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Office of New Drugs (OND) Review Divisions
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OND Support Offices
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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.
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How Does FDA Define Research?

FDA conducts Regulatory Science Research (RSR)

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
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FY21 ORISE Fellowship Outcomes

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

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

 Eight projects resulted in internal review tools and two 
external lists that will be used to facilitate drug 
development 



CDER/Office of New Drugs (OND) 
ORISE Fellowship Program 

Overview

Shabriya Horton, MBA
Project Specialist, OND-RP
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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.
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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 
the training and 
development of FDA’s 
future workforce
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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 (OII)
– Office of Rare Diseases, Pediatrics, Urology and Reproductive 

Medicine (ORPURM)
– Office of Specialty Medicine (OSM)​​​​​​​
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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
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CDER/OND Fellowship Program 
Benefits

Program Benefits: 
• Competitive monthly stipend (based on educational level)
• Opportunity to gain research experience and train with OND scientists
• Participation in peer mentoring program
• Exclusive access to an interactive summer regulatory course created and 

presented by OND staff
• Opportunity to present summer research project to OND staff
• Fellowship training can be conducted remotely
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FDA CDER Summer 2023 ORISE 
Program

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

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

• Resume, transcript and one 
letter of recommendation is 
required with application
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Foreign Nationals

• Appropriate immigration statuses can be found 
at https://orise.orau.gov/fda
– Click “I am interested in applying” box
– Review “Guidelines for Non-US citizens” section

https://orise.orau.gov/fda
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ORISE Program Website for FDA
https://orise.orau.gov/fda/

https://orise.orau.gov/fda/
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OND Summer Candidate Ideal 
Background

• Discipline Fields:
– Biology
– Computer Science
– Bioinformatics
– Statistics/Biostatistics
– Pharmacology
– Public Health
– Biomedical engineering
– Epidemiology
– Toxicology
– Data science
– Biochemistry
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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
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CDER ORISE 
Applications for 
Summer 
Program

• 500 applications 
received

• Less than 10% are from 
HBCU candidates
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ORISE Fellow Perspective
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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.  

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

DPMH Project Mentor Highlight

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.
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Summer Program in DPMH

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

▪ Engage in projects that define new or innovative 
regulatory approaches

▪ Identify potential candidates for ORISE 
fellowship program

Objectives of the program: 

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

▪ 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

Highlights: 



26

ORISE Fellows Summer Experience
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ORISE Zintellect Application System
Zintellect - Climb Higher

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

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



29

FDA CDER Summer 2023 Opportunity



CDER/OND ORISE Fellowship Program Lead
Celene Moorer, MS

Celene.Moorer@fda.hhs.gov

CDER/OND ORISE Project Specialist
Shabriya Horton, MBA

Shabriya.Horton@fda.hhs.gov

mailto:Celene.Moorer@fda.hhs.gov
mailto:Shabriya.Horton@fda.hhs.gov
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