


Good Practice in Drug Devel opment

« GMP Good Manufacture Practice
e GLP Good Laboratory Practice

e GCP Good Clinical Practice

« GSP Good Statistical Practice

« GRP Good Review Practice













Protect the rights and safety of research subjects
— Informed consent
— Ethics committee

— Adverse Event Reporting




GCP

Ensure the quality and integrity of the data
— Adherence to the protocol
— Accurate and complete documentation
— Drug accountability
—Monitoring
— Archiving

















































Institutional Review Board, IRB
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| nformed Consent










(Informed consent)
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Adverse Drug Reaction, ADR




Adverse Event AE




Serious Adverse Event, SAE




Serious Adverse Event, SAE

Fatal

Life threatening

Results in or prolongs hospitalization
Disabling or incapacitating
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GCP 150




Timeframes!




SAE reporting timeframes are

challenging
e Other SAEs

— Investigator must send SAE form within
48 hours

— Safety Department have 15 calendar days
to issue reports to Regulatory Authorities
from time of initial notification to any
representative




Conseguences of missing the 15 day deadline!
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Monitoring
Audit

Inspection




M onitoring







| nspection










Standard Operating Procedures, SOP
















Monitor record
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FDA

 NAI (No Action Indicated)

 VAI (Voluntary Action
Indicated)

o OAI (Official Action Indicated)




FDA

 NAI (No Action Indicated)
* VAI (Voluntary Action

Indicated)
o OAI (Official Action Indicated)




FDA

 NAI (No Action Indicated)
— 20%

 VAI (Voluntary Action
Indicated)

o OAI (Official Action Indicated)




FDA

 NAI(No Action Indicated)
e VAI(Voluntary Action Indicated)

- 1%

— Re-inspection is possible
o OAI(Official Action Indicated)




FDA

 NAI(No Action Indicated)
 VAI(Voluntary Action Indicated)

o OAI(Official Action Indicated)
— 9%

— Re-inspectionis likely
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