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Significant Variation in Industry 0(

Clinical trial data transparency and sharing, and its companion process of patient-level de-identification, have been addressed with historic
speed In the biopharmaceutical industry. Not surprisingly, comprehensive and consistent industry-driven guidelines, rules and best practices O 1
still need to be established.

Ongoing Collaborations 1

Formal industry collaborations regarding de-identification continue to progress. The PhUSE De-ldentification Working Group published
Common de- p | their de-identification guidelines for CDISC SDTM 3.2 data in Spring 2015. The details regarding this effort can be found at

\ www.phuse.eu/Data_Transparency download.aspx. In the same timeframe, the TransCelerate de-identification project team published their
de-1dentification guidelines. Thelr detalls are located at www.transceleratebiopharmainc.com/assets/clinical-data-transparencyy/.
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These newly published guidelines, like those associated with the eight biopharmaceutical companies here, are harmonized Iin some respects
but differ in others.

Recommendations

As patient-level de-identification matures, a well-defined set of de-identification rules directly lends itself to a more streamlined approach
than the time-consuming and resource-intensive SAS programming process in use today.

A robust software solution that can apply industry rules and provide flexibility to handle both historic and modern clinical trial data will be

of tremendous benefit in addressing this emerging problem space. Such a solution will need to be designed to evolve with the business and
1 0 1 O 1 O 1 O 1 O O 1 OO 1 O 1 1 0 1 O 1 O 1 C regulatory needs of the industry, while never losing sight of the vital need to protect patient privacy.
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