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House 
Keeping

 Presentations in the morning session will serve as an overview of 
the contents provided in the BAA solicitation on SAM.gov.  

 The afternoon session will host a mix of recorded and live 
presentations. Not all presenters will be available for Q&A.

 There will be one live Q&A for the morning session – please enter 
your questions in the Q&A feature of zoom.

 Session will be recorded and a link to the recording and slides will 
be shared on the BAA Day event page.
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FDA 
Missio n

ORSI acce le rate s innovations through creative  collab orations that harness the  b est science .

PROTECT PUBLIC HEALTH b y ensuring  the  safe ty, e fficacy, and  security of human and  
ve te rinary d rug s, b io log ical p rod ucts, and  med ical d evice s; and  b y ensuring  the  safe ty of our 
nation’s food  sup p ly, cosme tics, and  p rod ucts that emit rad iation.  Reg ulate  the  manufacturing , 
marke ting , and  d istrib ution of tob acco  p rod ucts to  p ro tect the  p ub lic health and  to  red uce  tob acco  
use  b y minors

ADVANCE PUBLIC HEALTH BY HELPING TO  SPEED INNOVATIO NS that make  
FDA reg ulated  p rod ucts more  e ffective , safe r, and  afford ab le  and  b y he lp ing  the  p ub lic g e t the  
accurate , science -b ased  information they need  to  use  med ical p rod ucts and  food  to  maintain 
and  imp rove  the ir health 

Play a sig nificant ro le  in Nation’s counte rte rrorism cap ab ility b y ensuring  the  security of food  sup p ly 
and  foste ring  d eve lop ment of med ical p rod ucts to  re sp ond  to  d e lib e rate  naturally emerg ing  p ub lic 
health threats. 

https://www.fda.gov/about-fda/what-we-do#mission 



FDA’s O ffice  o f the  Chie f Scie ntist

• sup p o rts the  re se a rch  fo und atio n , scie nce , and  inno vatio n  
tha t  und e rp ins FDA’s re g u la to ry m issio n ;

• p ro m o te s scie ntific e xce lle nce  and  inno vatio n  to  ach ie ve  
FDA' s m issio n ; and  

• p ro vid e s re se a rch  e xp e rt ise  and  in fra structu re  to  the  FDA 
p ro d uct ce nte rs.
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The  National Ce nte r fo r 
Toxico log ical Re se arch

THE O FFICE O F

Re g ula to ry Scie nce  
and  Inno va tio n

THE O FFICE O F

Counte rte rrorism and  
Eme rg ing  Thre ats

THE O FFICE O F

Scie ntific Profe ssional 
De ve lop me nt

THE O FFICE O F

Scie ntific Inte g rity

THE O FFICE O F

Lab oratory Safe ty

Ad visory Committe e  
O ve rsig ht and  Manag e me nt

Te chnolog y Transfe r Prog ram
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How else can 
the SSC serve 
the EC?

O RSI’s mission is to  p rovid e  
exce lle nce  and  innovation in 
strate g ic lead e rship , 
co llab oration, coord ination, and  
infrastructure  d e ve lop me nt to  
e nsure  FDA continue s to  have  a 
strong  re g ulatory scie nce  
found ation to  p ro te ct and  
ad vance  p ub lic health.



ORSI acce le rate s inno 10vations through creative  collab orations that harness the  b est science .

How else can 
the SSC serve 
the EC?

O RSI’s vision is to  imp rove  and  
ad vance  p ub lic health b y 
acce le rating  innovations throug h 
creative  collab orations that 
harness the  b est science .
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O ffice  o f Re g ula to ry Scie nce  and  Inno va tio n

ORSI acce le rate s innovations throug h creative  collab orations that harness the  b est science .
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ORSI’s Prog ram  Im p act –FY 2 2

$ 1 0 0 + Millio n
in FDA’s re g ulato ry scie nce  
e xtramural re se arch p ortfo lio  
that O RSI sup p orts

