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About Us

The Reagan-Udall Foundation for the Food and Drug
Administration is an independent 501(c)(3) organization
created by Congress “to advance the mission of the FDA
to modernize medical, veterinary, food, food ingredient,
and cosmetic product development, accelerate innovation,

and enhance product safety.”

The Foundation embodies the FDA's vision of collaborative
innovation to address regulatory science challenges of
the 21st century and assist in the creation of new, applied
scientific knowledge, tools, standards, and approaches
the FDA needs to evaluate products more effectively,
predictably, and efficiently, and thereby enhance the FDA's
ability to protect and promote the health of the American
public. The Foundation serves as a crucial conduit between
the FDA and the public, providing a means for the FDA
to interact directly with stakeholders, including industry
and consumers. The Foundation does not participate in
regulatory decision-making or offer advice to the FDA on

policy matters.
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Foundation
Leadership Message

The Reagan-Udall Foundation for the FDA plays a vital role in supporting
the FDA's commitment to ensuring the health of all Americans. In 2024,
we helped advance the Agency’s mission by propelling innovation,
transparency, and efficiency in regulatory science.

Our focus on patients and consumers provides a constant reminder of the
FDA's real-world impact, and the feedback we offer the Agency adds important
context that supports decision-making. In 2024, we engaged with the rare
disease community to inform the Agency’s newly launched Innovation Hub and
to explore the roles of biomarkers and natural history data in understanding
the biology and clinical manifestations of rare diseases. We also increased

the reach of the Expanded Access Navigator, a valuable tool for doctors and
patients to find investigative treatments. Patient listening sessions on a variety
of topics yielded rich input to inform clinical trial design, product development,

and life-cycle management.

Ensuring that Americans have access to safe, nutritious food is a high priority, especially in the face
of an epidemic of chronic disease. With an expanded food portfolio, we facilitated dialogue among
participants in the food supply chain to better understand needs, available data, and the challenges

they face in monitoring and improving access to safe and nutritious foods.

Through our long-running Innovation in Medical Evidence and Development Surveillance (IMEDS)
program, we managed robust post-market studies that leverage FDA tools to better understand

the frequency and severity of specific adverse events and to help identify high-risk populations. To
modernize post-market evidence generation, we held public webinars on real-world evidence and led

projects to improve the evaluation of data sources and the use of algorithms to evaluate real-world data.

The high prevalence of substance use disorder demanded our attention on issues such as online
availability of controlled substances. We hosted discussions exploring the risks and potential benefits
of drugs such as ketamine and psychedelics. And as the need for mental health treatment continued
to grow, we strategized with researchers, clinical experts, and patients about promising digital tools to
assist disease evaluation and management.

As 2025 began, we welcomed new leadership at the FDA. We look forward to working together in
continued pursuit of innovation and reform to both protect and promote the public’s health. We are
grateful to the Agency and the many other collaborators who engage in our vital work.

Sincerely,

JM(‘ M;:u,,, Q JL‘,\JAUL» Lhy” e

Susan C. Winckler, RPh, Esq. Richard L. Schilsky, MD, FACP, FSCT, FASCO
Chief Executive Officer Chair, Board of Directors
Reagan-Udall Foundation for the FDA Reagan-Udall Foundation for the FDA
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FDA Commissioner Message

The FDA owes it to all Americans to keep pace with scientific innovation
while rigorously ensuring the safety and quality of the food and medical
products we regulate. As part of an administration dedicated to making
America healthy, | look forward to the continuing assistance and
collaboration of the Reagan-Udall Foundation for the FDA.

To advance the mission of the FDA, the Foundation prioritizes the value
of science and rigorous data to solving the challenges of public health.

The Foundation provides the Agency with crucial analysis and linkages
across the health ecosystem on topics such as rare disease treatments,
post-market research, substance use, and food data. These contributions

help the FDA do more to address the challenges we face, from chronic
diseases to counterfeit prescription drugs.

Patient needs are a central driver in our decision-making, so it is critical that we hear from
consumers and advocates. The Foundation provides a platform for direct, transparent
engagement through listening sessions and public discourse. Similarly, the Foundation connects
the FDA to innovators from multiple sectors to streamline regulatory pathways, enabling the

public to benefit from pioneering discoveries.

More than ever, the FDA is called upon to empower consumers to make healthy choices they can
have confidence in. The Foundation’s work and ability to adapt to a complex, rapidly changing
health landscape bolsters the FDA' ability to fulfill its mission. | extend my gratitude to the
To advance the mission Of ‘the FDA, Foundation for its instrumental support as we move forward with a renewed focus on progress,
transparency, and common sense.

the Foundation prioritizes the value

Sincerely,

of science and rigorous data to solving

the challenges of public health. A A /%

Commissioner Martin A. Makary

Martin A. Makary, MD, MPH
Commissioner of Food and Drugs
Food and Drug Administration
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Rare Diseases

Rare diseases impact more than 400 million people worldwide, including
nearly 30 million Americans — half of them children. The vast majority

of rare diseases have no FDA-approved treatment available.

Advancing Rare Disease Therapies Through
an FDA Rare Disease Innovation Hub

As the FDA announced the Rare Disease Innovation
Hub, they turned to the Foundation to bring

the rare disease community together to inform

the priorities of this new effort to spur treatment
development.

Agency leaders envisioned the Hub as a model

for enhancing cross-center collaboration on

Public comment session at the FDA Rare Disease
Innovation Hub meeting in fall 2024

rare diseases, especially between the Center for
Biologics Evaluation and Research and the Center
for Drug Evaluation and Research. They recognized
the imperative for efficient, agile regulatory
frameworks that evolve with innovation — without
compromising safety. Woven throughout the
public meeting was a commitment to engaging
rare disease patients and addressing their unique
needs to overcome challenges at every stage of
therapeutic development. From Agency discussion
to the 37 public comments presented, 15 key
themes emerged, including prioritizing external Foundation for the FDA: Kerry Jo Les, MD. FDA
communication between the FDA and the rare Julie Tierney, JD, FDA

disease community, building transparency in

decision making, and revolutionizing clinical trials.

This project was supported through a cooperative agreement
with the Food and Drug Administration.

FROM LEFT: Susan C. Winckler, RPh, Esq., Reagan-Udall
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Qualifying
Biomarkers To
Support Rare

Pathways:

Proceedings
summary

Qualifying Biomarkers to Support Rare Disease
Regulatory Pathways

'Denali Therapeutics, Orchard Therapeutics, REGENXGIO Inc, and
Ultragenyx provided funding for this event

In early 2024, the Foundation held a hybrid public workshop on
the application of biomarkers to speed approval of treatments

for rare diseases, a topic that offers hope to patients.

Biomarkers are measurable indicators of disease progression or treatment response
that can provide early, reliable predictors of outcomes. Crucially for rare diseases,

biomarkers can help shorten clinical trials, but they require broad, rigorous evaluation.

