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(HPV-008 PATRICIA Trial)
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A Historical Account of HPV-008 PATRICIA Trial (Cervical
Cancer Vaccine Trial) at National Taiwan University Hospital
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Phase Il HPV Study
+ Double blind \

+ Multi-center (North America and Brazil)
+ Placebo-controlled

Population
+ 1113 women (15~25 years women)

+ Cytologically negative, seronegative for HPV-16 and
HPV-18 antibodies by ELISA and HPV-DNA-negative
by PCR for 14 high-risk HPV types

D. Harper et al, Lancet, 2004, 364 : 1757




Prevention of HPV-16
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Summary of Phase-Il Trial
“

+ Bivalent HPV-16/18 virus-like particle (VLP) vaccine was
highly efficacious in preventing incident and persistent HPV-
16/18 infection in fully vaccinate healthy young women.

+ Close relation between the development of persistent HPV
Infection and the cytological abnormalities.

« Bivalent HPV-16/18 vaccine appeared to be safe and well
tolerated. (no serious vaccine-related adverse events were
reported.)

D. Harper et al, Lancet, 2004, 364 : 1757



Overview of Study

Design(PATRICIA):A Phase-111 Trial
—

Randomization

(1:1)
HPV 16/18 VLP AS04
(N=9000)
! Hepatitis A vaccine (Havrix-based
£ Investigational formulation)
(N=9000)
Vaccination Follow-up visits

Visitl Visit2 Visit3 Visit4 Visit5 Visit6 Visit7 Visit8 Visit9 Visit 10

Month 0 Month 1 Month 6 Month 7 Month 12 Month 18 Month 24 Month 30 Month 36 Month 48
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Brief Summary of PATRICIA Trial
—

Target enrolment: 18000 women aged 15 to 25 years.
Study regions: Asia Pacific, Europe, Latin, America and North America.
Data collection: Remote Data Entry (RDE).

Type of study: IND study. Data from this study may be pooled with data
from other efficacy studies.

The study is being conducted under supervision of an independent Data
Monitoring Committee (IDMC) (see Section 2.1)

Duration of study: Approximately 48 months of follow-up was planned for
all subjects.
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Cover Letter for Collecting Financial Disclosure Information

18 May 2004

Prof. Song-Nan Chow

Department of Obstetries and Gynecology
National Taiwan University Hospital

7, Chung-Shan South Road

Taipei City

Taiwan

RE: 580299/008 (HPV-008): FDA Regulation Requires GlaxoSmithKline (GSK) to
Collect Financial Disclosure from ALL Investigators.

Dear Prof. Song-Nan Chow,

Effective February 2, 1999, a United States Food and Drug Administration (FDA)
regulation requires pharmaceutical companies to capture and report financial disclosure
information on all investigators participating in clinical trials intended to support
marketing applications (see artached abbreviated Synopsis of FDA Financial Disclosure
Rule for more information). The term investigator, as defined by the regulation, includes
principal investigator, sub-investigator, and the spouse and dependent children of an
investigator.

The financial disclosure rule requires you to disclose any proprietary interest you may
have in the tested product, equity holdings exceeding US$50,000 during the reporting

window *, and aggregated non-study-related payments greater than US$25,000 during
the reporting window*.

%

&




Questionnaires before and after

study
.’

To comply with this regulation, please complete the enclosed questionnaires. One
questionnaire will be completed before study participation (Section A) and a follow-up at
study termination (Section B). If there are relevant changes to your information in the
one-one year period following study completion, you are expected to send an update

report to GSK.
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INDEPENDENT DATA MONITORING

COMMITTEE (IDMC)
\

+ Responsibilities of IDMC, the Independent
Statistician, the Investigators, the Sponsor and
Biometrics.

+ Conflict of Interest Guidelines.

+ Composition of the IDMC and Conduct of IDMC
Meetings., etc.
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Key Dates of GENETECH, Inc.
"

« 1976: Robert Swanson (a professor of biochemistry &
biophysics from Medical School, UCSF) and Herbert Boyer

*« (a graduate of the Sloan School of Management at MIT) found
GENETECH, Inc.

« 1978: Company scientists create the insulin gene-GENETECH’s
first marketable product.

« 1998: FDA approves Herceptin in the treatment of breast cancer.
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