1 0 0 +
Re g ulatory scie nce  
p ro je cts with CERSIs

2 0 0 +
Te chnical p rop osal e valuation 
and  p ane l re vie ws

2 2
Focus Are as o f 
Re g ulatory Scie nce

$ 2 .2  Millio n  
for intramural g rant award s 
fo r FDA Scie ntists

8 0 0 +
FDA Staff se rve  on 

1 1 0 0 +
conse nsus
stand ard
committe e s

9 0 +
se minars, training  e ve nts and  
workshop s O RSI facilitated  
and  launche d1 0 0 0 +

FDA scie ntists that utilize  O RSI’s 
re g ulato ry scie nce  p rog rams
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Since  its ince p tion, O RSI’s re g ulatory scie nce  p rog rams and  the ir p rioritie s 
have  b e e n shap e d  b y the  p riority areas id e ntifie d  in the  2011 Strate g ic Plan 
for Ad vancing  Re g ulatory Scie nce .  

(CERSI)

BAA
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Ad vancing  Re g ula to ry Scie nce : FARS Re p o rt
First p ub lished  in 2021; first up date  to FARS in 2022

w w w.fd a .g o v/ FARS

• The   “FARS re p ort .. outline s top ics that FDA has identified  as 
need ing  continued  targ e ted  investment …”

• “The  focus areas are  not a comp rehensive  list o f all o f FDA’s 
re search ne e d s, rathe r g e ne rally e ncomp ass re search affe cting  
more  than one  ce nte r o r o ffice .”

• “The  format is d e sig ne d  to  b e  easy to  up d ate  to  accommod ate  
fre q uent up d ate s and  re visions to  alig n with the  rap id  p ace  of 
scie ntific ad vance me nt as we ll as e vo lving  p rio ritie s and  re search 
activitie s.”

• Each “focus area” has 
• an Imp ortance Statement, which includ es d e tails on why that 

area o f re g ulatory scie nce  re q uire s continued  inve stme nt; 
• Examp les, which hig hlig ht on-g o ing  or comp le ted  work b y 

FDA 
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Public Health Preparedness 
and Response

• Medical Countermeasures 
and Preparedness for 
Emerging Infectious Diseases

• Technologies to Reduce 
Pathogen Contamination

• Substance Use Disorders
• Antimicrobial Resistance
• Food Safety
• Quality of Compounded Drugs

Unleashing the Power 
of Data

• Product Safety Surveillance
• Diverse Data and 

Technologies 
• Artificial Intelligence
• Digital Health
• Use of Real-World 

Evidence to Support 
Medical Product 
Development and 
Regulatory Decision-
Making

Increasing Choice and 
Competition through Innovation

• Individualized Therapeutics and 
Precision Medicine

• Complex Innovative Trial Design
• Microbiome Research
• Novel Food and Food Ingredients
• Regenerative Medicine
• Advanced Manufacturing
• Increasing Access to Generic 

Alternatives for Complex Drugs 
• Product Development Tools

• Biomarkers
• Novel Technologies to Improve 

Predictivity of Non-clinical 
Studies and Replace, Reduce, and 
Refine Reliance on Animal 
Testing

• Model-Informed Product 
Development

Empowering Patients and 
Consumers

• Patient and Consumer 
Preferences and Perspectives

• Patient-Reported Outcomes 
and other Clinical Outcome 
Assessments

• Empowering Patients and 
Consumers to make Better-
Informed Decisions

2 0 2 2  Fo cus Are as o f Re g ula to ry Scie nce
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• Product Safety Surveillance
• Diverse Data and 

Technologies 
• Artificial Intelligence
• Digital Health
• Use of Real-World 

Evidence to Support 
Medical Product 
Development and 
Regulatory Decision-
Making

Increasing Choice and 
Competition through Innovation

Empowering Patients and 
Consumers

• Patient and Consumer 
Preferences and Perspectives

• Patient-Reported Outcomes 
and other Clinical Outcome 
Assessments

• Empowering Patients and 
Consumers to make Better-
Informed Decisions

www.FDA.gov/FARS



Fo cus Are as o f 
Re g ula to ry Scie nce

2 0 2 2  Up d ate
FDA aims to  stay ahead  of e volving  re g ulatory ne e d s, 
and  thus we  have  re vie we d  each of the  FARS from the  
2021 re p ort and  p rovid e d  imp ortant up d ate s to  the  
examp le s hig hlig hte d  in the  FARS.