As a case study, workshop speakers explored the biomarker heparan sulfate in
neuronopathic mucopolysaccharidoses (MPS), inherited metabolic diseases that

pit families in a race against time to limit progressive disability in their children.

Patient advocates, researchers, regulators, and industry representatives engaged
in a dialogue on challenges and potential solutions. They emphasized the need to
combine data and improve collaboration across various stages and sources, including

basic research, natural history studies, animal studies, and clinical trials.

This project was supported by Denali Therapeutics, Orchard Therapeutics, REGENXBIO, and Ultragenyx.

Our regulatory system must evolve to reflect advancing science. That
is precisely the reason we are leaning into tools like biomarkers ... (that)
can move the needle in delivering novel therapies to patients in need.

Gavin Imperato, MD, PhD, Center for Biologics Evaluation and Research, FDA

FROM LEFT: John Crowley, JD, MBA,
Amicus Therapeutics, Biotechnology

Innovation Organization; Cara O'Neill,

Advancing
Regulatory Science

Explored biomarkers,
endpoints, and natural
history studies to improve
meaningful patient outcomes

4 | Reagan-Udall Foundation for the FDA

Disseminating
Information

Shared findings

and innovative

strategies through 4 meeting
summaries and reports

Facilitating
Engagement

Convened more

than 4,500 participants
in public meetings on
rare diseases

MD, Cure Sanfilippo Foundation;
Cherie Fathy, MD, MPH, FDA,

Susan C. Winckler, RPh, Esq., Reagan-
Udall Foundation for the FDA;
Edward Neilan, MD, PhD, National
Organization for Rare Disorders;
Carole Ho, MD, Denali Therapeutics;
James Wilson, MD, PhD, University of
Pennsylvania; Gavin Imperato,

MD, PhD, FDA (virtual)
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FROM LEFT: Benjamin Forred, MBA,
ACRP-CP, Sanford Research; Tiina Ury,
PhD, NIH; Donna Rivera, PharmD, MSc,
FDA; Kimberly Smith, MD, MS, FDA

Natural History Studies and Registries in the Development of Rare Disease Treatments

Finding effective treatments for a disease requires understanding how the disease progresses over
time — its natural history. For many rare diseases, the natural history is poorly understood because few

patients are diagnosed and studied in an organized way.
FROM LEFT: Cecelia Calhoun, MD, MPHS, MBA, Yale University School of Medicine; Julie Makani, MD, PhD, Muhimbili University

of Health and Allied Sciences, Tanzania High Commission to the UK; Susan C. Winckler, RPh, Esq., Reagan-Udall Foundation for the
. . ) . ) . . FDA; Peter Marks, MD, PhD, FDA; Kwasi Nyarko, PhD, World Health Organization Regional Office for Africa; Jimi Olaghere, gene
Health National Center for Advancing Translational Sciences, the Foundation convened a hybrid public therapy recipient; Hildegard Biining, PhD, Hannover Medical School; Jeremy Farrar, MD, PhD, World Health Organization (virtual)

In partnership with the FDA's Center for Drug Evaluation and Research and the National Institutes of

workshop on collecting and leveraging robust, standardized natural history data to improve and inform
development of rare disease treatments.

Gene Therapies

Presentations identified potential solutions to funding, ethics, data sharing, and privacy challenges.

Speakers also shared lessons from state-of-the-art initiatives that have informed regulatory decision- Global Opportunities in Gene Therapies

making across a range of rare diseases — including progeria, porphyrias, Friedreich’s ataxia, and

hyperoxaluria — with meaningful benefit for patients The FDA has approved pioneering gene therapies to treat diseases such as sickle cell,

thalassemia, hemophilia, and Duchenne’s muscular dystrophy, and more therapies are in the
pipeline. How can global regulators help bring these lifesaving discoveries to patients worldwide?

Stakeholder engagement ... 1S absolute|y critical. You need In September 2024, the Foundation gathered international experts to explore opportunities for
regulatory convergence in emerging markets. During the public workshop, advocates, clinicians,

to understand your key stakeholders and engage them all regulators, academic researchers, and industry representatives highlighted concerns such as cost

ea r|y and often th roughout a patient registry process. and ethics, as well as critical themes for international collaboration:

Kristen Wheeden, MBA, United Porphyrias Association * Bidirectional learning
* Patient-centered approaches

* Investment in local capacity and regional infrastructure

These projects were supported through a cooperative agreement with the Food and Drug Administration.
e Long-term follow-up

e Strategies to reduce costs

EXPANDED ACCESS NAVIGATOR N Ultimately, a holistic approach is needed to make current and next generation gene therapies

affordable, accessible, and sustainable in regions with limited resources.
When seriously ill patients patients who do not

) Expanded
have exhausted their treatment qualify for clinical trials Acgess

options, they often do not or may not live near eRequest

nically request use of medical

This project was hosted in collaboration with the Bill and Melinda Gates Foundation.

know where to turn. The trial sites.

Foundation's online Expanded
This useful and

trusted program for = We need to find more options and give patients more

Access Navigator provides

step-by-step guidance to help
patients, caregivers, and health ~ ©MPowering patients time, another day to fight ... | would love for this to be
care providers explore, and continued to grow in 2024, with more 20 percent increase in visits, and
often obtain, investigational than half of all expanded access the number of drug developers

treatments. Expanded access, requests submitted to the FDA listing their resources in the Jimi Olaghere, gene therapy recipient

the last generation of sickle cell as we know it.

or compassionate use, is through the Navigator's eRequest app.  Navigator directory increased

particularly important for The Navigator web resource saw a by nearly 25 percent.
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Industry Roundtable Series on the
FSMA Final Rule on Requirements
for Additional Traceability Records

-
Food and Nutrition o ot oo

Chronic diseases related to diet — such as cardiovascular disease, diabetes, and
certain cancers — account for more than 1 million American deaths each year.
Industry Roundtable Series on the FSMA Final

Rule on Requirements for Additional Traceability
Records for Certain Foods

Real-world Data to Assess Long-term
Impact of FDA Food-Related
Regulations and Policies: A Snapshot

Consumer Choice:
A Plethora of Foodi

REAGAN-UDA(

RECHRATION The Food Safety Modernization Act (FSMA) calls for enhanced
record-keeping by producers along the food supply chain. September 2024 F;:NDA::;N

FOR THE FDA

At the FDA's request, the Foundation

investigated the availability of baseline data
and analyses from across the food supply ]‘% WRERE FO0D S PURECRASER

chain, guided by an expert working group N, i i _

and informed by interviews with 27 ingredient <

The changes aim to fast-track the identification and removal

5 m of contaminated foods, reducing foodborne illness and death.

