight
FDA Regulated?: No

IND/IDE Protocol?: No

Review Board: Approval Status: Approved
Approval Number: 341/07

Board Name: Comitato Etico Locale per la Sperimentazione Clinica dei Medicinali
Board Affiliation: Azienda Ospedaliera Universitaria Senese
Phone: 0577 233204
Email:

Data Monitoring?: Yes

Plan to Share Data?:

Oversight Authorities: Germany: Paul-Ehrlich-Institut

Study Description
Brief Summary: This study is aimed to evaluate safety, tolerability and immunogenicity of three doses of Novartis 4CMenB and of one dose of

Novartis Meningococcal ACWY vaccine when administered to healthy at-risk adults.

Detailed Description:

Conditions
Conditions: Meningococcal Disease

Keywords: Meningococcal disease
prevention
vaccination

Study Design
Study Type: Interventional

Primary Purpose: Prevention

Study Phase: Phase 2

Intervention Model: Crossover Assignment

Number of Arms: 2

Masking: Open Label
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 More Information
Certain Agreements:

Principal Investigators are NOT employed by the organization sponsoring the study.

The only disclosure restriction on the PI 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 from the time submitted to the sponsor for review. The sponsor cannot require changes
to the communication and cannot extend the embargo.

Results Point of Contact:
Name/Official Title: Posting Director
Organization: Novartis Vaccines and Diagnostics
Phone:
Email: RegistryContactVaccinesUS@novartis.com
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