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Overview

• FDA Broad Agency Announcement 
• FY24 Solicitation Updates
• Concept Paper 
• Volume I of Technical Proposal
• Dates and Steps to Remember

Recording of the full event (including closed captioning and an audio transcript), presentation slides, 
responses to polls, and answers to all questions (received via email to FDABAA mailbox and live) will be 
posted on FY24 FDA Broad Agency Announcement Question and Answer Session - 01/16/2024 | FDA

https://www.fda.gov/science-research/advancing-regulatory-science/fy24-fda-broad-agency-announcement-question-and-answer-session-01162024
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www.fda.gov

FDA Broad Agency Announcement
 FDA has been soliciting proposals to advance the state of the art within the 

regulatory research areas through a specialized contract mechanism known as 
FDA's Broad Agency Announcement (BAA) 

 FDA BAA Webpage: Regulatory Science Extramural Research and Development 
Projects | FDA

 BAA as described in the Federal Acquisition Regulations (FAR), may only be issued 
for the procurement of Research and Development (R&D). See Page 106 of the 
solicitation for additional details. 
 Basic research 
 Applied research 
 Development

https://www.fda.gov/science-research/advancing-regulatory-science/regulatory-science-extramural-research-and-development-projects
https://www.fda.gov/science-research/advancing-regulatory-science/regulatory-science-extramural-research-and-development-projects
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FAR Definitions for R&D
Basic research - Research directed toward increasing knowledge in science. The primary aim of basic 
research is a fuller knowledge or understanding of the subject under study, rather than any practical 
application of that knowledge (FAR 2.101(b)(2))
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FAR Definitions for R&D cont..
Applied research - The effort that (a) normally follows basic research, but may not be severable from the 
related basic research; (b) attempts to determine and exploit the potential of scientific discoveries or 
improvements in technology, materials, processes, methods, devices, or techniques; and (c) attempts to 
advance the state of the art. When being used by contractors in cost principle applications, this term does 
not include efforts whose principal aim is the design, development, or testing of specific items or services 
to be considered for sale; these efforts are within the definition of “development,” given below (See FAR 
35.001).
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FAR Definitions R&D cont..
Development - The systematic use of scientific and technical knowledge in the design, development, 
testing, or evaluation of a potential new product or service (or of an improvement in an existing product or 
service) to meet specific performance requirements or objectives. It includes the functions of design 
engineering, prototyping, and engineering testing; it excludes subcontracted technical effort that is for the 
sole purpose of developing an additional source for an existing product and the development of a specific 
system or hardware procurement (See FAR 35.001). 
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www.fda.gov

BAA Application Process Updates

 All submissions require a freestanding Concept Paper and freestanding 
Full Proposal 

Concept Paper
High-level 
evaluation

Stage I

Award Stage II

Award Regret 
notification

Regret 
notification

Regret 
notification

Concept Paper will be evaluated to conduct a High-
Level review to determine potential program alignment 
with FDA priorities and mission

Technical Proposal will be evaluated by a panel of 
subject matter experts

Revised Full Proposal will be evaluated by panel of 
subject matter experts (same as Stage I)
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www.fda.gov Slide updated after presentation

FDA BAA FY24 Solicitation Updates
 Amendments

 Charge I, Regulatory Research Topic I: Approaches to Incorporate Patient and 
Consumer Input, product area: Devices.  See Page 34 for details.

 Optional Early Concept Papers
 Optional Early Concept Paper: Submission was NOT needed as a qualification 

step for consideration of a Stage One Package for FY24 BAA Applications

 Total applications received: 202 with Stage One package submit recommendation 
was made for 86 and Do Not Submit recommendation for 116. Numbers by 
charge are available on  Regulatory Science Extramural Research and 
Development Projects | FDA

 Reason for Do Not Submit recommendation was predominantly lack of alignment 
with FDA's program priorities.

https://www.fda.gov/science-research/advancing-regulatory-science/regulatory-science-extramural-research-and-development-projects
https://www.fda.gov/science-research/advancing-regulatory-science/regulatory-science-extramural-research-and-development-projects
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www.fda.gov

Concept Paper
 See Part III of the solicitation for preparation details 

 See Attachment 4 of the FY24 Solicitation for template (Pages 103-104) 

Concept Paper Cover Table

Concept Paper Overview
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www.fda.gov

Concept Paper

• Charge Area
• Regulatory Science Topic Area 

of Interest
• FDA Regulated Areas
• Demographics and Populations
• Primary Research Area
• Secondary Research Area
• Offeror, Contact Information, 

Principal Investigator
• Research and Development 

Justification
• Optional Early Concept Paper 

Status

Concept 
Paper 
Cover 
Table*

* Included in the 3 pages limit



11

11

www.fda.gov

Concept Paper
•Charge Area
•Regulatory Science Topic 

Area of Interest
•FDA Regulated Areas
•Demographics and 

Populations
•Primary Research Area
•Secondary Research Area
•Offeror, Contact Information, 

Principal Investigator
•Research and Development 

Justification
•Optional Early Concept Paper 

Status

Concept 
Paper 
Cover 
Table*

* Included in the 3 pages limit

See Page 8 of 
solicitation for
Table 1
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www.fda.gov

Concept Paper
•Charge Area
•Regulatory Science Topic 

Area of Interest
•FDA Regulated Areas
•Demographics and 

Populations
•Primary Research Area
•Secondary Research Area
•Offeror, Contact Information, 

Principal Investigator
•Research and Development 

Justification
•Optional Early Concept Paper 

Status

Concept 
Paper 
Cover 
Table*

* Included in the 3 pages limit

See Page 8 of 
solicitation for
Table 1
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www.fda.gov