At the FDA's request, the Foundation convened three food industry roundtables to

« Military* « Corrections « Grocery Stores*

and roduct manufacturers distributors fOOd . Non'-Chain Restau:ants" « Senior Dining* ) . Conveni‘ence Stores* . . . . )
P : ; + Chain Restaurants + Sports & Entertainment - Farmers’ Markets gather perspectives on implementation of the Act’'s Food Traceability Final Rule. The
service providers and retailers « Employee Cafeterias* « College University Food Service* + Home Improvement Store* . . ) o ; ) )
‘ ; - Grocery Food service  + Healthcare Settings + E-Commerce’ discussions among 34 individuals from across the farm-to-table continuum highlighted
« Emergency Feeding « Direct from MFG*
The data landscape that emerged is a * Travel Industry + Food Pantries” concerns such as low awareness and readiness, complexities of traceability lot codes

« Unattended Retail/Vending*

complicated one. Retail nutrition data are *Indicates food buying outlets addressed in report and labeling, and capabilities of warehouse management systems. Potential strategies

available but are costly and inconsistent,
and food service outlets like restaurants lack
comparable data systems. Approaches to food

safety data are reactive to outbreaks but miss

for success include education and best practices, pilot programs, a staggered
implementation schedule, and a public-private partnership to support collaboration.
Learnings were shared in a summary report prior to a fall 2024 virtual public meeting that
gathered public comment from 19 attendees.

opportunities for prevention. In an era of broader A common theme expressed by participants was the need for more time to strategically

Public health and the economy rely on food that is transpa rency, a || sectors test and implement the requirements of the rule. In early 2025, the FDA extended the

safe and nutritious, but we found that current data implementation deadline to June 20, 2028.

practices do not generate the robust evidence are Challenged to elevate

needed to measure the impact of food regulations. the accessibility of data —

Opportunities to fill the gaps include creating especially with the nation’s

partnerships that incentivize data sharing, establishing
a digitized food ecosystem, and leveraging technology health outcomes at stake.

to improve data capture and analysis. Findings from
. Snapshot report
the report were presented at the Institute of Food

Technologists conference in July 2024.

The projects in the Food and Nutrition portfolio were supported through
a cooperative agreement with the Food and Drug Administration.

Advancing Disseminating Facilitating

Regulatory Science Information Engagement

Reported on data needs Activated a Nutrition Worked across the

and operational changes Communications food supply chain

to improve food safety and Network to share science-based with 90 experts and nearly
nutrition regulation nutrition messages 600 public meeting participants
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Key Observances

Mental Health Awareness Month M AY %

National Older Americans Month TR R

National Barbeque Month 1z o3

s 6 7 8 9 10 m

12013 14 15 16 17 18

May 13:19: Food Allergy Awareness Week R R R Y

May 12-18: National Women's Health Week

May 17: World HypertensionDay % 2 2 » 0 N

May 28: World HungerDay

: *ﬁ‘ﬁr"ﬁh k /\“@I A ‘

Jump into Spring and Summer with
Sci Based Nutrition M

g

As the seasons change, it is the perfect time
of year to make health and nutrition
improvements. This guide provides easy-to-  Social Media
use, science-based nutrition messages to Messages
help fuel your social media outreach. Inside
you'll find monthly messages with health-
conscious tips, infographics, shareable Sharable
resources, and a sample blog post that can Resources
be used to engage your members or
followers.

Infographics

Blog Post

www.reaganudall.org

Nutrition Communications Network

The Foundation’s Nutrition Communications
Network amplifies consistent, science-based
nutrition information by sharing social media
messages, blog posts, and infographics to

help consumers take charge of their health —
especially those who are most susceptible to chronic
diseases. Patient advocacy groups, dietitians,
manufacturers, and retailers regularly utilized our
guides in 2024. The program was piloted with a
focus on the Nutrition Facts label but has expanded
to include information on the Dietary Guidelines for
Americans and other trusted resources.

Cosmetic Labeling Project

How do consumers select cosmetics and related
products such as shampoo, deodorant, and skin/shaving
care — and do they have the information they need? In
2024, the foundation continued to research the influence
of product claims, labeling, and health concerns on
consumer choices about cosmetics. The project, a
collaboration with the FDA's Office of Cosmetics and
Colors, is also exploring consumer understanding of the

Agency's regulatory role in cosmetics.

This project was supported through a cooperative agreement with
the Food and Drug Administration.

Reagan-Udall Foundation for the FDA

Produce Safety Stakeholder Dialogue

Ensuring the safety of fruits and vegetables
calls for novel strategies and a collaborative
framework. The Foundation initiated a broad
dialogue in 2024, starting with a widely
distributed questionnaire that sparked a
robust response from across agriculture,
industry, academia, and government.

The results helped us form working

groups that, in 2025, will further articulate
perspectives and explore new strategies for
produce safety and the development of a
collaborative entity to drive progress in key

areas, including:

\/ Buyer-supplier collaboration
for produce safety

\/ Produce safety research needs
\/ Extension and training

\/ One Health/agricultural ecosystem

As the work progresses, the Foundation will
release a roadmap based on its findings.

REAGAN-UDA,

FOUNDATION
FOR THE FDA

Health Data

Improving Access to Publicly Available FDA Information g el &,
improving Acce§s e

From weather alerts to the latest headlines, Americans expect instant ' to Publicly Available 7

access to news and vital updates. They want that same speed and FDA Information =~

accuracy when it comes to health and medical information. The FDA's
trove of critical health data holds great potential for enhancing public
understanding and health care innovation. However, accessing and
using the data can be tough for both consumers and professionals.

Issued in July 2024, this comprehensive Foundation report examines

how audiences engage with FDA data and identifies challenges and opportunities for making
information more transparent and accessible. Our investigation relied on various methods,
including a landscape analysis, a review of FDA data sources, a consumer survey, and stakeholder
interviews and roundtables. Patients and consumers want easy access to accurate, understandable
information. For professional researchers, health care professionals, and intermediary partners, the
priority is datasets that are searchable, complete, and easy to integrate into digital tools, such as
websites and apps. In addition to presenting the research findings, the report extensively catalogs
FDA datasets and includes metadata to improve usability.

Enhancing the transparency and usability of FDA data in innovative ways will expand the benefits

of the information, empowering consumers and propelling health research and interventions.

This project was supported by Arnold Ventures and Lyda Hill Philanthropies.

People usually already have their prescription form or
their pharmacy bottle when they go to Google. There’s a
reasonable chance they end up on the FDA's website.

Website publisher

Information that Users Seek Online

Patients and Professional Intermediary
Consumers Researchers Partners
* Health condition Prescription and * Pharmacovigilance Data for B2C and
or disease over-the-counter and other product- B2B digital products
e Treatment .olrulgcgr\for;lnat}on, specific data Health care-focused
options including dosing, ¢ Data for improving information
treatment duration, treatment and
* Side effects and potential side Structured data in

patient care at the the form of APIs

effects individual level

« Data for policy Support from the
i X data providers (FDA)
considerations
e Commercial: real-
world data for label
expansion and
market surveillance

Annual Report 2024




REAGAN-UDA,

FOUNDATION
FOR THE FDA

Research

Our growing research portfolio advances post-market safety evaluation,

innovative tools, and the use of real-world evidence.

