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eRequest Submissions Nearly half of all non-emergency expanded access requests
Drugs & Biologics were submitted through the eRequest App last year
*2025 data
through July 15

Get Started Prepare EA Request Contact Info Resources v Sign In

Expanded
Access
eRequest

Physicians: Electronically request use of medical

products for your patients

SU BM'SS'ONS Submit emergency IND request for
« Brincidofovir (TEMBEXA) to treat
m2023 2024 m2025
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Real-world Data to Assess
Long-term Impact of FDA Food
Related Regulations and Polici

A SNAPSHOT

Produce Safety Stakeholder Dialogue
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Ertugh‘ﬂozin Study With Merck

Y to assess the risk of
S mellity

Compareq nts treateq with

antthyperglycermc agents (AHA)
Project suonsor: Merck
Project Status:

S Patients treateq
other

. i -
Click r9 vu?w the !:uropean Union elcctronic Register of Post-
Aukhonsanon Studies (Eu PAS) register Number

(EU"A\SJWB)

Risankizumab Study in Psorj

Project Title: Pregnancy Exposures and
Psoriasis Treated with Ri
Electronic Healthcare Da
United States
Project Sponsor: AbbVie
Project Status: Current
Product: Risankizumab

Conditions: Psoriasis, Pregnancy

Summary: To help fulfill a requirem

Agency (EMA),

asis with AbbVie

Outcomes in Women with
sankizumab: A Cohort Study Utilizing Large
tabases with Mother—Baby Linkage in the

heir biosimilars
(comparator biologic-exposed group).



https://reaganudall.org/projects/post-market-research
https://reaganudall.org/projects/post-market-research
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Online Controlled
Substances Summit

Advancing
Treatments for
Post-Traumatic

FACTORS THAT AFFECT PRESCRIPTION STIMULANT AVAILABILITY

Assess medical need

B o

Receive estimates of medical need Monitor shipments of

from FDA medication from manufacturer
to wholesale distributor and
from wholesale distributor to
pharmacies

@ Inspect manufacturing facilities

Review applications for
innovative and generic
medications

Monitor “Track and Trace”

information Request sales data from manufacturers

@ Set overall quotas for each medication
and for each APJ; allocate individual
quotas for each manufacturer on a
quarterly basis

@ Approve health professionals to
prescribe controlled substances

DRUG MAKERS WHOLESALE

PRODUCERS o PHARMACISTS / PHARMACIES
- E= CREATE FINISHED _ DISTRIBUTORS -

MANUFACTURE API ol Q e @ DisPENSE MEDICATIONS

(Active Pharmaceutical Ingredient)

Submit Drug Master Files

Order medications from Wholesale
to FDA for review

Distributors

@ Receive FDA approval to Order medication from
manufacture finished doses Finished Dose
of medication Manufacturer a . .
FDA inspects e o S e o AR
manufacturing facility for @ FDA inspects facility to (&)
CGMP manufacturer medication

[ PoSsRas T e e K O el A e ks

Stress Disor:
Public Hybrid Meetir

Meeting Sum
November:

Advancing
Psychedelic

Clinical Study
Design

'

MEETING SUMMARY
JUNE 2024
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Understanding Current
Use of Ketamine for
Emerging Areas of

Advancing Digital
Mental Health

Therapeutic Interest Innovation:
COMMUNITY
MEETING SUMMARY PERSPECTIVES

MARCH 2025

SUMMARY REPORT
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Gene Therapies
Global Opportunities in Gene Therapies

The FDA has approved pionaering gene therapies to treat diseases such as sickle cell,
thalassemia, hemaphika, and Duchenne's muscular dystrophy, and more therapies are in the
pipeline. How can global reguiatars help bring these lifesaving discoveries to patients worldwida?

In September 2024, tha Foundaton gathered intemational experts 1o explore opportunites for
reguiatary convergence in emarging markets. During the public workshap, advacates, dircans,
regidators, academic researchers, and industry representatwves highiighted concems such as cost
and ethécs, as well as cntical themes for international coflaboration

Bidrectional learning
Patient.centered approaches

Investment in local capacity and regional nfrastructure

.

