o2y U.S. FOOD & DRUG

ADMINISTRATION

FDA Broad Agency Announcement (BAA)
Questions and Answers Session

Kinnera Chada, PhD, PMP
BAA Program Leader, Office of Regulatory Science and
Innovation (ORSI), FDA
January 16, 2024



Overview

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

 FDA Broad Agency Announcement
* FY24 Solicitation Updates

* Concept Paper

* Volume | of Technical Proposal

* Dates and Steps to Remember


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

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

www.fda.gov


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

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))



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).



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).



BAA Application Process Updates

» All submissions require a freestanding Concept Paper and freestanding

Full Proposal
Concept Paper
High-level
evaluation
|
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Regret

AEne notification

www.fda.gov

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 )



FDA BAA FY24 Solicitation Updates FOA

> Amendments

» Charge |, Regulatory Research Topic |: 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 alighnment
with FDA's program priorities.
www.fda.gov Slide updated after presentation 8


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

Concept Paper
» See Part Il 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

www.fda.gov 9



Concept Paper FOA

Project Title:
R Charge Area Charge Area: ll?:g:lelz:zory Science Topic Area of
° Regulatory Science Topic Area FD_A Regulated Areas: Demographics and Populations:
Primary Research Area: Secondary Research Area:
of Interest Offeror: Offeror Contact Information:
N -
* FDA Regulated Areas Eonni
H H Phone-
.
Demographlcs and Populatlons Principal Investigator: Affiliations:
® Prima ry Research Area Research and Development Justification: Broad Agency
Announcements, as described in the Federal Acquisition Regulations
® Secondary Research Area (FAR), may only be issued for the procurement of Research and
Off © Inf q Development (R&D). All acquisitions resulting from this announcement must
® eror, ontact Inform at|on; meet one or more of the FAR definitions for basic research (See FAR
Principa| Investigator 2.101(b)(2)), applied research (See FAR 35.001) and development (See
FAR 35.001). Include a brief and clear justification describing how the
e Research and Development project falls under the FAR requirements for R&D work.
Justification Between 10/3/2023 to 11/6/2023, has the Offeror submitted an Optional
Early Concept Paper for FY24 BAA? Yes/No. If Yes, state
° Optional Early Concept Pa per Primary Research Area (i.e, 11.B.7.e) and

Status

* Included in the 3 pages limit

www.fda.gov 10




Concept Paper

eCharge Area

e Regulatory Science Topic
Area of Interest

*FDA Regulated Areas

e Demographics and
Populations

e Primary Research Area

eSecondary Research Area

¢ Offeror, Contact Information,
Principal Investigator

eResearch and Development
Justification

*Optional Early Concept Paper
Status

Concept
Paper

Cover
Table*

* Included in the 3 pages limit

Project Title:
— Charge Area: Regulatory Science Topic Area of
Interest:
FDA Regulated Areas: Demographics and Populations:
Primary Research Area: Secondary Research Area:
Offeror: Offeror Contact Information:
Name-
Email-
Phone-
Principal Investigator: Affiliations:

Research and Development Justification: Broad Agency
Announcements, as described in the Federal Acquisition Regulations
(FAR), may only be issued for the procurement of Research and
Development (R&D). All acquisitions resulting from this announcement must
meet one or more of the FAR definitions for basic research (See FAR
2.101(b)(2)), applied research (See FAR 35.001) and development (See
FAR 35.001). Include a brief and clear justification describing how the
project falls under the FAR requirements for R&D work.