Innovation in Medical Evidence and Development Surveillance (IMEDS) Regulatory Science Accelerator: In Silico Technologies

IMEDS is the Foundation'’s flagship program for generating real-world evidence to explore the safety The Foundation continued to build on our Regulatory Science In Silico Technologies

of medical products after approval. We leverage trusted FDA-developed “Sentinel” tools to conduct Accelerator with the FDA's Office of Regulatory Science and il S

large, rigorous post-market studies. Our record of success brings value to patients, health care Innovation to share information about emerging technologies FOAREGOLATED FRODECTS
professionals, and sponsoring that could revolutionize product development and evaluation.

life sciences companies. In silico approaches, such as computational modeling and

IMEDS

In 2024, we led ongoing post- simulation, hold particular promise.

Team market approval studies of In 2024, Accelerator participants made the business case for in silico investments, expanding on
Scientific and IMEDS Ove r\liew ertugliflozin in patients with type 2 the efforts of a workgroup that had identified alternatives to animal models. Corporations that
Epidemiologic Expertise i . . . . . . .
Center diabetes (Merck) and risankizumab adopt and leverage these key technologies can bring medical breakthroughs to market rapidly and
in pregnant women with psoriasis efficiently, using simulations that reliably predict side effects and real-world outcomes. Generating

Experience with . . X . . . . . .
Zruslt‘:’f’rtlh_ly | IMEDS Regulatory Science and and with Crohn's disease (AbbVie). evidence in new ways may strengthen safety and effectiveness for the benefit of patients while
nalytical lool 4

Analytic Subiissions Deliverables were presented for reducing research and development costs.

@ . .
St review by the European Medicines

Relevantand Administrative Services Our latest publication rounds out a trio of in silico reports available on the Foundation's website.

Agency and, in some cases, jointl
Reliable Data 9 Yy ' /) y

Scientific Biostatistical by the FDA. In October, we held This project was supported through a cooperative agreement with the Food and Drug Administration.

Lead Lead

a public webinar to provide an
overview of IMEDS.

Benefits of Working with IMEDS
MYTHS OF IN SILICO

e Extensive network of more than 75 million * Deep experience in multi-year TECHNOLOGY ADOPTION OPPORTUNITIES
patients per year with at least one day of post-market studies, from feasibility . .
. . ) e Business Impact e Accelerate time to market
health insurance coverage since 2014 assessment through final report :
Return on Investment (ROI) not high enough I duct safetv and
_ _ _ mprove product safety an
e Streamlined, privacy-protected real-world * Single point of contact managing the ROI takes too long to realize Hl.o P il /
, , - ] o efficacy profile
data harmonized to the Sentinel Common project accordmg to sponsor criteria Regulator considerations
Data Model and analyzed with Sentinel tools and timeline Y Reduce animal experimentation
Modeling is not relevant or applicable
Reduce the number of human
IMEDS studies were funded by AbbVie and Merck to meet their post-market requirements to the across the product |ifecyc|e . Y 7

Food and Drug Administration and/or the European Medicines Agency. subjects in clinical trials

Legacy/industry inertia
e J Greater capacity to explore

“I'll make revenue with Al; | don't need in design space
. . . N silico technologies” ) -

Advancing Disseminating Facilitating Greater potential for scalability
Regulatory Science Information Engagement Lack of accurate input data (e.g., for » .

) : . Transition from in silico models for
Connected science and Published 5 expert Drew more than tissue material properties) timization to in sili del
business to accelerate reports, journal 2,000 participants in - . op |m.|za Teln e [ EEe) iee ek
technology breakthroughs and articles, and frameworks based public meetings and webinars In silico technologies lack relevance to for evidence
conduct post-market research on key research findings on scientific research clinical conditions

Model reuse with minor tweaks for

Validation is cumbersome a similar product profile
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Real-World Evidence

Real-World Evidence Webinar Series

Since 2021, the Foundation has held public
webinars with the FDA on the use of real-world
evidence in regulatory decision-making about
drugs and biologics. The series previews draft
FDA guidance and facilitates feedback.

The first webinar of 2024 shared considerations
for researchers planning non-interventional or
observational studies to demonstrate safety

or effectiveness. The second explored ways

to modernize randomized controlled trials by
integrating them into local clinical practice. This
streamlined model could broaden participation
to reach more patients, such as those who live

in rural areas or have rare diseases.

This project was supported through a cooperative
agreement with the Food and Drug Administration.

Real-World Evidence Consortium for
Sickle Cell Disease

The Foundation joined with the American
Society of Hematology Research Collaborative
(ASH RC) to establish the Real-World Evidence
Consortium for Sickle Cell Disease (SCD). The
initiative will identify which codes and contexts

Oncology Quality Characterization
and Assessment of Real-World Data
(QCARD) Initiative

The structured, transparent approach of
the Oncology QCARD was published in the
journal Pharmacoepidemiology and Drug
Safety in October 2024. A collaboration
between the Foundation and the FDA
Oncology Center of Excellence, the initiative
aims to improve the quality of early study
proposals. It identifies core real-world data
elements needed by scientific reviewers to
evaluate whether proposed data sources
are fit-for-purpose and to provide useful
feedback to sponsors.

KEY POINTS

* The Oncology QCARD Initiative
developed a core set of standardized
study design and data elements to
facilitate initial feedback.

* The initial protocol characterization
template focuses on clear
communication of the following
high-level data and study design
domains: overall study characteristics,
data temporality, population, medical
product exposure, comparators,
covariates, endpoints, statistical analysis,
and data quality assurance plans.

Carla Rodriguez-Watsan, PhD, MPH
Rnagen-Udall Foundation fof the FOA

I Anjum Khurshid, MD, PhD
Harvard Pilgrim Hoalth Cara Institute

RAISE

Allen Hslao, MD, FAAP, FAMIA
Yol Now Haven Health Systom

\ WEBINAR, CLOCKWISE
FROM UPPER LEFT:
Carla Rodriguez-Watson,
PhD, MPH, Reagan-Udall
Foundation for the FDA;
Lenel James, MBA, FHL7,
Blue Cross Blue Shield
Association; Darryl Sleep,
MD, Amgen; Allen Hsiao,
MD, FAAP, FAMIA, Yale
New Haven Health
System; Anjum Khurshid,
MD, PhD, Harvard Pilgrim
Health Care Institute

Incomplete and inconsistent data collection in health care settings poses a barrier to the

development of safe and effective treatments for everyone. The Foundation and the FDA

developed the Real-World Accelerator to Improve the Standard of collection and curation of

race and Ethnicity data (RAISE), recognizing that person-centered data can yield more robust,

generalizable research results that can facilitate solutions to address unmet clinical need.

In mid-2024, the Foundation released the RAISE Action Framework, a set of strategies and

priorities to help leaders in health care systems integrate these data into core operations, allowing

administrators, providers, researchers, and insurers to make informed decisions at all levels.

A public webinar exploring how organizations can implement the Action Framework to advance

health care and health outcomes is available on the Foundation website.

This project was supported through a cooperative agreement with the Food and Drug Administration.

