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GRP History(US FDA)

Smart Program

1995 Reviews Evaluation Project - Draft ISS Guidance

1996

N

GRP Clusters 1-5 Beaqin

The Clusters

1 - Define Good Review

2 - Obtain Buy-in

3 - Implementation 2001
4 - Training

. : DES @ Division of Field Science
3 ImpaCtl EXternaI Evaluatlon EES : Establishment Evaluation System
OTCOM : Office of Training & Communication

1SS : Integrated Summary of Safety

CTD Finalized




Good Review Practices(US FDA)

Guidance for Beviewers: Pharmacology/Toxicology
Review Format

Internal review format for IND and NDA primary
reviews

 PUrpose

s Standardization ofi reviews across: divisions
= ensure that Impoertant information Is captured
» dllows for continued assessment of IND

=« Consistent with ICH CTD

hittp://www. fda.gov/cder/guidance/41 20fnl. pdf




&

Good Review Practices(EMEA)

“A quality system to ensure that the Of
medicinal products, the TrIs

are satistied withr the scientific advice, opiniens,
e establisnment of Maximln Residuer Levels,
Inspection and assessment reports and related
decuments, taking Into consideration legal

requirements and guidance in order to protect
and promote human and animal health”




GRP History(KFDA)

Reviews Evaluation Project - Draft ISS Guidance

Reviews Evaluation Steering Group -
renamed - Reviews Evaluation &
Education Project

GRP Clusters 1-5 Begin
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