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What is a  BROAD AGENCY 
ANNO UNCEMENT (BAA)?

Broad  Ag e ncy Announce me nt (BAA) which 
se ts forth re search areas of inte re st fo r the  
Food  and  Drug  Ad ministration, is issue d  
und e r FAR 35.016(c) o f the  Fe d e ral 
Acq uisition Re g ulation (FAR)

BAA make s it p ossib le  for us to  so licit 
innovative  id eas and  ap p roache s b y tap p ing  
into  exte rnal knowle d g e  and  infrastructure  in 
areas whe re FDA has limite d  exp e rtise  or 
cap acitie s 

Industry

FDAAcademia 
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Backg ro und

FDA BAA was launche d  in 2012 to  ad vance  and  p romote  re g ulatory 
scie nce  within sp e cifie d  re search areas of inte re st hig hlig hte d  in the  
BAA so licitation

It is an extramural R&D co ntract  m e chan ism  for which FDA acce p ts 
white p ap e rs from any scie nce  and  te chnolog y-b ase d  firms as we ll as 
acad e mia within and  outsid e  of the  country

BAA so licitation announce me nt is re ne w e d  o n  an  annua l b asis to  
re fle ct FDA’s scie ntific p rioritie s for extramural re search
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BAA Re vie w  Pro ce ss

Stage I Review Stage II Review Decision: awarded, 
revised, rejected 

• White p ap e r & 
Quad  Chart 
sub mission 

• Pane l e valuation 
• Invitation/Do 

not Invite  
d e cision 

• Full Te chnical 
p rop osal & Cost 
p rop osal 
sub mission 

• Pane l e valuation
• Fund ing  

consid e ration  

• Contract 
ne g otiations

• Prop osal 
re sub mission  

• Re g re t 
no tifications
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Eva lua tio n  Crite ria  

Scie ntific and  
Te chn ica l Me rit

Im p o rtance  to  
Ag e ncy p ro g ram s

Cap ab ilit ie s & 
Exp e rie nce  

 De g re e  of innovation
 Sound ne ss, feasib ility and  valid ity 

of the  p rop ose d  p lans
 Und e rstand ing  of the  scop e  and  

te chnical e ffort

 Inform re g ulatory d e cision-making
 Ad d re sse s an imp ortant ne e d  in the  

areas of re g ulatory scie nce

 Qualification and  exp e rie nce  
 Re search Manag e me nt   
 Partne rship  with p ub lic and  p rivate  

e ntitie s
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BAA vs. RFP (Re q ue st  fo r Pro p o sa l)
Me chan ism Pre m ise  The  Sta te m e nt o f Wo rk Pro p o sa l 

Co m p ariso n
Re vie w  
p ro ce ss

BAA Scie ntific stud y and  
exp e rime ntation d ire cte d  
toward  ad vance me nt of 
the  art o r increasing  
knowle d g e  or 
und e rstand ing

The  g ove rnme nt d rafts a 
state me nt of ob je ctive  or 
g e ne ral re search inte re st/  
state me nt of the  re g ulatory 
challe ng e . The  O ffe rors d raft 
the ir own state me nt of 
work and  te chnical ap p roach.

Prop osals contain 
stand -alone  uniq ue  
ap p roache s. The y 
are  not comp are d  
to  a common SO W

Streamline d  
re g ard le ss of the  
fund ing  amount

Re q ue st  fo r 
Pro p o sa l 
(RFP)

focuse s on a sp e cific 
re q uire me nt for syste m, 
hard ware  so lution and  
se rvice s

The  g ove rnme nt d rafts a 
common SO W to  which all 
o ffe rors p rop ose

All p rop osals are  
inte nd e d  to  
accomp lish the  
same  thing

It varie s b ase d  on 
the  fund ing  
amount and  the  
typ e  of acq uisition



BAA and  CERSI
CERSI and  BAA can b e  use d  for FDA exte rnal co llab orations to  ad d re ss re g ulatory scie nce  ne e d . 
Re search re sults from b oth should  b e  d isse minate d  p ub licly. Both use s the  curre nt Re g ulatory 
Scie nce  Frame work. 
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BAA  (Bro ad  Ag e ncy Anno unce m e nt) CERSI (Ce nte rs o f Exce lle nce  in  Re g ula to ry Scie nce  
and  Inno vatio n)

