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Meet the Speakers

Joanne Malia

Title: Senior Director, Development Records Management
Organization: Regeneron Pharmaceuticals

Joanne Malia has served on the Steering Committee for the past 3 years and was the co-
lead of the Change Control Board prior to that. She really enjoys the TMF and records in
general and making the whole process easier and better quality while using metrics and
working collaboratively with CROs and vendors. She is currently leading the TMF RM
Risk Initiative and has been inwolved with inspections from FDA, MHRA, EMA, PMDA
and others.

Janice Cassamajor

Title: Director Customer Success
Organization: Cencora Pharmalex

Janice Cassamajor, brings 15 years of experience in the TMF (Trial Master File) realm.
As a customer success leader, her focus lies in fostering enduring partnerships. She is
deeply dewted to upholding TMF integrity and is driven by a desire to assist others in
attaining excellence in TMF management.




Disclaimer and Disclosures

* The views and opinions expressed in this presentation are those of the
e authors and do not necessarily reflect the official policy or position of
CDISC.

« The authors have no real or apparent conflicts of interest to report.
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Agenda

1. Value of the partnership
2. Use of data visualizations
3. Benefit to Quality




Collaborative Relationship

. "+ Improved TMF quality, completeness and timeliness to help ensure
ongoing inspection-readiness

« Developed and implemented process innovation that increases efficiency
e and frees busy study teams from rote work

“ai « Created a “virtuous circle” of continuous improvements in TMF
management ad overall quality

How did we achieve this?

« Complete openness and transparency
« Collaboration with deep understanding
» Clear roles and responsibilities
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Example - Quality Issues by CRO
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Example -Top 5 Artifacts with highest Pre-Approval Qls

All Studies
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Example - QC findings by subcategory (top 5 by classification)
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