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Overview

• Application process overview
• Application process updates
• Concept Paper 
• Technical Proposal
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BAA Application Process Updates
 All submission 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
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BAA Application Process Updates

Process Past Current

High-Level 
Evaluation

Quad 
Chart

Concept Paper

Stage I White 
Paper

Full Proposal

Stage II Full 
Proposal

Revised Full 
Proposal (as 
needed)

 All submission require a freestanding Concept Paper and
freestanding Full Proposal

 Optional Early Concept Paper
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Concept Paper
 Concept Paper will be evaluated to conduct a High-Level review to determine potential 

program alignment with FDA priorities and mission

 See Attachment 4 of the FY24 Solicitation

 Optional Early Concept Paper

Concept Paper Cover Page

Concept Paper Overview
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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 
Page*

* Included in the 3 pages limit
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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 
Page*

* Included in the 3 pages limit
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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 
Page*

* Included in the 3 pages limit
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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 
Page*

* Included in the 3 pages limit
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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 
Page*

* 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 
Page*

* Included in the 3 pages limit
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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 
Page*

* 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



13

13

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 
Page*

* Included in the 3 pages limit



14

14

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 
Page*

* Included in the 3 pages limit
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Concept Paper

• Research Strategy-
Aims, Methods and 
Considerations

• Regulatory Science 
Impact

• Proposed 
Deliverables and 
Funding

Concept 
Paper 

Overview 
*

* Included in the 3 pages limit
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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.
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Full Proposal
 Volume I Technical Proposal and related Appendices
 See Attachment 5 of the FY24 Solicitation
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Dates to Remember
Due Date Description Outcome

11/6/2023 Optional Early 
Concept Paper 
Submission

Communicate 
Recommend/Do 
Not 
Recommend stage 
I package 
submission

01/12/2024 Last date for FDA to 
post any amendments 
to the FY24 BAA 
solicitation

Communicate 
updated funding 
priorities for FDA

02/19/2024 Stage I package 
submission

Begin review for 
FY24 funding
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