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Official Title: A Phase III, Randomized, Controlled, Observer-Blind, Multi-Center Study to Evaluate Safety, Tolerability and Immunogenicity of a Single
Intramuscular Dose of Three Lots of a Trivalent Subunit Influenza Vaccine Produced in Mammalian Cell Culture Or of a Trivalent Subunit Influenza Vaccine
Produced in Embryonated Hen Eggs, in Healthy Adult Subjects Aged >=18 to <=60

Further study details:
Primary Outcome Measure:

• Geometric Mean Titers After One Dose of Cell Culture-derived or the Egg-derived Influenza Vaccine in Adult Subjects   [Time Frame: Day 22
postvaccination] [Designated as safety issue: No]

The haemagglutinin Inhibition (HI) antibody titer response following 1) one dose of cTIV for each of the three lots separately and 2) one dose of cTIV
(combined) compared to TIV is reported as Geometric mean titers (GMTs). The HI GMTs were evaluated using egg-derived antigen assay.

• Geometric Mean Ratios After One Dose of Cell Culture-derived or the Egg-derived Influenza Vaccine in Adult Subjects   [Time Frame: Day 22
postvaccination] [Designated as safety issue: No]

Immunogenicity was assessed in terms of Geometric Mean Ratio (GMR) following 1) one dose of cTIV for each of the three vaccine lots separately and
2) for one dose of cTIV (combined) compared to TIV, according to the CHMP criterion. The European licensure (CHMP) criterion is met if the mean
geometric increase (GMR, day 22/day 1) in HI antibody titer is >2.5.

• Percentage of Subjects With HI Titers ≥40   [Time Frame: Day 22 postvaccination] [Designated as safety issue: No]
Immunogenicity was assessed in terms of percentage of adult subjects achieving HI titers ≥40, after 1) one dose of cTIV for each of the three vaccine
lots separately and 2) for one dose of cTIV (combined) compared to TIV, according to the CHMP criterion. European Licensure (CHMP) criterion is met
if the percentage of subjects achieving HI titers ≥40 is >70%.

• Percentage of Subjects With Seroconversion or Significant Increase in HI Antibody Titers After One Dose of Either Cell-derived or Egg-derived Subunit
Trivalent Influenza Vaccine   [Time Frame: Day 22 postvaccination] [Designated as safety issue: No]

Immunogenicity was assessed in terms of percentage of adult subjects showing seroconversion or significant increase in HI antibody titers after 1)
one dose of cTIV for each of the three vaccine lots separately and 2) one dose of cTIV (combined) compared to TIV, according to the CHMP criterion.
European Licensure (CHMP) criterion is met if the percentage of subjects achieving seroconversion or significant increase is >40%. As per European
Licensure (CHMP) criterion seroconversion is defined as percentage of subjects with a prevaccination HI titer <10 to a postvaccination titer ≥40;
whereas, significant increase is defined as HI titer ≥10 prevaccination and ≥4-fold Hi titer increase post-vaccination.

Secondary Outcome Measures:
• Number of Subjects Reporting Solicited Adverse Events After One Dose of Cell Culture-derived or the Egg-derived Influenza Vaccine.   [Time Frame: Day 1

to Day 7 postvaccination] [Designated as safety issue: Yes]
To assess the safety and tolerability in terms of number of subjects reporting solicited adverse events following one injection of 1) one dose of cTIV for
each of the three vaccine lots separately and 2) for one dose of cTIV (combined) compared to TIV.

• Safety Data of Subjects Upto Six Months After One Dose of Cell Culture Derived or Egg-derived Influenza Vaccine   [Time Frame: Day 1 - Day 181
postvaccination] [Designated as safety issue: Yes]

Additional safety data from day 1 through day 181 after one dose of cTIV (combined) or TIV in terms of serious adverse events (SAEs), adverse events
(AEs) necessitating a physician's visit and/or resulting in premature subject's withdrawal from study is reported.

Enrollment: 1200
Study Start Date: September 2005
Primary Completion Date: October 2005
Study Completion Date: April 2006
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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 more than 60 days but less than or equal to 180 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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