RAISE

PRIORITIES & STRATEGIES

The priorities to better collect and manage race and ethnicity data are not
sequential. Organizations can enter the framework at the priority that most aligns
with their current needs.

in electronic health records indicate clinical

Real-world Accelerator to Improve the
Standard of Collection and Curation of

* As a structured, transparent approach

characteristics of SCD to understand and
improve outcomes for the 100,000 Americans
living with this serious disease, the nation’s

most common inherited red blood cell disorder.

The ASH RC and Foundation collaboration
represents the intersection of clinical research,
clinical care, regulatory affairs, and industry
engagement, which uniquely positions these
organizations to drive change through the
multi-year project. Collaborators will include
patients, clinicians, researchers, industry
representatives, federal regulators, and

informaticians.

This project was supported by the American Society
of Hematology.

Reagan-Udall Foundation for the FDA

to facilitate early review, the template
provides an opportunity for enhanced
communication with scientific reviewers.

This project was supported through a cooperative
agreement with the Food and Drug Administration.

Algorithm CErtalnty Tool (ACE-IT)

ACE-IT is an exciting framework for
determining the fitness of an algorithm as an
endpoint in a safety study for targeted use
cases. With the University of Massachusetts,
we developed the original tool to focus on
major adverse cardiovascular events. In 2024,
we began adapting it to apply to maternal
and birth outcomes in pregnancy studies.

This project was supported by AbbVie, Eli Lilly
and Company, and UCB.

Race and Ethnicity Data in Healthcare

THE PRIORITIES

We have mapped each priority
to the strategies that can
advance it. The priorities are
not sequential, but meant to be
applied as needed.

RAISE
v

v
v
v

Address the need for cultural
humility in healthcare

Develop & implement standardized
training protocols that include key
concepts:
The purpose of collecting the data
The data’s relation to health equity
Who can access the data and why
How collecting the data benefits the
community

REAGAN-UDA,
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for the Food and Drug Administration

Improve representativeness
s s

Address distrust &

over

& answer

information architecture

Tailor data options to local contexts;
involving community stakeholders for
patient-centered options and data
governance:
Identify and validate race &
ethnicity categories
Engage community to custom-fit
for locale
Use a process to develop tools to
prioritize data options
Update and pilot data options in
the community

Be transparent in why race and
ethnicity data are collected,
how it will be used, & who can
access. Build tools & training
resources that incorporate:
Messaging about the purpose
and intended use of the data
A choice to opt out of
providing the data
Information in diverse formats
(e.g., web-based, tablet,
paper, video) and languages

Improve exchangeability
of race & ethnicity
information

Promote standardized collection
and exchange methods to align
information and overcome
technical hurdles:
Identify technical stress points
to understand the causes
Develop strategies to alleviate
technical stress points
Incentivize the implementation
of data standards

Address resource limitations

Commitment from the top to address
health equity, share available resources
to do so, and map out required
investments to access funding (e.g.
adoption of alternative payment
models):
Familiarize top executives with unmet
need and opportunity posed by
disparities in health equity & the role
of race and ethnicity data to address
gaps and Identify & share funding
sources
Discuss opportunities, required
investments, and return on
investment
Prepare funding proposals
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Biosimilars

Biosimilar Roundtable Series

In collaboration with the FDA's Center for
Drug Evaluation and Research, the Foundation
led a series of roundtables from August to
October 2024 with developers of biosimilars,
which offer patients access to more options
by mirroring approved biologic drugs.

Participants, drawn from developers with

less experience interacting with the FDA,
discussed the challenges they face and
suggested topics that would be helpful for
the FDA to synthesize based on its experience
with biosimilars. Their perspectives will

inform next steps for the FDA's Regulatory
Science Pilot Program, which aims to advance
efficient development and approval as part
of the Biosimilar User Fee Act. A full report
from the series was published on the

Foundation’s website.

This project was supported through a cooperative
agreement with the Food and Drug Administration.

The Science of Immunity

How do you make learning about the
immune system fun for middle schoolers
while sparking curiosity in the next generation
of scientists? By teaching the Science of
Immunity! This free curriculum is filled with
ideas for creative, hands-on activities to
challenge students to think critically about
science — and what role they might play in
it. We developed the curriculum, interactive
activities, videos, and curriculum delivery
platform with teachers, RTI International,

and Dr. Raven the Science Maven.

This project was supported by the Burroughs Wellcome
Fund and the Gordon and Betty Moore Foundation.
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TOP CHALLENGES

* Lack of clarity on critical
quality attributes (CQAs),
acceptable variability, and
essential analytical methods

* Availability and variability
of reference product lots

e Limited access to
comprehensive and
transparent data on
reference products

e High rates of dropouts
due to long follow-up
times in patient sampling
in pharmacokinetic (PK)
similarity studies

* Integrating immunogenicity
into PK studies

* Lack of guidance on method
selection and CQAs for
emerging drug classes like
antibody-drug conjugates

Controlled Substances

The Foundation drives critical collaborations focused on understanding the

evolving overdose crisis, advancing research, and addressing treatment gaps.

Online Controlled Substances Summit

REAGAN-UDA

About 1 in 4 illegal online pharmacies offer controlled substances, exposing FOUNDATION
consumers to risks of ineffective counterfeit products possibly contaminated

with deadly substances such as fentanyl. The Foundation collaborated with Online Controlled
Substances Summit

the FDA to convene federal leaders along with technology and substance use
experts to address this crucial public health issue in the fifth annual Online
Controlled Substances Summit in July 2024.

FDA Commissioner Robert M. Califf opened the Summit by describing the
growing threat of unregulated prescription drugs sold through websites
and social media. Speakers shared perspectives on risks, motivations, and

challenges highlighting the need to deliver clear, evidence-based messages

using trusted channels to support informed decisions. Part two of the Summit
was a smaller meeting with social media, internet, technology, and controlled
substance experts working collaboratively to identify immediately implementable actions and
long-term strategies aimed at disrupting the trajectory of the current crisis.

The Summit concluded with a call to action to do more than simply warn the public. Preventing
overdoses and saving lives requires an innovative, collective response that includes government,

academia, advocacy, and technology sectors.

The projects in the Controlled Substances portfolio were supported through a cooperative agreement with the
Food and Drug Administration.

We all live in a shared digital risk ecosystem, which includes social
media platforms, e-commerce platforms, internet index websites,
communication platforms and, of course, the dark web.

