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~ I@/ IEC: roles & functions

Reviewing research plans;

Confirming that the research plans do not expose
participants to unreasonable risks;

Conducting continuing review of approved research...to
assure participants protections;

Assessing protocol violations, complaints by research
participants.

...to ensure the protection of the rights, safety, and well being
of human subjects ... (ICH-GCP 1.27)



" Purpose of EC inspection

Subjects’ and are protected??

 Protocol compliance

e Safety record and report

e Subject injury handling

e Compliance with GCP

e Compliance with regulations
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~ Inspection Procedure:

Interviews

Observation of staff and work
practices

Tour of facilities
Document review



 What to be reviewec

= Trial Master Files

= ]RB communication file

= Sponsor/Monitor communication
=SD vs CRF

= Data collection forms

= SAE
= Drug/device accountabilities
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