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Ø Pinnacle 21 Community to check compliance to 
CDISC

Ø Pinnacle 21 Community report is used to check the 
compliance of SDTM, ADaM and associated 
define.xml

Ø Data Conformance Summary : a required 
section of Reviewer’s Guides (cSDRG, ADRG) to 
document Pinnacle 21 issues

Electronic Submissions
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Pinnacle 21 community report review – huge amount of work

Ø Who can solve the issue?

Ø What is this issue?

Ø How to track the previous
review?

Ø How to document remaining
issues in cSDRG?
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Ø Who can solve the issue?

Type of issues Adequate person/Team 
at Sanofi

Data Data Manager

Structure Programming Standard Expert
(standard team)

Derivation Statistical programmers

Due to ongoing patient Waiting for Patient end of study

ØThe first step is to categorize each issue according to these 4 types of issues : 

P21 Issue Summary

P21 Details
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Ø What is this issue?   
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Ø What is this issue?   

ØAdd SDTM data in report
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Ø What is this issue?   

ØAdd SDTM data in report
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Ø What is this issue?   

ØAdd SDTM data in report
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Ø What is this issue?   

ØOriginal P21 Details are split per domain:

ØAdd SDTM data in report
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Ø How to track the previous review?

Ø To ensure follow-up, in next reports :

ü Previous comments are retrieved 

ü Message previously reviewed is highlighted in orange
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Follow-up depends on feasibility to merge (= identical key variables)



Ø How to document remaining issues in cSDRG?

Ø Some common explanations automatically retrieved like :

ü Model permissible variable XXXXX was added to the domain as per FDA's requirements.

ü The sorting keys defined by the check are not sufficient to identify a unique record. XXXXX (Label) 
should be added to ensure uniqueness. 

ü and so on

Ø Information of P21 Issue Summary are copied in reviewer’s guide 
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Automate P21 review ó Significant Gain of time

ØThis tool is in testing phase on a high priority compound

Ø According to users, this process offers :

o an easier way to understand the issues

o adequate sharing of issues between stakeholders

o the simplest manner to follow resolving of issues

o an optimized way to document remaining issues in the reviewer’s guide

Ø At least 30% gain of time. 
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Please do not hesitate to ask any 
question at 
anthony.coulange@sanofi.com


