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FY26 FDA Broad Agency Announcement (BAA) for Advanced Research 
and Development of Regulatory Science 

BAA proposal submission

• FY26 BAA solicitation version 3 has been posted January 16, 2026, on SAM.gov. (Last amendment 
posted) 

– Amendments have been highlighted: 
– FY26 BAA solicitation version 2 – amendments highlighted in yellow 
– FY26 BAA solicitation version 3 – amendments highlighted in blue 

• Please note that SAM.gov webpage appears with a version log. Please ensure the version in the 
upper-right corner for the webpage is set to the most recent date. 

https://sam.gov/workspace/contract/opp/5622acb8db634d37b3b55d607e6ba561/view
https://sam.gov/workspace/contract/opp/5622acb8db634d37b3b55d607e6ba561/view
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FY26 FDA Broad Agency Announcement (BAA) for Advanced Research 
and Development of Regulatory Science 

BAA proposal submission
• This BAA is a continuously open announcement 

– valid throughout issuance date of November 21, 2025, through the closing date of September 21, 
2026

• Optional Early Concept Paper phase has been removed from the FY26 FDA BAA 
Announcement posted on SAM.gov

• For FY26 Funding Consideration Stage I submittal Package shall be submitted no later than 5:00 
PM Eastern Standard Time* February 24, 2026.  Early application are highly encouraged 

– *change from November 21, 2025, solicitation posting
– Stage I submittal Package (see Part III: Proposal Preparation and Submission for further details) 

• Stage One Submittal Packages received after 5:01PM EST February 24, 2026, will still be 
accepted, but due to a lack of lead time and funding availability may not be considered for award 
in FY26. These submissions may be considered for award in FY27

https://sam.gov/workspace/contract/opp/5622acb8db634d37b3b55d607e6ba561/view
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FY26 FDA Broad Agency Announcement (BAA) for Advanced Research 
and Development of Regulatory Science 

BAA proposal submission Continued

Prospective Offerors are required to submit Stage One Submittal Packages with: 
1. Checklist following required template (See attachment 3) 
2. Freestanding Concept Paper following required template (See attachment 4) 
3. Freestanding Full Proposal following required template (see Attachment 5 &  

Part III for details) 

Part III: Proposal Preparation and Submission, 
Staring on Pg. 47

Section 1: The application process, Pg. 47
Section 2: Stage 1 Concept paper and Full Proposal, Pg. 49 
Section 3: Stage 2 Revised Full Proposal, Pg. 60 (Need Based Only) 
Section 4 -17 – additional important information, starting on Pg. 60
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FY26 FDA Broad Agency Announcement (BAA) for Advanced Research 
and Development of Regulatory Science 

REGULATORY SCIENCE FRAMEWORK – 
(Starting on Pg. 9)

Please specify on your submission & assign the 
most closely aligned from each areas listed in the 
FY26 BAA Announcement if your proposal is 
applicable to more than one 

• Charge Area 
• (i.e., I. modernize development and 

evaluation of FDA regulated products)
• Regulatory Science Topic Area of Interest 

• (i.e., B. Advanced Manufacturing 
Approaches)

• FDA Regulated Areas 
• (i.e., Crosscutting) 
and/or 

• Groups and Populations 
• (i.e. persons with cancer)

https://sam.gov/workspace/contract/opp/5622acb8db634d37b3b55d607e6ba561/view
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FY26 FDA Broad Agency Announcement (BAA) for Advanced Research 
and Development of Regulatory Science 

Concept Paper & Concept Paper Overview 
(attachment 4)

* Included in the 3 pages limit
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www.fda.gov * Included in the 3 pages limit

FY26 FDA Broad Agency Announcement (BAA) for Advanced 
Research and Development of Regulatory Science

Concept Paper & Concept Paper Overview 
(attachment 4)
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www.fda.gov

Full Proposal

 Full Proposal expands on the information 
provided in the freestanding Concept Paper. 

 Full Proposal must be prepared as two 
separate volumes: Volume I Technical 
Proposal and related Appendices and 
Volume II Cost Proposal and related 
Appendices.

