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• All participants will be muted for this call.

• For audio: Connect to audio to listen to 
presentations via your computer or phone

• You can reduce the control panel for a 
better view of the presentation 

• To submit a question to the presenters:

– Type your question in the Questions panel 
and click Send.

3

Logistics for the Webinar

Reminder: This webinar may be recorded in whole or in part. 

Reduce

Questions
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• We want to make this discussion helpful and answer as many of your questions as we can, so here are some quick ground 
rules:

– Participation is voluntary, as is using TransCelerate assets/tools

– The responsibility for compliance with laws and regulations is owned by the solution adopter. 

– You don’t have to identify what company you work for

• Things we would ask you not to discuss:

– What vendors/sites / CROs you are using or not using 

– Any issues you have with any vendors/sites/CROs 

– Your long-term development plans

– Anything related to pricing or costs

• We can’t answer questions about:

– Vendors

– Costs of using/implementing TransCelerate assets/tools 

– Which member companies are using the assets/tools

4

Ground Rules 
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Please download the 
webinar handout

All attendees have a webinar handout with links to the 
content discussed and other resources from the 
TransCelerate Participant Data Return Initiative.

Handouts Panel



TransCelerate is a 

Not-for-Profit Entity 
Created to Foster 

Collaboration

Our mission is to collaborate across the 

global biopharmaceutical R&D 

community to identify, prioritize, design, 

and facilitate the implementation of 

solutions designed to drive the efficient, 

effective, and high-quality delivery of 

new medicines.
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A Member-Driven Mission

* to be eligible for membership, companies must meet specified eligibility criteria.

TransCelerate identifies the issues and challenges 
facing our industry. 

Who are our Members?

View a full list of our members

Experts from across our participating 
Member Companies dedicate their time 

to TransCelerate.

TransCelerate designs and delivers practical solutions 
for global adoption by any stakeholder. 

Membership* is available to biopharmaceutical research and 
development organizations that engage in innovative discovery, 

development and manufacturing of new medicines

https://www.transceleratebiopharmainc.com/our-mission/meet-the-members/
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Thank you to our Team Members!

Name Member Company

Lynn Wetherwax Amgen

Rupa Gupta Amgen

Jean Sposaro BMS

Melissa Cabral BMS

Joanna Culver GSK

Swapna Pothula GSK

Carine Lemouzy Novartis

Name Member Company

Anusha KR NovoNordisk

David Leventhal Pfizer

Paula Boyles Pfizer

Angela Bilkhu Roche

Elizabeth Abba-Theogaraj Roche

Sabri Miled Sanofi

Kristi Whiteside UCB
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Our Expert Speaker Today

Angela Bilkhu

Global Patient Partnership Leader, Rare Blood Disorders.,

Roche
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Individual Participant Data Return Background

10



Polling Question #1
What is your experience with 
individual participant data return?

• Beginner

• Intermediate

• Expert

• Not Applicable
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*These examples are not all inclusive

Examples of Individual Participant Data Return may include, but is not limited to:

• Individual study participant-level data, including health data, collected from and generated by a 

study participant throughout the conduct of a clinical study. This may include enrolment or screening 

period data, which are protocol defined within the schedule of assessments/activities

• Individual study participant information and test results derived from:

o Procedures defined within the study protocol and schedule of assessments/activities but do 

not constitute study results

o Samples collected from the study participant during the progress of the study

• Individual participant information and test results derived from samples collected from the study 

participant during the progress of the study

Individual Participant Data Return (per the examples outlined above) is different from Lay Person 
Summary Aggregate Results Return (e.g., a summary of the results of the clinical study together with a 
summary that is understandable to a layperson, and the clinical study report, where applicable).

What are some examples* of individual participant data 
return?

For more references which include definitions of individual participant data return, please refer 

to: Participant Data Return Resource Pack

https://www.transceleratebiopharmainc.com/wp-content/uploads/2022/06/MCTC-Participant-Data-Return-Resource-Pack.pdf
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Why Now?