R&D Contract me chanism A coop e rative  ag re e me nt und e r a g rant me chanism

BAA p ro je cts can b e  award e d  to  any e ntity as p e r the  
e lig ib ility crite ria

Pro je cts are  only award e d  to  the  e stab lishe d  CERSI’s (can 
sub -award  to  o the r e ntitie s)

De live rab le s and  mile stone s are  sp e cific and  must p rovid e  a 
d ire ct b e ne fit to  the  ag e ncy (p rog ram re le vance )

Pro je cts should  ad d re ss are as outline d  in FDA’s Re g ulatory 
Scie nce  Frame work, re sults should  b e ne fit the  p ub lic

BAA Announce me nt is re ne we d  e ve ry ye ar fo r so licitation 
p urp ose s and  award s are  mad e  on an annual b asis 

Fund ing  O p p ortunity Announce me nt for CERSI Prog ram is 
typ ically issue d  e ve ry 5 ye ars (ne w fund ing  op p ortunity is 
curre ntly op e n, se e  RFA-FD-23-004) 

BAA p rop osals are  d rafte d  ind e p e nd e ntly without any FDA 
inp ut and  e valuate d  for me rit, re le vance  and  cap ab ility b y 
the  FDA Te chnical e valuation p ane l fo r an award

Re se arch p ro je cts are  cond ucte d  throug h co llab orative  
inte ractions b e twe e n CERSIs and  FDA scie ntific e xp e rts from 
the  fund ing  Ce nte rs/O ffice s.

FDA is allowe d  to  share  confid e ntial clie nt information (CCI) 
und e r a BAA

No CCI can b e  share d  und e r a coop e rative  ag re e me nt/g rant 
me chanism
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 BAA FY2 3  So licita t io n  Anno unce m e nt is 
ava ilab le  o n  Sam .g o v

 http s:/ /sam.g ov/op p /6fd 7b b ae d d 8949788
71d e92ea572e354/view

Majo r Up d ate s 
 Re search Area of Inte re st 

BAA Regulatory Science Categories

Area 1: Modernize Toxicology to Enhance Product Safety

Area 2: Stimulate Innovation in Clinical Evaluation & Personalized Medicine to 
Improve Product Development and Patient Outcomes
Area 3: Support New Approaches to Improve Product Manufacturing and 
Quality

Area 4:Ensure FDA Readiness to Evaluate Emerging Technologies

Area 5: Facilitate Development of Medical Countermeasures to Protect 
Against Threats to U.S. and Global Health and Security

Area 6: Harness Diverse Data through Information Sciences to Improve Health 
Outcomes

Area 7: Implement a New Prevention-Focused Food Safety System to Protect 
Public Health

Area 8: Strengthening Social and Behavioral Science at FDA by Enhancing 
Audience Understanding

Area 9: Strengthening the Global Product Safety Net

I. Modernize development and evaluation of FDA-regulated products
A. Alternative Methods
B. Advanced Manufacturing Approaches
C. Analytical and Computational Methods
D. Biomarkers
E. Clinical Outcome Assessment
F. Complex and Novel Clinical Trial Design
G. Predictive Toxicology
H. Methods for Assessing Behavioral, Economic, or Human Factors
I. Approaches to Incorporate Patient and Consumer Input
J. Methods to Assess Real-World Data to serve as Real-World Evidence
K. Methods to Assess Data Source Interoperability

II. Strengthen post-market surveillance and labeling of FDA-regulated products
A. Methods to Assess Real-World Data to Support Regulatory Decision-Making
B. Using and Validating Artificial Intelligence Approaches
C. Novel Clinical Trial Design, Statistical and Epidemiologic Methods
D. Automated Reporting Tools for Adverse Events and Active Surveillance
E. Methods to Improve Communication About Risk to Patients and Consumers
F. Approach to Expand Data Capacity, and Increase Data Quality and Use
G. Efforts to Harmonize Existing and Emerging Data Standards

