GCP DIRECTIENS

Virtual Education & Networking Week
July 28-31, 2025

Simplifying Clinical Compliance Together

GCP Directions Conference is a virtual week dedicated to simplifying clinical
compliance together. Join peers and experts to explore real-world challenges,
Share strategies, and collaborate on smarter, more effective compliance
solutions.

This event is free for everyone to attend and brought to you by:

¢ JustinTime
GCP

We are planning our 2026 GCP Directions for July of 2026.
Click here to stay informed and be alerted when registration opens.




Monday, July 28 — Regulatory Updates

10:00 AM ET | Welcome and Conference Introduction
Donna Dorozinsky, Founder & CEO, JUST IN TIME GCP
Kristen Hunter, Marketing, JUST IN TIME GCP

10:15 AM ICH E6(R3) —- WHAT’S CHANGING, WHAT IT MEANS

Navigate the Most Impactful Updates and Learn How to Future-Proof Your
Clinical Compliance Strategy

Al Pacheco, Director, Business & Technology Consulting, JUST IN TIME GCP

- New thinking around risk and what truly matters

- Early design choices that shape trial success

- Evolving expectations for oversight and documentation
- Smarter approaches to data, validation, and systems

- Scalable monitoring strategies for complex trials

10:45 AM BEYOND ICH E6(R3): WHAT ELSE MATTERS?

Break Down the Latest Regulatory Guidance Shaping GCP Compliance—and
What It Means for Day-to-Day Operations

Donna Dorozinsky, Founder & CEO, JUST IN TIME GCP

- Shifting expectations for BIMO inspections and planning

- New signals from FDA on digital tools and trial design

- Evolving guidance on protocol deviations and documentation
- Submission standards that are raising the bar for CDER trials
- Fresh direction on systems, signatures, and data oversight

11:15 AM LIVE AND UNFILTERED: SPEAKER Q&A SESSION

Get face-to-face (virtually) with the previous speakers in an exclusive, live-only
Q&A. This is your chance to ask the real questions—the ones you’ve been dying
to ask but never see on a slide.

No slides. No recordings. No judgment. Just candid conversation, behind-the-
scenes insights, and the space to dig into what really matters.

Donna Dorozinsky, Founder & CEO, JUST IN TIME GCP
Al Pacheco, Director, Business & Technology Consulting, JUST IN TIME GCP

11:30 AM SPEED CONNECT: REAL TALK ON R3 READINESS

Join fellow attendees for rapid 1:1 video conversations on how clinical teams are
adapting to ICH E6(R3). You'll be randomly paired for a few minutes at a time—
then rotated to meet someone new.




Swap insights on:

What changes you’ve made—and what worked
Key shifts in operations, systems, and culture
How you're prioritizing R3 elements

Tips for those just starting their journey

Unscripted, unrecorded, and all about real-world experience.

12:15 PM

INTERACTIVE DISCUSSION: CHOOSE YOUR TOPIC

Choose a discussion topic that resonates with you—and join a smaller group of
like-minded peers for an open, honest conversation.

Cameras on is encouraged to foster real connection and face-to-face engagement.
This session is not recorded, so bring your real-world challenges—we’ll tackle them
together with candid, solution-focused dialogue.

1.

Who's Interpreting R3 at Your Company?

Al Pacheco, Director, Business & Technology Consulting, JUST IN TIME
GCP

Discuss the cross-functional dynamics of implementing R3—who’s driving
the conversation, and are they the right ones?

Oversight or Overkill?

Jenn Stamper, Director, TMF Services, JUST IN TIME GCP

Debate the fine line between effective vendor oversight and unnecessary
documentation burdens.

QbD or Buzzword?

Donna Dorozinsky, Founder & CEO, JUST IN TIME GCP

Get real about how (and whether) quality by design is actually being
implemented in trials.

The Protocol Is the Problem.