Concept Paper
•Charge Area
•Regulatory Science Topic 

Area of Interest
•FDA Regulated Areas
•Demographics and 

Populations
•Primary Research Area
•Secondary Research Area
•Offeror, Contact Information, 

Principal Investigator
•Research and Development 

Justification
•Optional Early Concept Paper 

Status

Concept 
Paper 
Cover 
Table*

* Included in the 3 pages limit

See Page 8 of 
solicitation for
Table 1
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www.fda.gov

Concept Paper
•Charge Area
•Regulatory Science Topic 

Area of Interest
•FDA Regulated Areas
•Demographics and 
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•Primary Research Area
•Secondary Research Area
•Offeror, Contact Information, 

Principal Investigator
•Research and Development 

Justification
•Optional Early Concept Paper 

Status

Concept 
Paper 
Cover 
Table*

* Included in the 3 pages limit

See Page 8 of 
solicitation for
Table 1
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www.fda.gov

Concept Paper
•Charge Area
•Regulatory Science Topic 

Area of Interest
•FDA Regulated Areas
•Demographics and 

Populations
•Primary Research Area
•Secondary Research Area
•Offeror, Contact Information, 

Principal Investigator
•Research and Development 

Justification
•Optional Early Concept Paper 

Status

Concept 
Paper 
Cover 
Table*

* Included in the 3 pages limit

See Page 8 of 
solicitation for
Table 1
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www.fda.gov

Concept Paper
• Charge Area
• Regulatory Science Topic 

Area of Interest
• FDA Regulated Areas
• Demographics and 

Populations
• Primary Research Area
• Secondary Research Area
• Offeror, Contact 

Information, Principal 
Investigator

• Research and Development 
Justification

• Optional Early Concept 
Paper Status

Concept 
Paper 
Cover 
Table*

* Included in the 3 pages limit

Example for Primary and/or Secondary Research Area

III.A.2.c

III.A.6.a

III.A.3.a.ii
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Concept Paper

• Charge Area
• Regulatory Science Topic Area 

of Interest
• FDA Regulated Areas
• Demographics and Populations
• Primary Research Area
• Secondary Research Area
• Offeror, Contact Information, 

Principal Investigator
• Research and Development 

Justification
• Optional Early Concept Paper 

Status

Concept 
Paper 
Cover 
Table*

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

Concept Paper

• Charge Area
• Regulatory Science Topic Area 

of Interest
• FDA Regulated Areas
• Demographics and Populations
• Primary Research Area
• Secondary Research Area
• Offeror, Contact Information, 

Principal Investigator
• Research and Development 

Justification
• Optional Early Concept Paper 

Status

Concept 
Paper 
Cover 
Table*

* Included in the 3 pages limit

If Optional Early Concept Paper NOT submitted: NO
If Optional Early Concept Paper submitted: YES
If YES and Optional Early Concept Paper recommended for 
submission: Provide primary research area and BAA number
If YES and Optional Early Concept Paper NOT recommended for 
submission: State primary research area and  “Not Recommended”
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www.fda.gov

Concept Paper

• Research Strategy- 
Aims, Methods and 
Considerations

• Regulatory Science 
Impact

• Proposed 
Deliverables and 
Funding

Concept 
Paper 

Overview# 

#If FDA recommends a Stage One Package Submission for an Optional Early Concept 
Paper, a revised concept paper may be submitted, and the submitted version should 
highlight any fields that were revised from the version of the Optional Early Concept 

Paper.
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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 FY24 Solicitation for template (pages 105-111)

Volume I Checklist

Volume I Technical Proposal

Volume I Technical Proposal Appendix

Volume I 
Technical 

Proposal of Full 
Proposal 
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www.fda.gov, slide updated after presentation to reflect FY24 BAA Announcement version 6 

Volume I- Technical Proposal of Full Proposal
 Volume I Technical Proposal and related Appendices

Items 4-11 
included in 50 
page limit 

Included in 30 
pages limit 
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Volume I- Technical Proposal
 Volume I Technical Proposal: Scientific and Technical Information
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www.fda.gov

 Volume I Technical Proposal: Scientific and Technical Information 
(Continued)
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Volume I- Technical Proposal
 Volume I Technical Proposal: Regulatory Science Impact
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www.fda.gov

Volume I- Technical Proposal
 Volume I Technical Proposal: Resources Proposed
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www.fda.gov slide updated after presentation to reflect FY24 BAA Announcement version 6 

Dates to Remember
Due Date Description Outcome

02/20/2024 Stage One package 
submission *

Begin review for FY24 
funding consideration

02/21/2024-
09/20/2024

Stage One package 
submission *

Marked as late 
submissions and may 
be considered for FY25 
funding

*Submissions in PDF format only and email (attachments in same email) to 
FDABAA@fda.hhs.gov by 11:59 pm, Eastern Standard Time. Stage One package 
submission includes:
 1. Checklist- attachment 3
 2. Freestanding Concept Paper- attachment 4
 3. Freestanding Full Proposal- Part III for details    

mailto:FDABAA@fda.hhs.gov
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Steps to Remember
Description Email Subject Line Outcome

Optional Early Concept 
Paper Recommended for 
Stage One Package 
Submission

BAA Number_Concept 
Paper with Full Proposal” 
in pdf format (highlight 
any revised fields of the 
Concept Paper) 

Begin review of Full 
Proposal

New Submission * Charge Area_FDABAA-24-
00123 Concept Paper 
with Full Proposal

Conduct high-level review 
of Concept Paper

*and/or Optional Early Concept Paper NOT Recommended for Stage One Package 
Submission with revisions



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

 

mailto:FDABAA@fda.hhs.gov
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