III. Invigorate public health preparedness and response of the FDA, patients, and 
consumers
A. Reinforce Medical countermeasures Initiative (MCMi)
B. Antimicrobial Resistance
C. Patient and Consumer Engagement
D. Substance Use and Misuse
E. One Health Approaches
F. Global Product Safety net

BAA So licita t io n  Up d ate
Co m p le te d  Activit ie s

https://sam.gov/opp/6fd7bbaedd894978871de92ea572e354/view
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Nov 2022 Dec 2022 J an 2023 Feb 2023 Mar 2023 Apr 2023 May 2023 Jun 2023 Jul 2023 Aug 2022 Sept 2022

BAA

NOV 14, 2022

White Paper DUE Jan 23, 
2023 (FY23 funding 
consideration) All invitation requests for 

Full proposal are usually sent 
out by mid May (FP due in 30 
days)

Proposal revision, 
clarification and contract 
negotiations 

Whitepaper solicited 

Whitepaper review   

Full proposal review 

BAA FY2 0 2 3  Tim e line
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BAA p ro p o sa ls and  aw ard s 
In  FY 2 0 2 2 , O RSI 
coord inate d  and  facilitate d  
re vie ws for

• 184 White p ap e rs
• 69 Full Prop osals
• 45 Full p rop osals 

we re  fund e d

FY1 8 -FY2 2
Full Prop osal Invite  rate  ~ 40%
Award  rate  ~ 64% 

BAA Prop osals and  award s

159 166

196 192
184

64
72 79 76 69

39
53 48 45 45

FY18 FY19 FY20 FY21 FY22

Whiteapper received Full proposal invited Contract awarded



12

FDA Inve stm e nts in  BAA (FY1 8 -FY2 2 )

FY18 FY19 FY20 FY21 FY22

Number of contracts 39 53 48 45 45

 Obligated Dollar Amount $28,230,765.55 $55,266,341.17 $55,289,690.12 $46,112,948.13 $142,495,425.15

 Final Dollar Amount $41,786,669.77 $69,839,526.94 $71,253,309.81 $73,834,242.13 $202,527,229.11

39 53 48 45 45

$28.23 
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FY22 Award s: http s:/ /sam.g ov/op p /e 1455e a0c92c4b 04b 10d 9c793ab 0112c/vie w

https://sam.gov/opp/e1455ea0c92c4b04b10d9c793ab0112c/view
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BAA Aw ard s Pe r Ce nte r/ O ffice  (FY1 8  - FY2 2 )

• CDER - Cente r for Drug  Evaluation and  
Re search

• CBER - Cente r for Bio log ics Evaluation and  
Re search

• CDRH - Cente r for Device s and  Rad io log ical 
Health

• O C - O ffice  of the  Commissione r
• O CE – The  O ncolog y Cente r of 

Exce llence  
• O CET - O ffice  of Counte rte rrorism 

and  Emerg ing  Threats 
• O MHHE - O ffice  of Minority Health 

and  Health Eq uity 
• O WH - O ffice  of Women’s Health
• National Cente r for Toxico log ical 

Research 
• CTP – Cente r for Tob acco
• CVM- Cente r for Ve te rinary med icine  
• CFSAN – Cente r for Food  Safe ty and  Ap p lied  

Nutrition 
• O RA - O ffice  of Reg ulatory Affairs 

63%9%

7%

18%
1%0%1%1%

BAA Awards per Center & Office

CDER

CBER

CDRH

OC

CTP

CVM

CFSAN

ORA
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BAA Aw ard s (FY2 1 -FY2 2 )

• O ffe rors may includ e  sing le  
e ntitie s or te ams from p rivate  
se ctor org anizations, acad e mic 
institutions and  fe d e rally fund e d
re search and  d e ve lop me nt 
ce nte rs

• Small Busine sse s are  strong ly 
e ncourag e d  to  ap p ly 

Academic 
Institution

62%
Govt 

organization 
1%

Healthcare 
Institution 

9%

Indutry
15%

Nonprofit
13%

AWARD RECIPIENTS
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BAA Aw ard  Alig nm e nt w ith  Fram e w o rk
BAA Charg e s w ith  To p ic Are as FY 2 1  aw ard s FY2 2  aw ard s 