Between 10/3/2023 to 11/6/2023, has the Offeror submitted an Optional
Early Concept Paper for FY24 BAA? Yes/No. If Yes, state
Primary Research Area (i.e, [1.B.7.e) and

www.fda.gov

—)

FDA-Regulated

Demographics &
Pepulations

Table 1: Areas of regulatory science research

priority for FDA in FY 24. For each charge

{rows), the "x" marks priority areas for relevant

FDA regulated product areas, and demographics

& populations {columns).
IMﬁHMEEEmﬁHHMEﬂﬁﬁﬁﬁﬂﬂﬂﬂﬁﬂﬁﬁﬁﬂ.‘.‘.‘.‘|
[A. Alternative Methods T
[B. Advanced Manufacturing Approaches LSl
[C. Analytical and Computational Methods @Y
[D.Biomarkers |
[E. Clinical Outcome Assessment (COA) |
[G. Predictive Toxicology |
H. Methods for Assessing Be havioral,

Economic, or Human Factors

Bemhott bbbl <
Consumer Input

Methods to Assess Real-World Data to serve

W n
K. Methods to Assess Data Source "
Interoperability

x
L

3 % %% % %

3

— Il. Strengthen post-market surveillance and labeling of FDA-regulated products |

A. Methods to Assess Real-World Data to X W X X x
Support Regulatory Decision-Making

B. Uslng and Validating Artificial Intelligence X X x
Appro

e, x
pidemiclogic Methods

e ,,
Events and Active Surveillance

s e e | :

Risk to Patients and Consumers

F. Approach to Expand Data Capacity, and
MQ&Q!ME!IIII

health preparedness and response of the FDA, p nts, and ‘

orat:
consumers
A. Reinforce Medical Countermeasures
Initiative to Increase Preparedness and X X
Response for Emerging Public Health Threats
- Antimicrobial Resistance

- Patient and Consumer Engagement
. Substance Use and Misuse
. One Health Approaches

Strengthen Global Product Safety Met
G. Emerging Technologies

See Page 8 of
solicitation for

Table 1
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Concept
Paper

Cover
Table*

Concept Paper

eCharge Area

*Regulatory Science Topic
Area of Interest

*FDA Regulated Areas

e Demographics and
Populations

e Primary Research Area

eSecondary Research Area

¢ Offeror, Contact Information,
Principal Investigator

eResearch and Development
Justification

*Optional Early Concept Paper
Status

* Included in the 3 pages limit

www.fda.gov

Project Title:
Charge Area: —L Regulatory Science Topic Area of
Interest:
FDA Regulated Areas: Demographics and Populations:
Primary Research Area: Secondary Research Area:
Offeror: Offeror Contact Information:
Name-
Email-
Phone-
Principal Investigator: Affiliations:

Research and Development Justification: Broad Agency
Announcements, as described in the Federal Acquisition Regulations
(FAR), may only be issued for the procurement of Research and
Development (R&D). All acquisitions resulting from this announcement must
meet one or more of the FAR definitions for basic research (See FAR
2.101(b)(2)), applied research (See FAR 35.001) and development (See
FAR 35.001). Include a brief and clear justification describing how the
project falls under the FAR requirements for R&D work.

Between 10/3/2023 to 11/6/2023, has the Offeror submitted an Optional
Early Concept Paper for FY24 BAA? Yes/No. If Yes, state
Primary Research Area (i.e, [1.B.7.e) and

Table 1: Areas of regulatory science research
priority for FDA in FY 24. For each charge
{rows), the "x" marks priority areas for relevant
FDA regulated product areas, and demographics
& populations {columns).

[B. Advanced Manufacturing Approaches |

[G. Predictive Toxicology |

H. Methods for Assessing Be havioral,

Economic, or Human Factors

I. Approaches to Incorporate Patient and

Consumer Input

). Methods to Assess Real-World Data to serve
R vidence

K. Methods to Assess Data Source

- X
Interoperability

X

Demographics &

Pepulations

™

¢ g

®

oM oo X

A
E~:-§

X

X

fare Diseases

ok ook ok X Persons with

3

g

8

Il. 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 x
Approache

g e

Epidemiclogic Methods

e il

Events and Active Surveillance

s e e |

Risk to Patients and Consumers

F. Approach to Expand Data Capacity, and

I
Efforts to Harmonize Existing and Emergi

Data Standards

I Invl

consumers

A. Reinforce Medical Countermeasures

Initiative to Increase Preparedness and

Response for Emerging Public Health Threats

[c. Patient and Consumer Engagement |3

X

[F. Strengthen Global Product Safety Net  pAlbY

G. Emerging Technologies

X

x

X X

orate public health preparedness and response of the FDA, patients, and

X

FOUA

See Page 8 of
solicitation for
Table 1
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Concept Paper
«Charge Area l'_"'_\