Tim Mackey, MAS, PhD, University of California, San Diego

Advancing
Regulatory Science

Sought solutions to

complex challenges and
examined emerging research
on potential therapeutics

Disseminating
Information

Issued 6 impactful
reports from public
meetings and workgroups

Facilitating Engagement

Drew nearly 4,000 participants
in roundtables and public
meetings, and collected more
than 300 public comments on
advancing PTSD treatments
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Advancing Treatments for Post-Traumatic Stress Disorder

FROM LEFT: Marta Sokolowska, PhD, FDA;
Paula P. Schnurr, PhD, Department of Veterans
Affairs; Neeraj “Jim"” Gandotra, MD, Substance
Abuse and Mental Health Services Administration;
Leith J. States, MD, MPH, MBA, FACPM, Office
of the Assistant Secretary for Health, Department
of Health and Human Services; Miriam J. Smyth,

PhD, Department of Veterans Affairs; Bernard
Fischer, MD, FDA

The Foundation convened a hybrid public meeting on PTSD treatment needs to support the FDA's

commitment to listening to, and engaging with, patients. Agency representatives and officials from the

Departments of Defense, Health and Human Services, and Veterans Affairs and the Substance Abuse

and Mental Health Services Administration explored cross-agency initiatives to propel the development

and approval of therapeutics, including psychedelics.

Public comments included voices of veterans and others

affected by PTSD, as well as families, advocates, researchers,

and drug developers. Concerns about high rates of suicide

infused the comments with a sense of urgency and frustration.

Commenters observed that current options, including two

approved drugs and various behavioral health treatments, do

not work for everyone and are not always accessible.

Participants called for continued investment, creativity, and

continuous learning in collaboration with patients and the

public and private sectors.

Psychedelic Clinical
Study Design

Psychedelics and their
potential therapeutic uses
were the subject of a two-day
public meeting. Speakers
reviewed the FDA's first draft
guidance on psychedelic
research and development
for the treatment of

medical conditions. Despite
scientific and regulatory
advancements, many
questions remain. Continued
progress will require broad
collaboration and rigorous
studies that optimize the
interpretability of results.

Understanding Current Use
of Ketamine for Emerging
Areas of Interest

This hybrid public workshop,

in collaboration with the FDA,
focused on ketamine: current and
emerging clinical uses, evidence
gaps, and safety concerns.
Participants learned about the
drug’s history and its shifting

use as an approved anesthetic
agent and an off-label treatment
for chronic pain and psychiatric
disorders, including depression.
Participants weighed policy and
regulatory opportunities and
challenges, including as they
relate to online sales.
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This is not just a crisis.

It's an emergency
that demands
national attention.

PTSD patient advocate

Mitigating Risks from
Human Xylazine Exposure

In February, the Foundation
released a report on our 2023
public meeting on “Mitigating Risks
from Human Xylazine Exposure.”
Xylazine is an approved veterinary
drug used as a dangerous cutting
agent in illegal drugs. Concrete
mitigation strategies include
leveraging and improving real-time
surveillance and rapid response,
data collection and information
sharing, and person-centered

care. The final takeaway was that
the opioid crisis is bigger than

one substance and demands a

comprehensive response.

ADVANCING DIGITAL MENTAL
HEALTH INNOVATION

More than 1 in 5 Americans need mental health care. Digital tools could help

REAGAN-UDA,

Mental Health
Innovation:

improve access and affordability, but their proliferation has outpaced the ability communiry

of developers and regulators to adapt.

The Foundation convened a conversation among experts from across the mental
health ecosystem — patients, providers, and the technology sector — to probe

barriers to innovating and regulating effective interventions in this complex field.

PERSPECTIVES
SUMMARY REPORT

They identified opportunities for greater communication, collaboration, and

flexibility that could improve consumer options and outcomes.

CHALLENGES

Health care professionals, patients, and
users lack information to make informed

care decisions about using digital tools

SOLUTIONS

FDA and NIH should continue leading collaborative
efforts to expand clinical measures and best practices
in clinical trial design for digital mental health tools

Mental and behavioral health industry includes
new entrants to federal regulatory oversight

FDA should strengthen its proactive approach to
educating digital health product developers

Review for FDA marketing authorization
and payor reimbursement are conflated

Non-government organizations could play a bigger
role in supporting mental and behavioral health
stakeholders

Rapidly evolving landscape requires
regulatory flexibility

FDA should consider enabling greater flexibility in
mental and behavioral health submissions

Distinct efforts spanning multiple federal
agencies lead to perceived inefficiencies

Advancing

Digital Mental

Health Innovation

Discussants

by Sector

Government agencies should enhance collaboration
through continued interagency task force efforts for
digital mental health tools

Academic

Consulting/Law/Legal
Technology Company Developer
Health Care

Patient Organization

Payor

B Venture Capital

This project was supported by the Commonwealth Fund and through
a cooperative agreement with the Food and Drug Administration.
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Patient Listening Sessions

The Foundation helps the FDA connect with patient communities and understand what matters most

to them. Through these vital engagements, participants share their health experiences and needs,
providing the FDA with insights to inform its decision-making. In 2024, we collaboratively organized
14 patient listening sessions on a range of topics — most at the request of patient groups.

Attention-Deficit/Hyperactivity Disorder (ADHD)*

Adult-Onset Leukoencephalopathy with Axonal Spheroids and Pigmented Glia (ALSP)

Chronic Inflammatory Demyelinating Polyneuropathy (CIDP)

Congenital Cytomegalovirus Infection (cCMV)

DLG4-Related Synaptopathy

Facioscapulohumeral Muscular Dystrophy (FSHD)

KCNT1-Related Epilepsy

MEF2C Haploinsufficiency Syndrome (MCHS)

Myhre Syndrome

Neurofibromatosis Type 1 (NF1)/Cutaneous Neurofibroma (cNF)

Okur-Chung Neurodevelopmental Syndrome (OCNDS)

Post-Traumatic Stress Disorder (PTSD)

*Three sessions
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| engaged with

a variety of
stakeholders and
learned to synthesize
their insights

into actionable
recommendations
that shape research
priorities and
improve health

outcomes.

Perpetue Backer, PhD,
2024-25 Fellow

Fellowship in
Reqgulatory Science
and Innovation

The Foundation’s fellowship program provides opportunities for growth
and mentorship to professional school graduates while supporting the
FDA's efforts to expand the regulatory science workforce. In partnership
with Howard University, we selected Perpetue Backer, PhD, as the
Foundation’s 2024-25 Regulatory Science Fellow. Fellows rotate through
key functions at the Foundation, building their research, communication,
engagement, and operations experience as well as gaining insight into

the FDA's regulatory role and processes.

This project was supported by BeiGene, Burroughs Wellcome Fund, PhRMA, and
Roche Diagnostics.

"
¢

ko
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2024 Innovations in
Reqgulatory Science Awards

The Foundation’s annual Awards recognize achievement in improving scientific
knowledge, advancing scientific process, and expanding the application of
science to improve public health. Leaders and visionaries came together on

December 10, 2024, to celebrate the awardees’ exceptional contributions to
1. Then-FDA Commissioner Robert M. Califf,
MD, MACC, participates in an
on-stage conversation with Foundation
Board member and former Commissioner
Andrew C. Von Eschenbach, MD, during

the future of regulatory science.