I.  Mo d e rn ize  d e ve lo p m e nt and  e va lua tio n  o f FDA-re g u la te d  p ro d ucts
A. Alte rnative  Me thod s 1 2
B. Ad vance d  Manufacturing  Ap p roache s  (includ e s MCMi) 3 5
C. Analytical and  Comp utational Me thod s 5 6
D. Biomarke rs 1 0
E. Clinical O utcome  Asse ssme nt 3 1
F. Comp le x and  Nove l Clinical Trial De sig n 2 1
G. Pre d ictive  Toxicolog y 2 0
H. Me thod s for Asse ssing  Be havioral, Economic, or Human Factors 0 0
I. Ap p roache s to  Incorp orate  Patie nt and  Consume r Inp ut 0 1

J. Me thod s to  Asse ss Re al-World  Data to  se rve  as Re al-World  Evid e nce 1 3
K. Me thod s to  Asse ss Data Source  Inte rop e rab ility 0 0

II.  Stre ng the n  p o st-m arke t su rve illance  and  lab e ling  o f re g u la te d  p ro d ucts
A. Me thod s to  Asse ss Re al-World  Data to  Sup p ort Re g ulatory De cision-Making 2 3
B. Using  and  Valid ating  Artificial Inte llig e nce  Ap p roache s 2 2
C. Nove l Clinical Trial De sig n, Statistical and  Ep id e miolog ic Me thod s  1 1
D. Automate d  Re p orting  Tools for Ad ve rse  Eve nts and  Active  Surve illance 2 2
E. Me thod s to  Imp rove  Communication Ab out Risk to  Patie nts and  Consume rs 3 2
F. Ap p roach to  Exp and  Data Cap acity, and  Incre ase  Data Quality and  Use     0 2
G. Efforts to  Harmonize  Existing  and  Eme rg ing  Data Stand ard s 0 1

III.  Invig o ra te  p ub lic he a lth  p re p a re d ne ss and  re sp o nse  o f the  FDA, p a tie n ts, and  co nsum e rs
A. Re inforce  Me d ical Counte rme asure s Initiative  (MCMi) 6 2
B. Antimicrob ial Re sistance 5 7
C. Patie nt and  Consume r Eng ag e me nt 0 0
D. Sub stance  Use  and  Misuse 4 4
E. O ne  He alth Ap p roache s 0 0
F. Glob al Prod uct Safe ty ne t 1 0

8-12 4-5
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O utco m e  o f In te re st

Ad vance  
Re g ula to ry 

Scie nce  

Ca ta lyze  Actio n
- ad op tion/ad ap tation of 

find ing s b y g ove rnme nt o r b y 
ind ustry,  use  of find ing s in 

ad vocacy, p rofe ssional socie ty 
me e ting , cre ating  or 

re orie nting  p artne rship s, 
imp act on a p rod uct on the  

marke t

Disse m ina te
Scie n tific Kno w le d g e

- Manuscrip t, 
p ub lications e tc. 

In fo rm  Re g ula to ry 
De cisio n  Making
- Policy, Stand ard , 
Guid ance  d oc e tc. 

To o l d e ve lo p m e nt 
- Ne w Inve ntions and  
te chnolog ie s, Mod e l 

informe d  d rug  
d e ve lop me nt  
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A succe ss sto ry 
2 1 st  Ce ntury Cure s Act  (2 0 1 6 )

FDA estab lished  a p rog ram to  e valuate  the  
p ote ntial use  of real-world  e vid e nce  (RWE) 

Draft frame work issued  in De ce mb e r 2018: 
https://www.fda.gov/media/120060/download

https://www.fda.gov/media/120060/download
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A succe ss sto ry 

Re g ula to ry Scie nce  Cha lle ng e : Use  non-inte rve ntional (ob se rvational) stud y d e sig ns to  g e ne rate  
real-world  e vid e nce  (RWE). Factors may influe nce  the  clinical outcome s of such stud ie s and  b ias the  
re sults.

