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CDISC standards have become an integral part of the life science industry; nevertheless, we will have to continue to deal with data in dif-
ferent legacy formats for some time in the future. While the use of purely CDISC-formatted data from the very beginning of a submission
project is unproblematic, combining data in legacy format with CDISC standardized data presents considerable challenges and therefore
requires careful planning and special attention.

Example 1: ,,The files you sent us are kaput*

More than once we have explained upset call- T
ers that XPT files cannot be opened in WORD. | -

Regulatory Affairs departments are hesitant to approach the FDA out-
side the mandatory milestones. But with legacy data it is important to
contact the agencies with a sound data concept early to leave enough
time for data preparation.
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lenge we are constantly facing:

The pre-NDA / BLA meetings are usually too late for this discussion
and should focus on important science aspects rather than data structures.

Outside the clinical data science world there
s very little understanding of what needs to be
done with clinical data for a regulatory (FDA)
submission.

Requests for the “full CDISC package” with a clean CDISC-Validator log often lead
to un-necessary effort.
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Old and new names were documented in the DEFINE document.

Example 3: Comparing Original Results against Mapped Data
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Every submission project is unique and needs careful planning to avoid costly delays

® Perform additional validation steps against the original study results based on a
risk assessment if legacy data is retrospectively mapped.

® Preparing legacy data for submission must be done carefully to retain the
scientific integrity of the data.

® |nclude sufficient documentation with your submission data to make the prepara-
tion process, findings, discrepancies, and special cases transparent.

® Develop a sound plan how to deal with legacy data and get approval from
the agencies ahead of time.

® Moving away from XPT files and further regulatory guidance will hopefully sim-
plify data preparation for electronic submissions.

® During the preparation of legacy data for submission it is very likely that
discrepancies will be found. Plan enough time and resources for investiga-
tion and resolution.

Prepare a sound data concept and convince Regulatory Affairs to submit it early to regulatory authorities for approval.
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