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1.11 Case Report Form (CRF)

A printed, optical, or electronic document designed to record all of the protocol
required information to be reported to the sponsor on each trial subject.

Addendum
1.11.1 Certified Copy
A paper or electronic copy of the original = = -
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1.11 Case Report Form (CRF)

A printed, optical, or electronic document designed to record all of the protocol required
information to be reported to the sponsor on each trial subject.
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Addendum
1.11.1 Certified Copy
A paper or electronic copy of the original == -

1.12 Clinical Trial/Study

Any investigation in human subjects intended to discover or verify the clinical, pharmacological
and/or other pharmacodynamic effects of = = -
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» Certified Copy
» Monitoring Plan
» Monitoring Report*

» Validation of computerized system
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v" Risk Based Approach

Risk Control
* Risk identification * Risk Communication

» Critical Process and Data Identification

 Risk Evaluation * Risk Review

* Risk Reporting
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» Contract Research Organization (CRO)
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ESSENTIAL DOCUMENTS FOR THE CONDUCT OF

A CLINICAL TRIAL
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