Scie n tific Ap p ro ach : In the  ab se nce  of rand omization, ad vance d  e p id e miolog ic and  statistical 
me thod s have  b e e n d e ve lop e d  to  mitig ate  such b ias, b ut the se  me thod s have  not b e e n exte nsive ly 
te ste d . 

BAA co llab o ra t io ns: FDA CDER O MP launche d  a p artne rship  
with the  Brig ham and  Wome n’s Hosp ital/Harvard  Me d ical School. 
Multip le  non-inte rve ntional stud ie s that inve stig ate d  q ue stions 
similar to  clinical trials (30 p hase  3/4 rand omize d ) we re  d e sig ne d  
and  exe cute d , and  the  re sults of the se  stud ie s we re  comp are d  to  
the  corre sp ond ing  clinical trials.

Sum m ary Re su lts: With d ata that are  fit-for-p urp ose  and  
p rop e r d e sig n and  analysis, non-rand omize d  real- world  
e vid e nce  stud ie s can come  to  similar conclusions ab out a 
d rug ’s e ffe ct as rand omize d  trials. 

http s:/ /healthp olicy.d uke .e d u/events/find ing s-d up licate -d e monstration-p ro ject

https://healthpolicy.duke.edu/events/findings-duplicate-demonstration-project
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A succe ss sto ry 

• Disse m ina te  Scie ntific kno w le d g e : Me thod s, ob je ctive , and  initial re sults 
we re  p ub lishe d , Pub lic workshop : Fe b 16, 2021, and  May10, 2022

• In fo rm  Re g ula to ry De cisio n  Making :  le ssons learne d , and  knowle d g e  
g aine d  will inform a future  FDA g uid ance  d ocume nt to  ad d re ss the  use  of 
non-inte rve ntional stud y d e sig n to  asse ss d rug  e ffe ctive ne ss. Draft g uid ance  
for ind ustry issued  in Se p , O ct, Nov, & De c 2021

• Cata lyze  Actio n : This p ro je ct has catalyze d  exte rnal action. Thre e  o the r 
g roup s, O PERAND, O HDSI, and  the  Yale /Mayo CERSI have  launche d  similar 
d up lication p ro je cts. EMA have  p ub licly e nd orse d  this g e ne ral ap p roach. 

https://mrctcenter.org/blog/projects/real-world-evidence/
https://www.ohdsi.org/
https://medicine.yale.edu/core/current_projects/cersi/research/
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Succe ss Sto ry Ackno w le d g e m e nts and  
Re fe re nce s 

Dr. Ke nne th Quinto, CDER – O ffice  of Me d ical Policy (O MP)
Dr. Dianne  Paraoan, CDER – O ffice  of Me d ical Policy (O MP)
Que stions: CDERMedicalPolicy-RealWorldEvidence@fda.hhs.govR Medical Policy-Real World 
Evidence

– https://pubmed.ncbi.nlm.nih.gov/30636285/
– https://www.rctduplicate.org/
– https://healthpolicy.duke.edu/events/findings-duplicate-demonstration-project
– https://www.fda.gov/drugs/news-events-human-drugs/fda-issues-draft-guidances-real-world-evidence-

prepares-publish-more-future
– https://pink.pharmaintelligence.informa.com/PS122984/Real-World-Data-Could-Get-Boost-From-Trial-

Replication-Project
– https://www.fda.gov/drugs/news-events-human-drugs/real-world-evidence-safety-potential-tool-

advancing-innovative-ways-develop-new-medical-therapies

mailto:CDERMedicalPolicy-RealWorldEvidence@fda.hhs.gov
https://pubmed.ncbi.nlm.nih.gov/30636285/
https://www.rctduplicate.org/
https://healthpolicy.duke.edu/events/findings-duplicate-demonstration-project
https://www.fda.gov/drugs/news-events-human-drugs/fda-issues-draft-guidances-real-world-evidence-prepares-publish-more-future
https://pink.pharmaintelligence.informa.com/PS122984/Real-World-Data-Could-Get-Boost-From-Trial-Replication-Project
https://www.fda.gov/drugs/news-events-human-drugs/real-world-evidence-safety-potential-tool-advancing-innovative-ways-develop-new-medical-therapies
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