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What is the OND Research Program (OND-RP)?

Launched in October 2018

Mission:
Provide education, support, infrastructure, and oversight to foster
RSR in OND.

Vision:
Transform OND into a leading hub for collaborative regulatory
science research (RSR).

Link to: OND-RP Website



https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/office-new-drugs-regulatory-science-research#:%7E:text=The%20Office%20of%20New%20Drugs%20Research%20Program%20%28OND-RP%29,RSR%20to%20reduce%20uncertainty%20around%20regulatory%20decision%20making.

How Does FDA Define Research?

Purpose:

- Address targeted scientific knowledge gaps

- Produce outcomes with regulatory applicability
- Facilitate regulatory decision making

Links to FY21 Research Outcomes Reports: Extramural and ORISE .



https://www.fda.gov/media/165494/download
https://www.fda.gov/media/165493/download

FY21 ORISE Fellowship Outcomes

a Eight OND ORISE projects resulted in 13 publications in
peer-reviewed journals

a Seven projects resulted in 17 presentations at external
scientific meetings for professional societies

a Eight projects resulted in internal review tools and two
external lists that will be used to facilitate drug
development
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What is ORISE?

The ORISE Research Fellowship Program at the US Food and Drug
Administration (FDA) is conducted under Section 301(a) of the Public
Health Service Act and the Economy Act.

Program is managed by the Oak Ridge Institute for Science and
Education (ORISE) under an interagency agreement between FDA and
the US Department of Energy (DOE).

The ORISE Oak Ridge Associated Universities (ORAU) administers these
educational appointments at FDA.




CDER/Office of New Drugs (OND)

* Responsible for the
clinical and nonclinical
review of all new drugs
and therapeutics that FDA
approves for the
American people

* OND participates in ORISE
to create unique
opportunities that allow '
OND staff to contribute to =~ s
the training and —
development of FDA’s
future workforce

& i
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CDER/Office of New Drugs (OND)

* There are eight Clinical Offices within the Office of New Drugs
organized by disease/therapeutic area or therapeutic
modality.

— Office of Infectious Diseases (OID)

— Office of Oncologic Diseases (OOD)

— Office of Nonprescription Drugs (ONPD)
— Office of Neuroscience (ON)

— Office of Cardiology, Hematology, Endocrinology and Nephrology
(OCHEN)

— Office of Immunology and Inflammation (Oll)

— Office of Rare Diseases, Pediatrics, Urology and Reproductive
Medicine (ORPURM)

— Office of Specialty Medicine (OSM)

11



CDER/OND Fellowship Program

Purpose

Provide ORISE Fellows
with practical scientific
experiences and
opportunities to:

— Continue their research
training/education

— Enhance their professional
development in specific
areas

— Become familiar with the
research areas of FDA

— Become interested in
future careers in fields
related to the FDA mission

12



CDER/OND Fellowship Program
Benefits

Program Benefits:

e Competitive monthly stipend (based on educational level)

e Opportunity to gain research experience and train with OND scientists

e Participation in peer mentoring program

e Exclusive access to an interactive summer regulatory course created and
presented by OND staff

Opportunity to present summer research project to OND staff

e Fellowship training can be conducted remotely

13



FDA OFFICE of NEW DRUGS

ORISE
Summer
Program
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FDA CDER Summer 2023 ORISE g4
Program

* Eligibility includes currently
enrolled college STEM
students (all levels) and
recent graduates who have
received degree within the
past 5 years

e Candidates with
demonstrated excellence in
science-related courses are
preferred

* Resume, transcript and one
letter of recommendation is
required with application




Foreign Nationals

e Appropriate immigration statuses can be found
at https://orise.orau.qgov/fda

— Click “I am interested in applying” box
— Review “Guidelines for Non-US citizens” section

16


https://orise.orau.gov/fda

Research Participation Program at™
the U.S. Food and Drug Administration

(FRA)

ORISE Program Website for FDA

https://orise.orau.gov/fda/

17


https://orise.orau.gov/fda/

Eligibility

The ORISE Research Participation Programs at FDA are educational and
training programs designed to provide college students, recent graduates, and
university faculty opportunities to participate in project-specific FDA research
and developmental activities.

Read more +

Guidelines for Non-U.S. Citizens

In this section you will find information which is intended to be used as a
guide. If selected to participate, ORISE Immigration Services is required to
verify your immigration status eligibility.

Read more +

Prior to Starting the Appointment

Although the mentor may have selected the candidate for a project, there are
additional steps to follow before the candidate can be cleared to begin the
appointment.