INNOVATION AWARD

REASAN-UDA

FOUNDATION
FORTHE FOA

Rachele Hendricks-Sturrup,
DHSc, MSc, MA, accepting
the Innovation award

Steven A. Grossman, JD,
accepting the Advocacy/
Policy award

Jeff Shuren, MD, JD, accepting
the Leadership award

Real-World Evidence Collaborative

Accepted by Rachele Hendricks-Sturrup, DHSc, MSc, MA, Research
Director, Real-World Evidence, Duke-Margolis Institute for Health Policy

The Real-World Evidence Collaborative spearheaded innovation in
regulatory science by advancing the application of real-world evidence.
Its International Harmonization of Real-World Evidence Standards
Dashboard, launched in 2023, has already made important strides toward

fostering worldwide alignment on data and evidence standards.

ADVOCACY/POLICY AWARD

Steven A. Grossman, JD, Co-Founder and Executive Director,
Alliance for a Stronger FDA

Steven Grossman has demonstrated his unwavering commitment to
public health through a career dedicated to public service and patient
and research advocacy. Thanks in part to the Alliance for a Stronger FDA,
a broad coalition he co-founded in 2006, the Agency's appropriated
budget more than doubled.

LEADERSHIP AWARD
Jeff Shuren, MD, JD, Center Director Emeritus (Retired), FDA

During his distinguished leadership of the FDA's Center for Devices and
Radiological Health, Dr. Shuren presided over a remarkable expansion of
patient access to safe, innovative medical devices. He played a key role
in critical initiatives, including the Breakthrough Devices Program, Patient
Engagement Program, Digital Health Center of Excellence, and National
Evaluation System for Health Technology.
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the 2024 Innovations in Regulatory
Science Awards.

.Susan C. Winckler, RPh, Esq., Foundation

CEO, and Richard L. Schilsky, MD, FASCO,
Foundation Board Chair

.FROM LEFT: Richard Schilsky, MD, FASCO;

Jeff Shuren, MD, JD; Rachele Hendricks-
Sturrup, DHSc, MSc, MA; Steven A.
Grossman, JD; Susan C. Winckler, RPh, Esq.

GALA TRANSFORMATION SPONSORS

RLEXANDRIL R

L
% A MEDICINE COMPANY

Advancing
Regulatory Science

Honored and inspired innovation,
advocacy, and leadership

. Biogen. r Jazz Pharmaceuticals

g PEPSICO

€9 MERCK

Facilitating Engagement

Welcomed more than 300 participants
from consumer advocacy, public health,
research, industry, and government
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1.FROM LEFT: Marta Sokolowska,
PhD, FDA; Jeff Shuren, MD, JD,
FDA; Jim Jones, MA, FDA

2.Richard L. Schilsky, MD, FASCO,

Foundation Board Chair

3.Susan C. Winckler, RPh, Esq.,
Foundation CEO

2024 Annual
Public Meeting

The Foundation convened the annual public meeting of its
Board of Directors on May 7, 2024, joined by FDA leaders and
engaged attendees.

Board Chair Dr. Richard L. Schilsky highlighted the Foundation’s
efforts to inform FDA innovation, including an enhanced focus
on patient and consumer-centered activities as reflected in our
strategic framework. He also shared wide-ranging progress
toward improving precision medicine, evidence generation,

and the communication of science to the public.

A town hall-style discussion moderated by Foundation CEO
Susan C. Winckler sparked insights from a panel of FDA
leaders: Center for Biologics Evaluation and Research Director
Dr. Peter Marks, Center for Drug Evaluation and Research
Deputy Director Dr. Marta Sokolowska, Deputy Commissioner
for Human Foods Jim Jones, Center for Devices and
Radiological Health Director Dr. Jeff Shuren, Center for Tobacco
Products Deputy Director Michele Mital, Center for Veterinary
Medicine Deputy Director Dr. William Flynn, and Regulatory

Affairs Deputy Associate Commissioner Douglas Stearn.

Commissioner Robert M. Califf underscored FDA priorities,
including tobacco enforcement and rare diseases, before taking

questions from the audience.
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2024 Board of Directors

BOARD CHAIR

Richard L. Schilsky, MD, FACP,
FSCT, FASCO

University of Chicago

VICE CHAIR

Adrian F. Hernandez, MD, MHS
Duke University School of Medicine

SECRETARY

Lynne Zydowsky, PhD
Zydowsky Consultants, LLC

TREASURER

Debra L. Ness, MS

Strategic Advisor on Consumer
and Health Policy Issues

As of 12/31/24

Edward John Allera, JD
Buchanan Ingersoll & Rooney PC

Christie Boutte, PharmD, RPh
National Association of
Chain Drug Stores

Sumbul Ahmad Desai, MD
Apple

David C. Fajgenbaum, MD, MBA

University of Pennsylvania

Phil Febbo, MD
Veracyte, Inc.

William N. Hait, MD, PhD
Johnson & Johnson

James E.K. Hildreth, PhD, MD
Meharry Medical College

Esther Krofah, MS
The Milken Institute

Phuong Khanh (PK) Morrow, MD
Takeda

Richard A. Moscicki, MD

Moscicki Consulting

Pietro Antonio Tataranni, MD
PepsiCo

Reed V. Tuckson, MD, FACP
Tuckson Health Connections, LLC

Andrew C. von Eschenbach, MD
20th Commissioner of the FDA

Samaritan Health Initiatives

SENIOR ADVISOR TO THE
BOARD OF DIRECTORS

Mark McClellan, MD, PhD
18th Commissioner of the FDA

Robert J. Margolis Center for
Health Policy, Duke University

EX OFFICIO

Robert M. Califf, MD, MACC
U.S. Food and Drug Administration

EX OFFICIO

Monica M. Bertagnolli, MD
National Institutes of Health

CHIEF EXECUTIVE
OFFICER

Susan C. Winckler, RPh, Esq.

The Foundation’s authorizing statute establishes requirements for the construct of its Board of Directors, including designated

seats for consumers, health professionals, academia, and regulated industry.
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Financials Sponsors and Donors

2024 2023

REVENUE AND SUPPORT PROJECT SPONSORS MAJOR GIFTS
FDA Direct Funding* $1,650,000 $1,650,000 AbbVie, Inc. Commonwealth Fund Merck & Co., Inc.

