


GCP and Phase | (FIM) clinical trials

Safety of clinical trial subjects
e 4 main parts:

* Preparation of the protocol

 Clinical environment for conducting the study
 Investigator’s team

 Clinical trial Unit organisation

* IMPs : quality and proper use in the trial
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GCP and Phase | (FIM) clinical trials
Conducting inspections in

Phase | units
e 2types of inspections

e System inspections

 To give confidence on the system

e Authorization / accreditation of the site
Authorisation system : 3 M.S.
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EMEA GCP I nspection Services Group

Guidance for conducting GCP inspections in phase | units

Guidance no.; INS/GCEEV

ANNEX V Contents
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4.9. Contracts
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GCP and Phase | (FIM) clinical trials
Considerations and concerns
Clinical environment for conducting the study

Personnel and facilities
e |nvestigator’s team
« Qualification, experience, agreements (GCP § 4.1.)

» Experience to assume responsibility for the proper conduct
Protocol and contract understood and agreed

France : PTCL also reviewed by a pharmacologist
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GCP and Phase | (FIM) clinical trials
Consideration and concerns

Clinical environment for conducting the study
Personnel and facilities

 Clinical trial Unit organisation: Emergency

* Procedures and equipment

» Alarm points and procedures; contact numbers to subjects
* Emergency trolley(s)

» Beds: tilted / adjusted for height
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evetS, GCP and Phase | (FIM) clinical trials
Conclusions

« No current EU guidance on

* Investigator’'s team qualification, experience

e Adequate resources (medical/ancillary cover)
 Emergency procedures

. National Initiatives

» Authorisation (3 M.S.) / accreditation (2 M.S.) of phase | units
» Categorisation of phase | units

CT with Potential HRMPs / other trials
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