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Introduction - Prerequisites 

SDTM 
SDTM IG v3.1.3 + v1.3

ADaM 
ADaM IG v1.0 + v2.1

Sponsor Model Extensions
Sponsor Guidelines

aCRF Standard TLFs
Sponsor CT

Sponsor Checklist (blank)



©2018 Cytel Inc. & M. Stoll 4PhUSE EU Connect 2018 – DS01

Introduction - Deliverables

SDTM 
10 Studies

ADaM 
5 Studies + ISS

XPTs, define (v1.0)

Pi21

Reviewers Guide

SAS programs

aCRF TLFs

Legacy Specs

Sponsor Checklist
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Introduction – our Focus
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Conversion Approach - Validation and QC

Deliverable Tool / QC Step
aCRF -> Sponsor metadata checks (compliance)

-> Manual review
SDTM/
ADaM

-> Double programming
-> Pinnacle 21 (compliance)
-> Sponsor metadata checks (compliance)

SDTM -> Manual review legacy mapping + spot checks

ADaM -> Sponsor checks (compliance)
-> Traceability to legacy CSR TLFs

Define.xml -> Sponsor metadata checks
-> Pinnacle 21 (compliance)
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Conversion Approach - Staggered

Later study aCRF finding è change in 1st (+ 2nd?) study SDTM !
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Challenges

• Issue Log
Precise specifications and feedback comments 
leverage review activities and use of Issue Logs 
within team

• Data Quality and use of Data Standards

• QC Expectations – what has been checked 
before delivery
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Challenges 

• Which study first?

• ADaM impacted by SDTM changes

• Discrepancies vs original CSRs



©2018 Cytel Inc. & M. Stoll 10PhUSE EU Connect 2018 – DS01

Challenges

• Conversion & Review Approach:

–Review effort underestimated

– Staggered Approach suboptimal
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Conversion Approach – “by-type“

Focus on selected domain types
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Bucket II – SDTM Review Approach and Cycles

Bucket I - SDTM Review Approach and Cycles

Recommendations, Conclusion
Flowchart Review Approach Bucket I vs II
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Recommendations

• Start with one representative study, then 
switch to “by-type“ 

• Pool CT mapping across studies

• Annotate external DTS

• SDTM/ADaM team overlap
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Recommendations

• Include Trial Design with aCRF

• Interact with FDA - as early as possible 
– (questions to eData Team at any time)

• Communication, Issue Handling



©2018 Cytel Inc. & M. Stoll 15PhUSE EU Connect 2018 – DS01

Conclusion

• “If you fail to plan, you are planning to fail.”
(Benjamin Franklin)

• Ensure all material is available

• Clarify expectations
– DSP deliverables
– Sponsor surveillance

=== Good collaboration ===



©2018 Cytel Inc. & M. Stoll 16PhUSE EU Connect 2018 – DS01

Contact the Authors

Markus Stoll
Data Standards Expert
German CDISC User Network Lead Member
Email: m@rkus-stoll.de

Laura Phelan
Cytel Inc.
Email: Laura.Phelan@cytel.com
Web: www.Cytel.com

Angelo Tinazzi
Cytel Inc.
Email: Angelo.Tinazzi@cytel.com
Web: www.Cytel.com

mailto:markus.stoll@merckgroup.com
mailto:Laura.Phelan@cytel.com
http://www.cytel.com/
mailto:Angelo.Tinazzi@cytel.com
http://www.cytel.com/