Increased 

awareness and 

understanding 

about the 
value of 

participant 

data in 

addressing 

unmet medical 
needs

Ecosystem 

emphasis on 

flexibility and 

personalized
approaches 

that will 

optimize 

inclusion, 

diversity & 
health equity

1 2 3 4

Advancements 

in clinical data 

collection and 

digital health 
options 

designed to 

reduce burden 
& inefficiency

Reduce the 

gaps in 

healthcare and 

clinical research 
through 

interoperability
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Potential Benefits of Individual Participant Data Return

Demonstrate value and respect for clinical trial participants, build 
trusted partnerships and facilitate access to clinical trials at a 
participants point of care

Enhance public trust, fairness, and transparency, which in turn 
may facilitate more diverse and inclusive participation in clinical 
trials and improve health equity and access

Empower clinical trial participants to be equal partners in 
improving health outcomes by providing them the option of 
opting-in or opting-out of receiving the data they contribute
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Many organizations are working to problem solve / 
collaborate on this topic

• Strength and breadth of Health Authority & Sponsor 

collaboration experience

• Credibility and track record in practical execution of solutions for 

broader industry

• Capable of leading and convening various stakeholder groups

• Existing and planned TransCelerate solutions can be leveraged 
to meet project needs

Complementary TransCelerate Efforts

• Recommendations for Drafting Non-Promotional Lay 

Summaries of Clinical Trial Results

• Participant Thank You Letters

• Patient Experience Gratitude Toolkit

• Personalized Clinical Trials Framework

Why TransCelerate?

Participant Data Return Initiative

Return of Individual Results

FACILITATE

Returning Clinical Data to Patients

List not exhaustive. Please refer to the Participant Data Return Resource Pack for more information.

https://www.transceleratebiopharmainc.com/initiatives/participant-data-return/
https://mrctcenter.org/return-of-individual-results/
https://www.ihi.europa.eu/projects-results/project-factsheets/facilitate
https://www.pfizer.com/science/clinical-trials/trial-data-and-results/data-to-patients
https://www.transceleratebiopharmainc.com/wp-content/uploads/2022/06/MCTC-Participant-Data-Return-Resource-Pack.pdf
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Overview of the Individual Participant Data Return 
Initiative & (iPDR) Package

16
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The iPDR initiative has launched the Individual Participant Data Return 
Package, a solution that provides general considerations to enable data 
return to clinical trial participants

Considerations Guide
Provides considerations for 
implementing the return of individual 
data

Template
Provides a customizable template 
example of how a study team might 
capture important operational 
details for enabling individual data 
return at a study or program level

Socialization Presentation
A presentation to educate key 
internal stakeholders of the potential 
value of returning participant data in 
clinical studies and to obtain support 

to operationalize within sponsor 
organization

Individual Participant Data Return Package
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Socialization Presentation
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Individual Participant Data Return Package

Individual Participant Data Return Socialization Presentation : intended to support Participant Data Return 

Implementation Team(s) to facilitate the internal socialization of individual participant data return with 

leadership and colleagues, and to provide introduction materials and links to documents.
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Considerations Guide
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Individual Participant Data Return Package

Individual Participant Data Return Considerations Guide: Intended to:
• Provide a greater level of understanding and awareness for sponsors who may be considering individual 

data return options or are looking to implement a strategy for managing individual requests for participant 

data.

• Support stakeholders in implementing individual study participant data return via:

o Key considerations for developing systematic processes.

o Approaches for returning individual data back to clinical study participants who choose to receive it 

in a way that is most meaningful to them.

Considerations are tied to the following themes:
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Template
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Individual Participant Data Return Package

Individual Participant Data Return Template: Intended to facilitate decisions and align key stakeholders 

while exploring approaches to provide individual study participants with the option of receiving their 

clinical study data / results
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Call-to-Action

View the Individual Participant Data Return (iPDR) Package

  Be proactive! Historically, when industry is slow to adapt,

regulators have mandated a solution.

   Engage early on with key stakeholders and partner with others in the ecosystem  

to identify ways to incorporate individual participant data return into existing 

processes

    As you leverage the Individual Participant Data Return (iPDR) Package, we 

want    to hear more about your experience! Please let us know by visiting 

the Engage With Us page.

https://www.transceleratebiopharmainc.com/assets/participant-data-return/#individual-participant-data-return-package
https://www.transceleratebiopharmainc.com/assets/participant-data-return/#individual-participant-data-return-package
http://shareyourimplementationexperience.com/
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Thank you!