Read more +

© FDA Host Facilities

ORISE gives students, recent graduates and U.S. faculty an opportunity to be
paired with a staff scientist who will provide a hands-on research experience at
one of FDA’s many offices or centers listed below. More information can be
found about each office/center by clicking on each below:

Read more +

@- Current Research Opportunities

Alist of all current opportunities with ORISE Research Participation Programs
at the FDA.

Find out more >

{‘?? Frequently Asked Questions

Answers to the questions most commonly asked by applicants.

Read more +

18



OND Summer Candidate Ideal
Background

* Discipline Fields:
— Biology
— Computer Science
— Bioinformatics
— Statistics/Biostatistics
— Pharmacology
— Public Health
— Biomedical engineering
— Epidemiology
— Toxicology
— Data science
— Biochemistry

19



OND ORISE Fellow Summer
Program Activities/Events

Peer Mentor/Peer
Mentee Program

OND ORISE Summer
Fellow Research
Presentation Day

Monthly Fellow
Exchange Hours

8-week Regulatory Drug
Development Course

20



Loo ? CDER ORISE |l
Appllcatlons for

. Summer
-.4 = .Q
éi"*?;- - Program

* 500 applications
received

e Less than 10% are from
HBCU candidates

21



ORISE Fellow Perspective

Summer Fellow
ARIEL ARMSTRONG, PhD.

Project Mentors: Kevin Bugin, MS, PhD, RAC and Mary Thanh Hai, MD
Office: OND Immediate Office

Project: Evaluating Diversity in Clinical Trials Supporting New Drug

Approvals in 2021

Ariel’s Perspective:

There is an ongoing conversation about the lack of diversity in clinical trial participants. The aim
of my project is to look at the demographics of drug trials that have recently been approved to see,
first, if the participants were representative of the US population who will most need the drug and,
second, to see if we can find factors that correlate to increased or decreased diversity. The FDA is
in a unique position of having the detailed protocol and demographic information from numerous
sponsors that could be used to determine what does or does not work for improving diversity in
clinical trials. The goal is that one day, in the hopefully not-to-far future, this information could be
used to inform efforts to improve diversity recruitment.

22



DPMH Project Mentor Highlight

Project Mentor
Yeruk “Lily” Mulugeta, PharmD
OND/ORDPURM/DPMH

Background

Lily Mulugeta is an Associate Director for Policy
and Research in the Division of Pediatrics and
Maternal Health at the FDA. She joined the
division in 2017. Dr. Mulugeta received her
Pharm.D. degree from the University of
Kentucky College of Pharmacy and completed a
pediatric residency at Inova Fairfax Hospital in
Falls Church, Virginia.

23



DPMH Project Mentor Highlight

Project Mentor
Tamara Johnson, MD, MS
OND/ORDPURM/DPMH

Background

Dr. Tamara Johnson is a Lead Medical Officer of the Maternal
Health Team within the Division of Pediatrics and Maternal
Health (DPMH). She has been with the FDA for over 15 years. Dr.
Johnson earned her Doctorate in Medicine from the Rutgers
Robert Wood Johnson Medical School in New Jersey. She
completed internship at the Georgetown/Providence Hospital
Family Medicine program and completed residency training in
General Preventive Medicine/Public Health at the University of
Maryland Baltimore.

24



Summer Program in DPMH

DPMH leverages OND/Center funding to support its
summer internship program

Objectives of the program:

= Stimulate engagement in regulatory science
(pediatric and maternal health)

* Engage in projects that define new or innovative
regulatory approaches

* |dentify potential candidates for ORISE
fellowship program

Highlights:
* Engaged 8 summer interns in 2022 of which

4 continued as part-time or full-time ORISE
fellows

* Weekly virtual meetings with mentors,
networking session, invited speakers

* Exposure to drug development and reviews

25



ORISE Fe

Summer Fellow

MATTEO SIMAMORA

‘What is your educational
background (university, degree
program)?

Vanderbilt University, Biomedical
Engineering

Describe how the skills or knowledge obtained in your
summer ORISE fellowship will add to your formal
education.

T had the privilege of getting to learn how to script and code in the
language R which I never would have been exposed to during my
university time. This internship gave me the opportunity to get
exposed to bioinformatics tool implementation and testing that
gave me a first person view of their implications on the world of
cancer research.

What is something you learned about FDA that you didn't
know before?