Cayla Honeycutt, JUST IN TIME GCP

Unpack how outdated or overcomplicated protocols are at the root of
compliance issues

Who Owns the Data Now?
Amanda Beck, QA Manager, JUST IN TIME GCP




Navigate the murky waters of data governance, especially in decentralized
and tech-heavy trials.

1:00 PM | Day Concludes

Tuesday, July 29 — Operational Alignment

10:00 AM ET | Welcome and Review of Platform
Donna Dorozinsky, Founder & CEO, JUST IN TIME GCP
Kristen Hunter, Marketing, JUST IN TIME GCP

10:15 AM OPERATIONAL RISK ASSESSMENT

Uncover Operational Gaps, Evaluate Readiness, and Enable Proactive
Change for Trial Success

Tina Henderson, Head of Life Sciences Consulting, JUST IN TIME GCP

- ldentify operational gaps before they impact timelines, data, or compliance

- Evaluate whether current systems and workflows are truly trial-ready

- Uncover hidden risks in oversight, data integrity, and execution

- Leverage current state assessments to inform smarter decision-making

- Ensure operational capabilities align with trial complexity and oversight
needs

10:45 AM CHANGE MANAGEMENT THAT STICKS

Navigating Resistor Profiles to Remove Adoption Barriers and Streamline
Operations

Meghan Zuchlewski, Operations & Change Lead, JUST IN TIME GCP

- Recognize the importance of navigating the people side of change and the
impact to operations
- Discuss seven resistor profiles Just in Time GCP has identified
o Understand how each profile impacts implementation success
o Uncover the root causes for resistance
- Apply targeted strategies to reduce friction and ease adoption of new
systems and processes
- Sustain alignment with feedback loops, metrics, and reinforcement
techniques

11:15 AM LIVE AND UNFILTERED: SPEAKER Q&A SESSION

Get face-to-face (virtually) with the previous speakers in an exclusive, live-only
Q&A. This is your chance to ask the real questions—the ones you’ve been dying
to ask but never see on a slide.




No slides. No recordings. No judgment. Just candid conversation, behind-the-
scenes insights, and the space to dig into what really matters.

Jim Markley, Associate Director, Consulting, JUST IN TIME GCP
Tina Henderson, Head of Life Sciences Consulting, JUST IN TIME GCP

11:30 AM

PANEL DISCUSSION: OVERSIGHT & RELATIONSHIP MANAGEMENT
How We Are Rethinking Partnerships in Light of Increased Oversight
Expectations

Join clinical leaders for an open discussion on how organizations are navigating
evolving oversight requirements while maintaining strong, productive relationships
with CROs and vendors.

Panel Moderator
Donna Dorozinsky, Founder & CEO, JUST IN TIME GCP

Panelists

Teresa DeVincentis, Head of Quality, SOLID BIOSCIENCES, INC.
Collier Wright, Vice President, Solutions, TRUTECHNOLOGIES
Cayla Honeycutt, JUST IN TIME GCP

- Explore the strengths and challenges of your current partnership model

- Share how ICH E6(R3) is reshaping expectations for oversight and
accountability

- Discuss whether current models are built for true collaboration—or just
compliance

- Examine the growing trend of sponsors taking back ownership of the
TMF—and what it means for oversight and control

- ldentify the critical questions to ask when selecting a partner in today’s
compliance landscape

12:15 PM

INTERACTIVE DISCUSSION: CHOOSE YOUR TOPIC

Choose a discussion topic that resonates with you—and join a smaller group of
like-minded peers for an open, honest conversation.

Cameras on is encouraged to foster real connection and face-to-face engagement.
This session is not recorded, so bring your real-world challenges—we’ll tackle them
together with candid, solution-focused dialogue.

1. That Seemed Like a Good Idea
Tina Henderson, Head of Life Sciences Consulting, JUST IN TIME GCP




Lessons from compliance initiatives, process changes, or tech rollouts that
didn’t go as planned—what was learned, and what you’d never do again.