Longterm follow.up
Strategies to reduce costs

Uitimatedy, a holistic approach 15 neaded to make current and next generation gene therapies
affordable, accessbia, and sustanable in regons with imited resources.

This piroject mes hastued it zu¥eboration with the Hil and Melnide Gatus Foundation

We need to find more options and give patients more
time, another day to fight ... | would love for this to be
the last generation of sickle cell as we know it.

Health Data

Improving Access to Publicly Available FDA Information

From weather alens to the latest headlinés, Americans expect instant
access to news and wital updates. They want that same speed and

accuracy when it comes to health and medical informauon. The FDAS
trove of critical health data holds great potential for enhancing public
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understanding and health care innovation. However, accessing and

using the data can be tough for both consumers and professionals

tssued in July 2024, this comprehenswe Foundation report examines
how audiences engage wath FDA data and identifies challenges and opportunities for making

1o Publicly A
FDA Inform:

information maore transparent and accessible Our investigation relied on various methods,
induding 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

prionty 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, empowernng consumers and propelling health research and interventions.

This

and Ly Ml 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.

Information that Users Seek Online

* Health condition Prescription and
or disease overthe-counter
CTraRnant drug Infarmation,
options including dosing,
treatment duration,
* Side sffects and potential side

effects

Pharmacovigilance
and other product-
specific data

Data for impreving
treatment and
patient care at the
individual level

Data for policy
considerations
Commercial. real-
wiorld data for label
expansion and
market survellisnce

Intermediary
Partners

Data for B2C and
B28 digital products

Health care-focused
infarmation

Structured dats in
the form of APls

Support from the
data providers (FDA)

Annual Report 2024
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* Intentional, defined-in-statute Board structure requiring seats for
consumers, health professionals, academia, and regulated industry

St ron 9 * Financial supporters may provide input, but the Foundation
controls all projects

G overnance * Industry-supported projects require multiple sponsors

e Exception: FDA-required studies in IMEDS

CO nSISte Nt * Board is aware of all funding and approves all donations > $250

. e Mandatory Federal funding supports independence from private
Ove I’S|g ht and public sector

Tra NS pa rent e All funding sources and the use of all funds are reported in the

Annual Report (available at reaganudall.org)

Pra Ct| ces e Fach project discloses funding sources




Gala Income (Other Orgs)
2% Investment Returns

2% REAGAN_UDALL
FOUNDATION

FOR THE FDA

FDA Project Funding
24%

Gala Income (Regulated Industry)
3%
Other Projects Funded by
Regulated Industry

3%

FDA-required Studies for
Regulated Industry

36%
FDA Direct Transfer

20%

Projects Funded by Non-Profit
Organizations/Other Foundations

10%

Foundation 2024 Funding Breakdown



2024 Reach FouNpATION

FFFFFFFFF

38 Listening
Sessions &
Roundtables

13 Public

14 Reports Meetings
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Board Chair
Richard L. Schilsky, MD, FACP, FSCT, FASCO
University of Chicago

Vice Chair and Chair, Research Committee
Adrian F. Hernandez, MD, MHS
Duke University School of Medicine

Secretary and Chair, Development Committee
Lynne Zydowsky, PhD
Zydowsky Consultants, LLC

Treasurer

Debra L. Ness, MS

Strategic Advisor on Consumer and Health
Policy Issues

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, MSc, FCPP
University of Pennsylvania

Chair, Governance Committee
Phil Febbo, MD
Veracyte

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

Esther Krofah, MS
Milken Institute

Phuong Khanh (PK) Morrow, MD
Takeda Oncology

Richard A. Moscicki, MD
Moscicki Consulting, LLC

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

Mark McClellan, MD, PhD

18th Commissioner of the FDA
Margolis Institute for Health Policy
Duke University

Ex Officio
Martin A. Makary, MD, MPH
Food and Drug Administration

Jay Bhattacharya, MD, PhD
National Institutes of Health

14
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Edward John Allera, JD Debra L. Ness, MS Pietro Antonio Tataranni, MD Andrew C. von Eschenbach, MD
Treasurer
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