e Regulatory Science Topic
Area of Interest

FDA-Regulated Demographics &

Concept

Areas Populations
*FDA Regulated Areas e 2 p : . W -

R able 1: Areas of regulatory science researc = g =

*Demographics and ,, S - S, omnT ¥
B priority for FDA in FY 24. For each charge E a Pl o 8B S v g2 8= s

=1 2

a e r i (rows), the “x” marks priority areas for relevant [EA=RI=SE—SFRIN 25 £ E 2 g 2 e
e Primary Research Area nEZEs 8958 £$85 88
FDA regulated product areas, and - =] - B T

eSecondary Research Area = F = & 2

demographics & populations (columns).
( 5 .
Ove r Offerf)r, Contac.t o e, Modernize development and evaluation of FDA- regulated products
Principal Investigator =

*Research and Development A Alternative Methods
* g P B. Advanced Manufacturing Approaches X X X
Justification

See Page 8 of

X x  solicitation for
. C. Analytical and C tati | Method. X X X X X X X X X X
*Optional Early Concept Paper 5 B?Z":'r‘:;r:" S gL " - o N Table 1
Status -
E. Clinical Outcome Assessment (COA) X X X X X
F. Complex and Novel Clinical Trial Design X X X X X X X
G. Predictive Toxicology X X X X
* . . H. Methods for Assessing Be havioral,
Included in the 3 pages limit X X X

Economic, or Human Factors

I. Approaches to Incorporate Patient and x

Consumer Input

Project Title:
Charge Area: Regulatory Science Topic Area of 1. Methods to Assess Real-World Data to serve X % X x X x X
Interest: as Real-World Evidence
=) | FDA Regulated Areas: Demographics and Populations: AT T L —
Primary Research Area: Secondary Research Area: Int X
Offeror: Offeror Contact Information: nteropera
Name- Strengthen post-market surveillance and labeling of FDA-regulated products
Email-
Phone- A. Methods to Assess Real-World Data to el I 5
Principal Investigator: Affiliations: Support Regulatory Dec aking

Research and Development Justification: Broad Agency

Announcements, as described in the Federal Acquisition Regulations B. Using and Validating Artificial Intelligence (8 X X X

(FAR), may only be issued for the procurement of Research and Approaches

Development (R&D). All acquisitions resulting from this announcement must C. Novel Clinical Trial Design, Statistical and

meet one or more of the FAR definitions for basic research (See FAR - - . X X
Epidemiologic Methods
D. Automated Reporting Tools for Adverse . . 2
Events and Active Surveillance

2.101(b)(2)), applied research (See FAR 35.001) and development (See

FAR 35.001). Include a brief and clear justification describing how the

project falls under the FAR requirements for R&D work.

Between 10/3/2023 to 11/6/2023, has the Offeror submitted an Optional

Wwwfda .gOV Early Concept Paper for FY24 BAA? Yes/No. If Yes, state E. Methods to Improve Communication About 1 3
Primary Research Area (i.e, [1.B.7.e) and X X X

nts and Consumers



Concept Paper FOA
«Charge Area l——-l—-\

e Regulatory Science Topic

Area of Interest
CO n C e pt *FDA Regulated Areas

FDA-Regulated Demographics &

Areas Populations

« Demographics and Table 1: Areas of regulatory science research [ i . = =
. . . — [ BT -
—g—;_ priority for FDA in FY 24. For each charge £ i ol = e "E Su xR &zt
Populations o - ZRER®E S8 Eaband
- (rows), the “x” marks priority areas for relevant S SIC=RISI-SEE R B - RIS -S- ol
* Primary Research Area 8Bk 2td 8wl B
FDA regulated product areas, and - =] - & 8 g yeao
eSecondary Research Area = F = & 2

demographics & populations (columns).
( 5 .
Ove r Offerf)r, Contac.t o e, Modernize development and evaluation of FDA- regulated products
Principal Investigator =