2. TMF Therapy
Carol Radwanski, Director, TMF Services, JUST IN TIME GCP
Open up about the struggles (and small wins) of managing your Trial
Master File—from vendor oversight to version control to inspection panic
moments.

3. Oversight Overload
Jenn Stamper, Director, TMF Services, JUST IN TIME GCP
How much oversight is too much? Share what’s working (or not) in
managing vendors, documenting oversight, and balancing trust with
compliance.

4. Whose Process Is It Anyway?
Jim Markley, Associate Director, Consulting, JUST IN TIME GCP
Talk through the chaos of overlapping SOPs, unclear ownership, and cross-
functional misalignment—plus what you’ve done to bring order to the
madness.

1:00 PM | Day Concludes

Wednesday, July 30 — Inspection Readiness

10:00 AM ET | Welcome and Review of Platform
Donna Dorozinsky, Founder & CEO, JUST IN TIME GCP
Kristen Hunter, Marketing, JUST IN TIME GCP

10:15 AM TMF HEALTH ASSESSMENTS

Strengthen Inspection Readiness with Routine Reviews That Catch Risk
Before It Escalates

Dianna Allaman, Operations Lead, JUST IN TIME GCP

Jenn Stamper, Director, TMF Services, JUST IN TIME GCP

- Spot early signs of noncompliance with a high-level TMF health check

- Proactively assess timeliness, completeness, and quality of key documents

- Apply a structured, risk-based approach to ongoing TMF oversight

- Translate observations into action with a clear, findings-focused report

- Prevent inspection-day surprises by resolving issues long before they
escalate




10:45 AM

THE STORY OF YOUR STUDY

Identify Compliance Gaps by Aligning Your Study’s Narrative Across Plans,
Processes, Systems, and Documentation

Al Pacheco, Director, Business & Technology Consulting, JUST IN TIME GCP

- Uncover misalignment that puts inspection outcomes at risk

- Detect gaps between TMF content, trial conduct, and workflows

- Review documentation to assess the clarity of your study story

- Evaluate systems and processes for inspection readiness

- Create a focused plan to correct inconsistencies and ensure compliance
- Build confidence in the completeness and auditability of your TMF

11:15 AM

LIVE AND UNFILTERED: SPEAKER Q&A SESSION

Get face-to-face (virtually) with the previous speakers in an exclusive, live-only
Q&A. This is your chance to ask the real questions—the ones you’ve been dying
to ask but never see on a slide.

No slides. No recordings. No judgment. Just candid conversation, behind-the-
scenes insights, and the space to dig into what really matters.

Al Pacheco, Director, Business & Technology Consulting, JUST IN TIME GCP
Dianna Allaman, Operations Lead, JUST IN TIME GCP
Jenn Stamper, Director, TMF Services, JUST IN TIME GCP

11:30 AM

PANEL DISCUSSION: GCP INSPECTION GOSSIP
Insights and Lessons from Recent Regulatory Inspections to Strengthen
Your Inspection Readiness

Panel Moderator
Donna Dorozinsky, Founder & CEO, JUST IN TIME GCP

Panelists

Jennifer Escobar, Director, Clinical Operations, ALKEUS PHARMACEUTICALS
Mallorie Sayre, Associate Director, Clinical Systems Operations and Support,
MODERNA

Mark Vetal, Associate Director, Audit and Inspection Management, VERTEX
PHARMACEUTICALS

- Hear real-world experiences from panelists about recent GCP inspections—
what surprised them and what they’d do differently

- Understand the key areas of focus across different regulatory authorities
and how these differences impact inspection preparation

- ldentify emerging trends, common findings, and shifting expectations that
could affect your next inspection




- Discuss which agencies or inspection areas present the greatest challenges
and how to stay ahead of evolving requirements

- Gain practical tips and advice to fine-tune your inspection readiness
strategy based on firsthand insights

12:15 PM INTERACTIVE: MORE INSPECTION GOSSIP
Spill the Tea on Your Latest Regulatory Inspection Experiences and What
You’ve Heard from Others

Open engagement format allows for face-to-face interaction and a real opportunity
to candidly share and learn from one another. This session is NOT recorded and
only available for LIVE patrticipation.