Ad d itionally, we b olste re d  our cro ss-cu tting  top ics:
• wome n’s health, 
• minority health and  health e q uity across d ive rse  

g roup s, 
• p e d iatric health, 
• rare  d isease s, 
• oncolog y, and   
• O ne  Health.

Create d  a ne w FARS we b site   http s:/ / w w w.FDA.g o v/ FARS



“FARS 2 .0 ” – ne w  Re g ula to ry Scie nce  Fram e w o rk



Com m unicating  FDA’s scie n tific ne e d s can  b e  cha lle ng ing  
b e cause  the re  a re  d iffe re n t p e rsp e ctive s to  consid e r.

Biolog ics 
Comb ination p rod ucts 

Drug s
Med ical Device s

Ve te rinary med icine
Food

Cosme tics
Die tary sup p lements

Tob acco  p rod ucts

Racial & e thnic minoritie s
Sex and  g end e r minoritie s
Child ren and  ad ole scents
O ld e r ad ults
Immunocomp romised  p e rsons
Preg nant and  lactating  p e rsons
Pe rsons with cance r
Pe rsons with rare  d isease s
…

Artificial inte llig ence
Alte rnative  me thod s

Data science
O ne  Health

Patient-cente red  outcomes
Behavioral & social science

…

Sub stance  use  d isord e rs
Misinformation/Disinformation
Cance r
Rare  Disease s
Food  Safe ty
…

SCIENCE
NEEDS



Focus Areas of Regulatory Science 
The New Framework

Regulatory Science is the science of developing tools, standards, 
and approaches to assess the safety, efficacy, quality, and 

performance of all FDA-regulated products

FDA Mission

Protect and Advance Public Health



Focus Areas of Regulatory Science 
The New Framework

FDA Mission

Protect and Advance Public Health

Regulatory Science is the science of developing tools, standards, 
and approaches to assess the safety, efficacy, quality, and 

performance of all FDA-regulated products

The  g oal of the  frame work is to  
harne ss re g ulatory scie nce  to  ad vance  FDA’s mission.

Modernize development and evaluation of 
FDA-regulated products

Strengthen post-market surveillance and
labeling of FDA-regulated products

Invigorate public health preparedness and
response of FDA, Patients & Consumers

Charg e  I:

Charg e  II:

Charg e  III:



Focus Areas of Regulatory Science 
The New Framework

Modernize development and evaluation of 
FDA-regulated products

Focus Areas for Charge I:

A. Alte rnative  Me thod s
B. Ad vance d  Manufacturing  Ap p roache s
C. Analytical and  Comp utational Me thod s
D. Biomarke r too ls
E. Clinical O utcome  Asse ssme nt
F. Comp le x and  Nove l Clinical Trial De sig n
G. Me thod s fo r Asse ssing  Be havioral, Economic, o r Human Factors
H. Ap p roache s to  Incorp orate  Patie nt and  Consume r Inp ut
I. Me thod s to  Asse ss Re al-World  Data to  se rve  as Re al-World  Evid e nce
J . Me thod s to  Asse ss Data Source  Inte rop e rab ility

Regulatory Science is the science of developing tools, standards, 
and approaches to assess the safety, efficacy, quality, and 

performance of all FDA-regulated products

FDA Mission

Protect and Advance Public Health



Focus Areas of Regulatory Science 
The New Framework

Focus Areas for Charge II:

A. Me thod s to  Asse ss Re al-World  Data to  Sup p ort Re g ulatory De cision-Making
B. Me thod s fo r Using  and  Valid ating  Artificial Inte llig e nce  Ap p roache s
C. Nove l Clinical Trial De sig n, Statistical and  Ep id e mio log ic Me thod s
D. Automate d  Re p orting  Tools fo r Ad ve rse  Eve nts and  Active  Surve illance
E. Me thod s fo r Asse ssing  Be havioral, Economic, o r Human Factors
E. Me thod s to  Imp rove  Communication Ab out Risk to  Patie nts and  Consume rs
F. Ap p roach to  Exp and  Data Cap acity, and  Incre ase  Data Quality and  Use
G. Efforts to  Harmonize  Existing  and  Eme rg ing  Data Stand ard s

Strengthen post-market surveillance and
labeling of FDA-regulated products

Regulatory Science is the science of developing tools, standards, 
and approaches to assess the safety, efficacy, quality, and 

performance of all FDA-regulated products

FDA Mission

Protect and Advance Public Health



Focus Areas of Regulatory Science 
The New Framework

Focus Areas for Charge III:

A. Reinforce Medical Countermeasures Initiative (MCMi)/Increase preparedness and response 
for emerging public health threats.

B. Mitigate Antimicrobial Resistance 
C. Strengthen Patient and Consumer Engagement and Communication
D. Understand Substance Use and Minimize Misuse
E. Apply Population Approaches to Precision Medicine
F. Expand One Health Approaches
G. Identify and Harness Relevant Emerging Sciences & Technologies
H. Strengthen Global Product Safety Net

Invigorate public health preparedness and
response of FDA, Patients & Consumers

Regulatory Science is the science of developing tools, standards, 
and approaches to assess the safety, efficacy, quality, and 

performance of all FDA-regulated products

FDA Mission

Protect and Advance Public Health
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Racial & e thnic minoritie s
Sex and  g end e r minoritie s
Women
Child ren and  ad ole scents
O ld e r ad ults
Immunocomp romised  p e rsons
Preg nant and  lactating  p e rsons
Pe rsons with HIV infection
Pe rsons with cance r
Pe rsons with rare  d isease s
…

Artificial inte llig ence
Alte rnative  me thod s

Data science
O ne  Health

Patient-cente red  outcomes
Behavioral & social science

…

Sub stance  use  d isord e rs
Misinformation/Disinformation
Cance r
Rare  Disease s
Food  Safe ty
…

SCIENCE
NEEDS

Biolog ics 
Comb ination p rod ucts 

Drug s
Med ical Device s

Ve te rinary med icine
Food

Cosme tics
Die tary sup p lements

Tob acco  p rod ucts

Charge I & II Focus Areas Charge III Focus Areas

Subcategories Subcategories

Each  p e rsp e ctive  is cap ture d  in  the  fram e w ork p re se n te d  in  the
BAA so licita tion , and  p rio ritie s a re  p re se n te d  fo r FY 2 3 .
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O RSI is taking  ste p s to  incorp orate  the  ne w cross-cutting  Re g ulatory Scie nce  
Frame work into  our Ag e ncy-wid e  re g ulatory scie nce  p rog rams, as 
d e monstrate d  b y CERSI Re q ue st fo r Ap p lications, and  FY 23 BAA Solicitation.

(CERSI)

BAA
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Three Key 
Takeaways

 ORSI manages two extramural regulatory science research 
programs: the Broad Agency Announcement (contract 
mechanism) and the Centers of Excellence in Regulatory 
Science and Innovation (CERSI cooperative agreement grant)

 ORSI has been facilitating research and development 
contracts through the BAA for 10 years, approximately 
$700M awarded contracts to advance regulatory science.

 The Office of the Chief Scientist created a new cross-cutting  
Regulatory Science Framework, which provided the new 
structure for the BAA solicitation for FY 23.



ORSI acce le rate s innovations through 

I

ORSI acce le ra te s 
innovations th roug h  

cre ative  co llab o ra tions 
tha t ha rne ss the  

b e st scie nce .

OAGS 
• Leo
• Ian 

31creative  collab orations that harness the  b est scieTina.Morrison@fd a.hhs.g ov nce .

Partners:
nard Sacks
Weiss
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