R h and D | t A. Alternative Methods
® Research an evelopmen
I a b | e * P P B. Advanced Manufacturing Approaches X X X

See Page 8 of

Justification X x  solicitation for
o C. Analytical and C tati | Method. X X X X X X X X X X
*Optional Early Concept Paper nalytical and Computational Methods Table 1
Status D. Biomarkers X X X X X X
E. Clinical Outcome Assessment (COA) X X X X X
F. Complex and Novel Clinical Trial Design X X X X X X X
G. Predictive Toxicology X X X X
* . . H. Methods for Assessing Be havioral,
X X X
InCIUded n the 3 pages Ilmlt Economic, or Human Factors

I. Approaches to Incorporate Patient and x

Consumer Input

Project Title:
Charge Area: Regulatory Science Topic Area of 1. Methods to Assess Real-World Data to serve X % X x X x X
Interest: as Real-World Evidence
FDA Regulated Areas: Demographics and Populations: K. Methods to Assess Data Source
Primary Research Area: Secondary Research Area: Int X
Offeror: Offeror Contact Information: nteropera
Name- Strengthen post-market surveillance and labeling of FDA-regulated products
Email-
Phone- A. Methods to Assess Real-World Data to el I 5
Principal Investigator: Affiliations: Support Regulatory Dec aking

Research and Development Justification: Broad Agency

Announcements, as described in the Federal Acquisition Regulations B. Using and Validating Artificial Intelligence (8 X X X

(FAR), may only be issued for the procurement of Research and Approaches

Development (R&D). All acquisitions resulting from this announcement must C. Novel Clinical Trial Design, Statistical and

meet one or more of the FAR definitions for basic research (See FAR - - . X X
Epidemiologic Methods
D. Automated Reporting Tools for Adverse . . 2
Events and Active Surveillance

2.101(b)(2)), applied research (See FAR 35.001) and development (See

FAR 35.001). Include a brief and clear justification describing how the

project falls under the FAR requirements for R&D work.

Between 10/3/2023 to 11/6/2023, has the Offeror submitted an Optional

Wwwfda .gOV Early Concept Paper for FY24 BAA? Yes/No. If Yes, state E. Methods to Improve Communication About 1 4
Primary Research Area (i.e, [1.B.7.e) and X X X

nts and Consumers



Concept Paper
«Charge Area l'_"'_\

e Regulatory Science Topic

Area of Interest
CO n C e pt *FDA Regulated Areas

FDA-Regulated Demographics &

Areas Populations

e A Table 1: Areas of regulatory science research _?_z" .2 Y = E =

Populations priority for FDA in FY 24. For each charge E a i 2 g 2 8u g8z s
= | =

a pe r . (rows), the “x” marks priority areas for relevant (ARSI £ E = £ E 2 g 2 e
* Primary Research Area 8Bk 2td 8wl B
FDA regulated product areas, and - =] - & 8 g yeao

eSecondary Research Area = F = & 2

demographics & populations (columns).
( 5 .
Ove r Offerf)r, Contac.t o i, Modernize development and evaluation of FDA- regulated products
Principal Investigator =

*Research and Development A Alternative Methods
* P P B. Advanced Manufacturing Approaches X X X
Justification

