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CDISC Requirements

Worldwide
S/@LEIYALAUSUI\, TX—30 November 2016 — The Clinical Data Interchange Standards Consortium (CDISC)

would like to remind the clinical research community that the FDA Binding Guidance goes into effect next
month. Sponsors whose studies start after December 17, 2016 must submit data in FDA-supported formats
listed in the FDA Data Standards Catalog. The current FDA Data Standards Catalog specifies the use of CDISC
standards: SDTM, SEND, ADaM and Define-XML as well as Controlled Terminology.

The Final FDA Guidance on Standardized Study Data published December 17, 2014 states . . . "After the
publication of this guidance, all studies with a start date 24 months after the publication date must use the
appropriate FDA-supported standards, formats, and terminologies specified in the Catalog (see section II.C)
for NDA, ANDA, and certain BLA submissions.”

R I Electronic data submission will be required from fiscal year 2016 regarding data of clinical studies (evaluation
data) that will be included in the application of new drugs, and those data are expected to be submitted

based on CDISC standards such as SDTM and ADaM.
If submitted until 2020 it has to be in CDISC format. From 2020 onwards submission in CDISC format required

EMA referenced CDISC in a draft guidance on data transparency
- Reference was removed from final guidance
rroman vy - EMIA focuses more on transparency SSaS


http://www.fda.gov/downloads/Drugs/Guidances/UCM384686.pdf

When to transform the Data : Topics to Consider

Should we do
it for every
phase?

What
expertise do
we need?

How long will
it take?
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Considerations : Think about cost, expertise, time

Pinnacle 21
FDA JumpStart program
Use of macros
Data driven
Communication

Early decisions

Controlling process




Challenge: Drug Discovery and Development
A long and risky road
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The Beginning: Before the 1st Patient In
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Summary

The earlier you start, the optimum data quality should be
Warning : less flexibility when you do it so early

There is more CDISC expertise required at start
Need more governance
More programming at the end

This should be a company strategy with SOPs in place

The model-driven approach for CDISC standards governance and enhanced study
metadata management drive efficiency from study setup to submission.
Communication in case it won’t be approved: no need to use CDISC standards
Depending on company types (Big Pharma, Start Up, CROs) strategies can vary
Easier to start if data exchange with partners, collaboration in drug discovery
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