1:00 PM Day Concludes

Thursday, July 31 — Future-Ready Compliance

10:00 AM ET | Welcome and Review of Platform
Donna Dorozinsky, Founder & CEO, JUST IN TIME GCP
Kristen Hunter, Marketing, JUST IN TIME GCP

10:15 AM GENERATIVE Al: THE FUTURE OF INSPECTION READINESS
Unlock the Power of Al to Automate, Analyze, and Elevate GCP Compliance
Kathie Clark, JUST IN TIME GCP

- Transform compliance with Al-powered automation

- Predict risks and inspection needs with real-time insights
- Reimagine the TMF as a self-analyzing, proactive system
- Navigate inspections faster with virtual co-pilot support

- Shift from reactive prep to continuous readiness

10:45 AM GENERATIVE Al - WHAT IT MEANS FOR CLINICAL COMPLIANCE TODAY
Lay the Foundation for Seamless Al Adoption and Maximize Immediate
Impact

Aaron Grant, Head of Innovation, JUST IN TIME GCP

- Evolve your infrastructure to support Al integration

- Prepare for adoption without compromising readiness

- Navigate early implementation challenges with confidence

- Launch strategic pilots that deliver quick, meaningful insights
- Build the right partnerships to accelerate your Al journey




11:15 AM

LIVE AND UNFILTERED: SPEAKER Q&A SESSION

Get face-to-face (virtually) with the previous speakers in an exclusive, live-only
Q&A. This is your chance to ask the real questions—the ones you’ve been dying
to ask but never see on a slide.

No slides. No recordings. No judgment. Just candid conversation, behind-the-
scenes insights, and the space to dig into what really matters.

Kathie Clark, JUST IN TIME GCP
Donna Dorozinsky, Founder & CEO, JUST IN TIME GCP

11:30 AM

PANEL DISCUSSION: THE COST OF NON-COMPLIANCE - CAN YOU
AFFORD TO FALL BEHIND?

Uncover What’s at Stake and Learn How to Secure Leadership Buy-In for
Innovation in Clinical Compliance

Panel Moderator
Donna Dorozinsky, Founder & CEO, JUST IN TIME GCP

Panelists
Al Pacheco, Director, Business & Technology Consulting, JUST IN TIME GCP

Sharon Reinhard, Fractional QA Head for Emerging Companies
Kathie Clark, Technology Expert

- What's the hidden cost of outdated systems?

- Are manual processes setting you up to fail inspections?
- Can Al actually reduce findings and save money?

- How do you get buy-in before there’s a crisis?

- What can we learn from near-miss compliance moments?

12:15 PM

ASK ME ANYTHING: EXCLUSIVE LIVE SESSION WITH DONNA
DOROZINSKY

A No-Holds-Barred Q&A on Clinical Compliance, GCP, and Inspection
Readiness
Donna Dorozinsky, Founder & CEO, JUST IN TIME GCP

Participation is limited to trial sponsors only.
Bring your toughest questions and get unfiltered insights directly from Donna
Dorozinsky, Founder & CEO of Just in Time GCP.

e No topic is off-limits—ask about GCP challenges, inspection pitfalls,
vendor oversight, or Al adoption

e Get personalized guidance on navigating compliance complexities and
staying ahead of regulatory changes




e Participate in a candid, interactive conversation where you set the
agenda

e Live and unrecorded—this session is available only to those who attend in
real time

1:00 PM Conference Concludes

This event is free for everyone to attend and brought to you by:

¢ JustinTime
GCP

We are planning our 2026 GCP Directions for July of 2026.
Click here to stay informed and be alerted when registration opens.