See Page 8 of

X x  solicitation for
4 C. Analytical and C tati | Method. X X X X X X X X X X
*Optional Early Concept Paper 5 B?Z":'r‘:;r:" S gL " - o N Table 1
Status -
E. Clinical Outcome Assessment (COA) X X X X X
F. Complex and Novel Clinical Trial Design X X X X X X X
G. Predictive Toxicology X X X X
* . . H. Methods for Assessing Be havioral,
Included in the 3 pages limit X X X

Economic, or Human Factors

I. Approaches to Incorporate Patient and x

Consumer Input

Project Title:
Charge Area: Regulatory Science Topic Area of 1. Methods to Assess Real-World Data to serve X % X x X x X
Interest: as Real-World Evidence
FDA Regulated Areas: Demographics and Populations: K. Methods to Assess Data Source
- Primary Research Area: Secondary Research Area: Int X
Offeror: Offeror Contact Information: nteropera
Name- Strengthen post-market surveillance and labeling of FDA-regulated products
Email-
Phone- A. Methods to Assess Real-World Data to el I 5
Principal Investigator: Affiliations: Support Regulatory Dec aking

Research and Development Justification: Broad Agency

Announcements, as described in the Federal Acquisition Regulations B. Using and Validating Artificial Intelligence (8 X X X

(FAR), may only be issued for the procurement of Research and Approaches

Development (R&D). All acquisitions resulting from this announcement must C. Novel Clinical Trial Design, Statistical and

meet one or more of the FAR definitions for basic research (See FAR - - . X X
Epidemiologic Methods
D. Automated Reporting Tools for Adverse . . 2
Events and Active Surveillance

2.101(b)(2)), applied research (See FAR 35.001) and development (See

FAR 35.001). Include a brief and clear justification describing how the

project falls under the FAR requirements for R&D work.

Between 10/3/2023 to 11/6/2023, has the Offeror submitted an Optional

Wwwfda .gOV Early Concept Paper for FY24 BAA? Yes/No. If Yes, state E. Methods to Improve Communication About 1 5
Primary Research Area (i.e, [1.B.7.e) and X X X

nts and Consumers



Concept Paper

Example for Primarv and/or Secondarv Research Area
NI Invigorate public health preparedness and response of the FDA, patients, and consumsars
= Charge Area The following focus areas of regulatory science are identified to accomgplish Charge Il invigorate public beaith preparedness and

; . of the FOM, patients, snd con. :
» Regulatory Science Topic =
Area of Interest

A.  Reinforce Medical Countermeasures Initiative ICMi) to Increase Preparedness and Response for Emerging
Public Health Threats

* FDA Regulated Areas ) o )
t R Examples: Madical countermessures, or MCMs, are FOA-regulated products {biologics, drugs, devices) that may be used
O n Ce * Demographics and in the event of a potential public health emergency. The FOW's ...
Populations 1. Develop and fully characterize -...... Animal Rule. Accel d Approval. ar Emergency Use Authorization
Pa e r  Primary Research Area (EU&):
= Seconda!y Research Area a. Advance the capability to conduct natural history studies necessary to support MCM development under the

» Offeror, Contact Animal Rule, ...

Information, Principal
Investigator

b. Develop improved in-silico models o extrapolate pharmacekinetic/pharmacodynamic (PH/PD) data fram animals
to ...

Cover

Ta b I e * 8 Rest_ea.)rch_ and Development (.8 DEUE.lclp. qualiy..and..'nr ...and bioln-gical .
Justification d. ldentify and qualify biomarkers and immuns correlates .
» Optional Early Concept e. Develop and qualify in ... of MCRis:
Paper Status f. Hdentify and evaluate biomarkers... ... approaches (8-8. omics):

2. Enhsnce the sgilty, quality. and utiity of disgnostics snd disgnostic defs:

a. Support enhanced. real-world evidence (RWE), aic.