Contact Us! 
Events@transceleratebiopharmainc.com

Individual Participant Data Return (iPDR) Package 

Please reach out with any additional questions 
regarding TransCelerate’s Participant Data Return 
initiative or the Individual Participant Data Return 

Package

mailto:info@transceleratebiopharmainc.com
https://www.transceleratebiopharmainc.com/assets/participant-data-return/#individual-participant-data-return-package
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Panel Introductions
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Responses have been sourced from a variety of panelists and do not 

necessarily represent the views of all (or their respective organisations)

24

Disclaimer
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Meet Our Expert Panel

As a reminder, we can’t answer questions about:

• Vendors

• Costs of using/implementing TransCelerate assets/tools 

• Which member companies are using the assets/tools

If you have a question, please denote to whom the question is directed. 

Note: depending on time, we will not be able to answer all questions

Amy 

Fesmire-

Baus

BMS / 

Patient 

Advocate

Sylvia 

Baedorf 

Kassis

Multi-
Regional Clinical 
Trials Center of 
Brigham and 

Women's Hospital 
and Harvard

Johanna 

Blom

University of 

Modena / IHI

Angela Bilkhu

Roche / 
TransCelerate

Paula Boyles

Pfizer / 
TransCelerate

Ashley Pachter 
TransCelerate

Program Director
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MRCT Center - IRR Case Studies

https://mrctcenter.org/return-of-individual-results/resources/case-studies/ 

https://mrctcenter.org/return-of-individual-results/resources/case-studies/
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https://mrctcenter.org/tribe-events/glossary-webinar/

https://mrctcenter.org/tribe-events/glossary-webinar/


May 16, 2024

10:00AM to 11:00AM EST

Yvonne Gibble

Executive Director, Pharmacovigilance Partner 

Strategy & Management, 

Merck Sharpe & Dohme, LLC

Presentation Overview:
Join us for an overview of TransCelerate’s Pharmacovigilance Agreements 

Optimization (PVAO) Initiative, which includes a suite of solutions designed to help 

organizations enhance their PVA process. These solutions can help organizations 

improve their processes and potentially achieve more efficient negotiations with 

business partners globally. 

The webinar will include:

• An overview of the Pharmacovigilance Agreements Optimization (PVAO) 

Initiative that could be used to inform and/or help streamline the end-to end 

PVA process.

• A deeper dive into the two most recent solutions:

• Timelines Benchmarking: Aggregate benchmarking data on exchange 

timelines.

• Audit Process Efficiencies: Suite of solutions providing marketing partner 

audit considerations.

• Q&A will address audience questions on the PVAO solution.

Ideal Attendees:
Alliance Managers, Safety Scientists, Pharmacovigilance Managers, Officers, 

Associates, Specialists, Directors, Pharmacovigilance Licensing, Experts, Leads. 

Safety Data Exchange Agreement Managers, Officers, Associates, Specialists, 

Directors, Patient Safety Directors, Managers, Officers, Associates, Specialists, Global 

and Local Patient Safety, Pharmacovigilance Country Head(s), QPPV, Local QPPV, 

Business Development and Licensing (BD&L) Directors, Associate Directors, 

Managers 

TransCelerate Public Webinars
“Pharmacovigilance Agreement Solutions You 

Didn’t Realize You Needed”

Featured Panelists:

Beth MacEntee Pileggi

Senior Director, Safety Information 

Management & Automation, 

Johnson & Johnson

TransCelerate webinars may be recorded in whole or in part.

Wendy Manko Singer
Associate Vice President, Individual Case Medical 

Review, Global Clinical Safety & Pharmacovigi lance, 

Merck Sharpe & Dohme, LLC

Scan QR 
code to 
sign up.

Jonathan Rowell
Senior Director, Head of 

Pharmacovigilance QA, 

Johnson & Johnson



Polling Question #2

How confident do you feel that 
you could use this iPDR Package 
to return data to clinical study 
participants in future studies?

Not at all 
confident

Slightly 
Confident

Somewhat 
confident

Quite 
confident

Very 
confident
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Thank you for joining us!
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