 Volume I Technical Proposal: See Part III of 
the solicitation for preparation details 

 See Attachment 5 of the FY26 Solicitation 
for template
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BAA Proposal Evaluation
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Evaluation Points At Stage I & Stage II

Stage I Stage II

CP High-Level 
Review 

Preliminary 
High-level review

Evaluation 
of FP 

Request 
Revised FP

 
Stage II 

Receive 
incoming 
Stage I 

Submittal 
Package 

(CP & FP) 

Receive 
Revise FP

Evaluation 
of Revised 
FP

Regret 
Notification 

Program 
relevance  
established 

Complete 
submissions

Need 
Based Only 

14 days

(CP) – Concept Paper ; (FP) -  Full Proposal 

Regret 
Notification 

Negotiations 
Potential 
Award 

(based on Funds 
availability) 

Need Based Only 

Regret 
Notification 

Incomplete 
submissions

Regret 
Notification 

Negotiations 
Potential 
Award 

(based on Funds 
availability) 
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Evaluation Points At Stage I & Stage II
Preliminary 

Review of the proposal 
package for completion

Invitation 
to Full 
Proposal 

Receive 
incoming 
Stage I 
Submittal 
Package 
(CP & FP) 

Receive 
Full 
Proposal

Negotiations 

Award 

Negotiations 

Not Award 

Prospective Offerors are required to submit Stage One Submittal Packages 
with: 
1. Checklist following required template (See attachment 3) 
2. Freestanding Concept Paper following required template (See attachment 4) 
3. Freestanding Full Proposal following required template (See attachment 5 & 
Part III) 

For further details Part III: Proposal Preparation & Submission
**A submission will be considered incomplete if any critical elements are 
missing

Incomplete 
submission

Notification 
to offeror  

complete 
submission

CP moves 
forward High-
level review by 
Centers/Offices

(CP) – Concept Paper ; (FP) -  Full Proposal 
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Evaluation Points At Stage I & Stage II

Preliminary 
High-level review

Evaluation 
of White 
Paper 

Receive 
Full 
Proposal

Negotiations 

Award 

Negotiations 

Not Award 

Regret 
Notification 

Low 
Priority

Do Not 
Invite 
Letter 

Program Relevance  
established 

FP/CP Moves 
forward to Technical 

Evaluation Panel  
Evaluation

Receive 
incoming 
Stage I 
Submittal 
Package 
(CP & FP) 

(CP) – Concept Paper ; (FP) -  Full Proposal 

CP High-Level 
Review 
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Evaluation Points At Stage I & Stage II

1. Scientific and Technical Merit
2. Program Relevance 
3. Capabilities and Experience

Stage I
CP/FP will be evaluated by a peer or scientific review process 
based on the following criteria are in descending order of 
importance (Sub-criteria listed under a particular criterion are of 
equal importance):

Starting on pg. 76: Part IV: Proposal Evaluation for further details 
Evaluation 
of FP & CP 

(CP) – Concept Paper ; (FP) -  Full Proposal 
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Evaluation Points At Stage I & Stage II

Stage I
Possible Outcomes 

Evaluation 
of FP/CP 

Request Revised 
FP

 
Moves to Stage II 

Regret 
Notification 

Need Based Only 

(CP) – Concept Paper ; (FP) -  Full Proposal 

Regret 
Notification 

Negotiations 
Potential Award 

(based on funds availability) 

Negotiations 
Potential 
Award 
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Evaluation Points At Stage I & Stage II

Stage II

Review 
by centers 
and offices 

Evaluation 
of White 
Paper 

Invitation 
to Full 

Proposal 

Receive 
incoming 

White 
Paper & 

Quad Chart

Receive 
Full 

ProposalEvaluation 
of Full 
Proposal

Negotiations 
Potential 
Award 

(based on funds 
availability) 

Regret  
Notification  Low 

Rating

Do Not 
Invite 
Letter 

Receive 
incoming  
Revise 

FP

Evaluation 
of Revised 

FP 

Revised CP/FP will be evaluated by a peer or scientific review 
process based on the following criteria are in descending 
order of importance (Sub-criteria listed under a particular 
criterion are of equal importance): 
Starting on Pg. 76

1. Scientific and Technical Merit
2. Program Relevance 
3. Capabilities and Experience

(CP) – Concept Paper ; (FP) -  Full Proposal 

Need Based Only 

Regret 
Notification
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www.fda.gov

FY26 Application Process/Dates Reminders 

• Submit all required documents for Stage One Package (Checklist, Concept Paper, Full Proposal), 
SOW, etc. (See Part III for further details) 

• Submit PDF documents only for required files 

• Please contact FDABAA@fda.hhs.gov or BAA contracting Officer (Ian.Weiss@fda.hhs.gov) for any 
questions or clarifications

• Please do not contact any other FDA Staff 

• Complete all fields of the Concept Paper (Cover Table and Overview; attachment 4) and Full Proposal 
(See attachment 5 for Volume I- Technical Proposal)

• For FY26 Funding Consideration Stage I submittal Package shall be submitted no later than 5:00 PM 
Eastern Standard Time* February 24, 2026.  

      Early application are highly encouraged. 
*change from November 21, 2025, solicitation posting

mailto:FDABAA@fda.hhs.gov


www.fda.gov

Contact FDABAA@fda.hhs.gov for any additional questions or clarifications

mailto:FDABAA@fda.hhs.gov
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