American Society of i i i
Government Grants** 2,047,045 2,527,302 Homatology Dehallgheipetiics Orehargylhetapegtics Kathleen Holcombe

R Amold Ventures Eli Lilly and Company PhRMA
Grants and Contributions 690,143 197,363 o e e REGENXBIO
Contracts 3,407,304 3,399,686 Bill & Melinda Gates Gordon f"‘”d Betty Moore Roche Diagnostics
Fundraising 414236 353 530 Foundation Foundation UCB
¥ l Burroughs Wellcome Fund  Lyda Hill Philanthropies Ultragenyx
Miscellaneous and Interest Income 179,276 204,342
INDIVIDUAL GIFTS

S — o p—— . INDWIDUALGFTS

Erik Auguston Kelly Cohen Susan Lally Adam Shaywitz
EXPENSES AND CHANGES IN NET ASSETS Ellen Ayres Cassius Coleman Robert McClure Pamela Sheridan

Peter Bach Helen Darling Jenean McKay Emily Sorensen
Program Services 7,489,729 7,348,254 Alexandra Bachorik Kevin Frejert Nikhil Patel Holly Taylor
S ting Servi Joni Baker Ambrose Goonasekera Povar-Bachorik Family Fund Latrice Threats

UPPOTHINCESS S Georges C. Benjamin Theodora Rapp Graham Sushil Puskur Kristen Truxal
Management and General 254,642 253,700 Susana Bergman Guilhain Higonnet Gabriel Antony Raj Ann Vecchiariello
- Robert Bermam Jan Hrubos Jerome Sarris Eric Weisblum
Fundraising 281,631 301,287 Daniel Carney Hsiao-Ling Hung Samuel Seward Tracy Zhang
Total Supporting Services 536,273 554,987
PR INNOVATIONS IN REGULATORY SCIENCE AWARDS

O A $8,026,002 $7.903,241 The 505(b)(2) Platform Cooley LLP Esther Krofah ReCode Therapeutics

5AM Ventures Cystic Fibrosis Foundation Mars, Inc. Sanofi S.A.
CHANGE IN NET ASSETS $362,002 $428,982 ADM Denali Therapeutics Merck & Co., Inc. Santé

*The Reagan-Udall Foundation for the FDA's operations are partially supported by direct funding from the
U.S. Food and Drug Administration (21 USC Chapter 9, Subchapter VII, Sec. 379dd(n)).

**Government grants include support from the U.S. Food and Drug Administration. The work products are those
of the grantee and do not necessarily represent the official views of, nor an endorsement by, FDA, HHS, or the
U.S. Government. For more information, please visit FDA.gov.

Alexandria Real Estate
Equities, Inc.

Argenx SE
Bausch & Lomb
Bayer AG
Biogen, Inc.
bioMérieux

BridgeBio Pharma, Inc.

Buchanan Ingersoll &
Rooney PC
COMPASS Pathfinder
Limited

Consumer Healthcare
Products Association

Dexcom, Inc.

Eli Lilly and Company

EMD Serono, Inc.

Phil & Lori Febbo

Friends of Cancer Research
Gilead Sciences

Hatteras Venture Partners
Adrian F. Hernandez

Hyman, Phelps & McNamara P.C.

Illuminators

Intra-Cellular Therapies
Jazz Pharmaceuticals, Inc.
Johnson & Johnson

The Michael J. Fox Foundation
Morrison Foerster

Richard Moscicki

Mountain Group Partners

National Association of
Chain Drug Stores

National Pharmaceutical
Council

Debra Ness

Novartis Pharmaceuticals
Corporation

PepsiCo
PhRMA
PWR

Richard and Cynthia Schilsky
Section 32, LLC

Takeda Development
Center Americas, Inc.

Tempus Al

Thermo Fisher Scientific
Ultragenyx

United States Pharmacopeia
Vivpro Corporation

Madelyn and Andy von
Eschenbach

Susan C. Winckler &
John Giglio

Zydowsky Consultants

The Reagan-Udall Foundation for the FDA is supported by federal funding and private donations. All programmatic
decisions are our own. We maintain strict oversight through our Board of Directors, which reviews all financial
donations over $250 and rejects gifts that pose a conflict of interest or other concern. The Foundation embraces
transparency and prioritizes safeguards, including annual reporting to the public, Congress, the FDA, and the IRS.
These measures prevent undue influence and ensure independence, accountability, and scientific integrity.
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WE VALUE YOUR TRUST STRATEGIC FRAMEWORK

The Reagan-Udall Foundation for the FDA has earned a Four-Star rating He|ping the FDA do more to protect and promote the pUbliC'S health

Charity +.
Navigator

4+ FOUR-STAR +

from Charity Navigator, the nation’s largest independent evaluator of

philanthropic organizations. This top designation is awarded to highly

MISSION VISION

effective, trustworthy nonprofits that meet or exceed standards across

key performance areas, including financial health and governance. The

Advance the mission of the Food and Drug A world where regulation informed by science

rating reflects the Foundation’s strong commitment to transparency,

Administration to modernize product development, improves product innovation and public health.

accountability, efficiency, and responsible stewardship. 2025

accelerate innovation, and enhance product safety.

3-YEAR OUTCOME VALUES

Progress Toward Our Vision: The Foundation * Engagement

manages a suite of programs that assist the FDA .
) ® |nnovation
to engage with external stakeholders and that

Thank you!

As his service on the Foundation’s Board of Directors

facilitate evidence generation, improve public ® Evidence
understanding of the FDA, and deliver improved

_ ; ) Patient and Consumer Centered
) o ) ) health information to the public.
concludes, we extend our sincere appreciation to Dr. Bill Hait

for his leadership and commitment to advancing regulatory

science and the work of the Foundation. PILLARS

William N. (Bill) Hait, MD, PhD Advancing Supporting Development and Facilitating Engagement

Board Member, 2022-25 Regulatory Science Dissemination of Reliable Information and Information Exchange

GOALS

FOUNDATION STAFF

Encourage innovation Support inclusion Facilitate multi-

of all affected

Improve public
Eynat Amir, MA, LMSW
Senior Research Associate

Brianna Flamenco, MA Jessica Palfreyman

in regulatory science understanding of the stakeholder collaboration
FDA and the risks
and benefits of FDA-

regulated products

Executive Assistant Program Associate and career populations to accelerate evidence

development in research generation and

Perpetue Backer, PhD
Regulatory Science Fellow

Hannah Gray Georgia Peeples, MPH

dissemination

Engagement Associate Program Coordinator

Amar Bhat, PhD
Chief Operating Officer

Alec Halsne Linda Phung, MPH

Operations Associate Research Associate

STRATEGIES

Esther Boadi, PharmD

Engagement Manager

Carolyn Hiller, MBA
Senior Advisor for Innovation and

Carla Rodriguez-Watson,

PhD, MPH Provide data assets,

|dentify priority Improve provider, Enable expert analysis,

evaluation tools, and areas for consumer, patient, and candid discussion,

28

Lea Ann Browning-McNee, MS

Director of Communication and
Stakeholder Engagement

Joy Eckert, MPH

Research Manager

Elizabeth Fain

Program Associate

Reagan-Udall Foundation for the FDA

Partnerships

Claire Huang, PhD
Research Scientist

Adrian Nicholas, MS
Communications Associate

Lauren Padilla

Communications Manager

Director of Research

Kathleen Spaeth
Engagement Manager

Susan Winckler, RPh, Esq.
Chief Executive Officer

Dave Woodbury, MBA
Director of Operations

as of 12/31/24

career development
opportunities to help
the FDA assess the
risks and benefits of
regulated products

patient, and

provider education

in areas of emerging

science

consumer access to
regulated products
throughout product
life cycles

REAGAN-UDA,
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FOR THE FDA

and actionable
recommendations on
issues relevant to the
FDA mission
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