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Rhonda Nolan is Senior Manager, Trial Master File (TMF), 
within the Research & Development Records Management 
team at Regeneron Pharmaceuticals in Armonk, New York. 
She focuses on helping clinical studies maintain a state of 
continuous inspection readiness and has supported multiple 
regulatory inspections and audits, including associated 
follow-up activities. Rhonda also serves as a Change 
Management Agent at Regeneron, leading Office Hours, CRO 
Knowledge Sessions, newsletters, and other communications 
that help make organizational changes clear, compelling, and 
credible. She brings more than 18 years of experience in the 
pharmaceutical industry, primarily in TMF management.

Outside of work, Rhonda enjoys hiking, downhill skiing, 
traveling with her husband, playing Scrabble with her 
daughters, and spending time with her grandchildren.



So, What Is Change Management?
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What Is Change Management?



Each force alone 
would justify a 
change program. 
Together, they 
make change 
management a 
survival skill for 
TMF.

02 The TMF Change Imperat ive

Three Forces Are Converging on the TMF



02 The TMF Change Imperat ive

The Stakes of Getting Change Wrong



Change management isn't a project task.

It's a leadership discipline.

THE CENTRAL IDEA

TMF Change Management Leaders turn regulatory pressure and new 
technology into durable, adopted practice — not just documented procedure.



03 TMF Standard V1

TMF Standard V1 Is Coming — Are We Ready?
A new industry baseline for the TMF, and a change that reaches well beyond the document team.



03 TMF Standard V1

The TMF Reference Model has guided the industry since 2010. At the 2025 CDISC US + TMF Interchange, CDISC announced its 
evolution into Version 1 of the TMF Standard — a digital, machine-readable foundation for TMF interoperability and automation.



03 TMF Standard V1

What’s Actually Changing?



04 Real-World Change Scenarios

The framework meets reality.

Three real-world scenarios.

For each one, we'll look at the same three things: the challenge on the ground, the leadership response, and 

the outcome it produced.



04 Real-World  Change Scenar ios

Scenario 1: Governance-Led eTMF Migration

Moving from a legacy eTMF to a new platform across active and closed studies, under a fixed regulatory timeline.



04 Real-World  Change Scenar ios

Scenario 2: System & Functionality Enhancements

Rolling out new eTMF features — automated QC rules, workflow updates, revised metadata fields — to an active user base.



04 Real-World  Change Scenar ios

Scenario 3: Introducing AI-Supported QC

Deploying AI to support document classification, metadata tagging, and quality checks across the TMF.



05  The Change Journey Framework

Every change is a journey.
Here's how leaders run it.

Next, we'll walk through A Practical Change Journey for TMF Leaders — four leadership moves you can 

repeat for every migration, enhancement, or new technology.
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05  The  Chang e  Journey  Framework

What Each Step Looks Like in Practice



05  The Change Journey Framework

Plan It, Teach It, Advertise It

Three practical tools that turn the framework into something teams actually experience — scaled to the size of the change.



06 LEADERSHIP BEHAVIORS & OUTCOMES

How Leaders Show Up Determines What 
Happens Next
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06 LEADERSHIP BEHAVIORS & OUTCOMES

How Leaders Know the Change Took Hold



07  ·   KEY TAKEAWAYS

What to Carry Back to Your TMF Program



Thank You!



Questions?



“The greatest danger in times of 
turbulence is not the turbulence—it 

is to act with yesterday’s logic.”
— Peter Drucker