Before having the oppertunity to work at the FDA I was only aware
of the guidance they provided to pharmaceutical companies about
new drugs that were waiting approval. I had no idea the depth of the

process and the complexity behind trying to get something approved.

I also learned about how they are involved in almost every field
of science that is pushing a frontier in innovation and the varying
diverse academic backgrounds people are bringing to the FDA.

ows Summer Experience

Summer Fellow

JIAZI TIAN

What is your educational
background (university, degree
program)?

I am a Master Student of Biomedical
Informatics at Harvard Medical School.

The training
environment and
team dynamic

I was truly
immersedin a

collaborative
environment.

were great,
friendly, and
helpful.

‘What motivated you to pursue a snmmer ORISE
fellowship at FDA?

I was motivated by hands-on training in sequencing data analysis,
being mentored in a professional community, and new knowledge
of regulatory approaches. Meanwhile, this summer fellowship
program provided me an opportunity to understand research

for regulatory science in comparison to research performed

in universities for discovery or understanding of biomedical
informatics technologies.

Summer Fellow

ALEX CHEN

‘What is your educational
background (nniversity, degree
program)?

Iam a second year at UC Berkeley
pursuing a degree in data science.

The skills |
gained from
this fellowship

have amplified
my educational
background.

‘What motivated you to pursue a summer ORISE
fellowship at FDA?

I have been unsure if I wanted to pursue a double major in public
health so I thought this fellowship with the FDA would be a perfect
opportunity to experience the cross section of data science and public
health.

What was the highlight of your summer ORISE
fellowship?

The highlight of my summer fellowship was the opportunity to
meet other ORISE fellows. Getting to know some of the peers that
participated in the same program as me helped make me feel like I
belonged in this community of student researchers.

26
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https://www.zintellect.com/Opportunity/Details/FDA-CDER-2023-0000

FDA CDER Summer 2023 Opportunity

A\ zintellect

climb higher

& Opportunity Catalog @ About ~ @ Help & Login [ Register

& FDA CDER Summer 2023 Research Participation Program

Organization  U.S. Food and Drug Administration (FDA) w ORISE
2z

Reference Code FDA-CDER-2023-0000

How to Apply Connect with ORISE...on the GO! Download the new ORISE GO mobile app in the Apple App Store or Google Play Store to help you stay engaged,
connected, and informed during your ORISE experience and beyond!

A complete application consisis of:
= An application
« Transcripts — Click here for detailed information about acceptable transcripts

« Acurrent resume/CV, including academic history, employment history, relevant experiences, and publication list
« One educational or professional recommendation

All documents must be in English or include an official English translation.

If you have questions, send an email to ORISE.FDA.CDER@orau.org. Please include the reference code for this opportunity in your email

Application Deadline 4/14/2023 3:00:00 PM Eastern Time Zone

Description *Although the application deadline is April 14th, mentors will start reviewing submitted applications before the deadline.
Summer research opportunities are available at the U.S. Food and Drug Administration (FDA), Center for Drug Evaluation and Research (CDER).

CDER performs an essential public health task by making sure that safe and effective drugs are available to improve the health of people in the United
States. As part of the FDA, CDER regulates over-the-counter and prescription drugs, including biological therapeutics and generic drugs. CDER's mission is
to protect and promote health by helping to ensure that these human drugs are safe and effective for their intended use, that they meet established quality
standards, and that they are available to patients who need them.

Participants will have an opportunity to gain hands-on research experience on a variety of regulatory research projects related to CDER's mission. The
program is designed for participants to engage with an expert mentor or mentors during the summer to examine a question of interest related to those
proiects within the placement office Past proiects have been re X I jQ-siafi i In-yi y y

https://www.zintellect.com/Opportunity/Details/FDA-CDER-2023-0000
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FDA CDER Summer 2023 Opportunity

Eligibility Requirements + Degree: Associate's Degree, Bachelor's Degree, Master's Degree, or Doctoral Degree received within the last 60 months or currently pursuing.
+ Discipline(s):
= Communications and Graphics Design (2 @)
o Computer, Information, and Data Sciences (17 @)
Engineering (12 @)
Environmental and Marine Sciences (3 @)
Life Health and Medical Sciences (46 ®)
Mathematics and Statistics (10 @)
Other Non-S&E (2 @)
Other Physical Sciences (7 @)
Other S&E-Related (1 ®)
Physics (3 @)
Social and Behavioral Sciences (10 @)

o o o 9 o o o o ©

Affirmation I have lived in the United States for at least 36 out of the past 60 months. (36 months do not have to be consecutive.)

29
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