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L.

STRUCTURE AND CONTENT OF CLINICAL STUDY REPORTS

TITLE PAGE

The title page should contain the following information:

study title
name of test drug/ investigational product
indication studied

if not apparent from the title, a brief (1 to 2 sentences) description giving design
(parallel, cross-over, blinding, randomised) comparison (placebo, active,
dose/response), duration, dose, and patient population

name of the sponsor
protocol identification (code or number) ;}4 B B 4o p
development phase of study

study initiation date (first patient enrolled, or any other verifiable definition)

date of early study termination, if any

O > 2
— _study completion date (last patient completed) f’é T 2

name and affiliation of principal or coordinating investigator(s) or sponsors
responsible medical officer

name of company/sponsor signatory (the person responsible for the study report
within the company/sponsor. The name, telephone number and fax number of
the company/sponsor contact persons for questions arising during review of the
study report should be indicated on this page or in the letter of application.)

statement indicating whether the study was performed in compliance with Good
Clinical Practices (GCP), including the archiving of essential documents

— _date of the report (identify any earlier reports from the same study by title and

date). 28
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