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Definitions

SDRG = Study Data Reviewer Guide
ADRG = Analysis Data Reviewer Guide
NSDRG = Nonclinical SDRG (acronym may change)

JumpStart = an OCS service to help Reviewers
jump start their review

OCS = Office of Computational Science
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Brief History

SDRG development started in 2012 as part of
an FDA/PhUSE collaboration

Early and consistent FDA participation

WAS WILDLY SUCCESSFUL
Soon followed by the ADRG
Then the nonclinical SDRG debuted last month

Thank you
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What is a Reviewer Guide?

It’s a human readable document meant to convey
details about a study’s data that are:

— Relevant to the review

— Not contained elsewhere (has no good home in the
Define, Statistical Analysis Plan (SAP), or other
reports)

— Essential to understanding why data is presented a
certain way

— Conveys clarifying information on things that may
appear to be discrepancies between reports and
various datasets that could result in an information
request
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Reviewer Guides

+t Help both Sponsors and Reviewers

1 Help tell rest of the story

(because we all know it can get
pretty complicated)
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What a Reviewer Guide is not

e Define plus
 Expanded validation report
e Meant to be machine readable
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Reports have been favorable
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SDRG (the clinical one)

PhUSE/FDA collaboration started in 2012

DA folks invested heavily in development by
oroviding content and leadership

V1.1 released at PhUSE CSS in March 2013

In the Technical Conformance Guide in January
2014

V1.2 released in January 2015
80 FR 43779 Intent to Review in July 2015
We reviewed and considered each one carefully
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SDRG In action

When its good - it’s REALLY good

The content is working great for JumpStart
Analysts

Reviewers feel the same way

38% of JumpStart services in 2015/16 were
missing an SDRG or sections for at least one of
the studies in the application.
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SDRG In action

Sometimes you qguys surprise us with something
we wish we thought of...

" Internal data /" Data submitted as part of NDA

Legacy
Analysis
datasets

_ Reviewer
Guide

traceability flow diagram
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NSDRG (aka Nonclinical SDRG)

FDA liaisons involved in early development
In the Technical Conformance Guide in 2015
FR notice published February 29, 2016

— 60 day comment period

Will evaluate the NSDRG using Pharm/Tox input

— Team assembled and currently evaluating:
e Is it useful to Reviewers?
* |sit applicable across many scenarios?

Input will be vetted with Pharm/Tox leadership

Planning to educate Pharm/Tox Reviewers on the utility
of NSDRG
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(Nonclinical) SDRG in action
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ADRG

Scoped here at this meeting in March 2013

Two different versions:
—V1.01, May 2014
— V1.1, January 2015

Added to Technical Conformance Guide in
June 2015

Intent to Review, projected 2016
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ADRG In action

e JumpStart Team uses it to help clarify complex
derivations (ex. treatment emergent)

e We used information from the ADRG See how
Major Adverse Cardiac Events (MACE) events
are flagged in diabetes data

 ADRG lives up to the expectation set by SDRG
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In closing...

Reviewer Guides are here to stay
Reviewer Guides are useful
Every study should have them
Stay tuned!

Tell us about your experience (good and bad)
Helena.sviglin@fda.hhs.gov
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