b. Support regulatory adwvanced manufacturing

<. Support enhanced data agility of data collection using medical dewices and through the uss of enhanced data
collection methods associated with medical products that could be harmessed during public heatth
SBRSRSE

* Included in the 3 pages limit

2. Modemize fools to evaluate MCIY product safefy, efficacy, and qusiity; and secure the MG supply cham

Project Title: a. Enhance capabilities ... including:
Charge Area: Regulatory Science Topic Area of
I 9 Intgrest' v P i Dievelop and refine tools 3 ry and public health decision making,
FDA Regulated Areas: Demographics and Populations: ii. Develop capabilities —<
Primary Research Area: Secondary Research Area: b. Develap and validate - diseasas;
Offeror: Offeror Contact Information:
Name-
Email 8. Explore nowsl approaches. o
1ll. Invigorate public health preparedness and response of the FDA, patients, and 4. Advance the development of fools fo ensble the rspid development and availabilily of investigational MGMs
CONSUMEers a. Dewelop and validate. ... Gee... ..

A. Reinforce Medical Countermeasures — & Evaluate metheds for— within the U 5]
Initiative to Increase Preparedness and X X X X
Response for Emerging Public Health Threats

B. Antimicrobial Resistance X
C. Patient and Consumer Engagement x X X g. Rsre Diseases . )
D. Substance Use and Misuse X x 3. Develop —r underserved populations e g neonates, pregnant and lactating women

&, Devices
a. Develop ... populations.

E. One Health Approaches x 7. Rscéal and Efhnic ﬂ.#.l'.!'lclrﬂy Heaith .
F. Strengthen Global Product Safety Net X X X Rsaluatp strategies for ... freaiment options.

G. Emerging Technologies .
e .. a. Develop tools

www.fda.gov o atei dnetha

focws on women.
of sex differancas.




Concept Paper

e Charge Area

* Regulatory Science Topic Area
of Interest

e FDA Regulated Areas
e Demographics and Populations
® Primary Research Area

Project Title:
(]
secondary Research Area_ Charge Area: Regulatory Science Topic Area of
o Offeror, Contact Information, Interest:
Princi I tigat FDA Regulated Areas: Demographics and Populations:
rincipal investigator Primary Research Area: Secondary Research Area:
e Research and Development Offeror: g;f:]?_r Contact Information:
Justification Email-
e Opti | Earlv C P Phone-
ptlona arly Oncept aper Principal Investigator: Affiliations:
Status m===) | Research and Development Justification: Broad Agency

Announcements, as described in the Federal Acquisition Regulations
(FAR), may only be issued for the procurement of Research and
Development (R&D). All acquisitions resulting from this announcement must
meet one or more of the FAR definitions for basic research (See FAR
2.101(b)(2)), applied research (See FAR 35.001) and development (See
FAR 35.001). Include a brief and clear justification describing how the
project falls under the FAR requirements for R&D work.

Between 10/3/2023 to 11/6/2023, has the Offeror submitted an Optional
Early Concept Paper for FY24 BAA? Yes/No. If Yes, state

* InCIUded |n the 3 pageS Ilmlt Primary Research Area (i.e, I.B.7.e) and

www.fda.gov 17




Concept Paper FOA

e Charge Area

Project Title:
° Regu Iatory Science TOpiC Area Charge Area: E:Srlﬂ:?w Science Topic Area of
of Interest FDA Regulated Areas: Demographics and Populations:
Primary Research Area: Secondary Research Area:
e FDA Regulated Areas Offeror: Offeror Contact Information:
0 g Name-
e Demographics and Populations Email-
. Phone-
® Prlmary ResearCh Area Principal Investigator: Affiliations:
Research and Development Justification: Broad Agency
* Secondary ResearCh Area Announcements, as described in the Federal Acquisition Regulations

(FAR), may only be issued for the procurement of Research and

* Offeror, Contact Information, Development (R&D). All acquisitions resulting from this announcement must

Principa| Investigator meet one or more of the FAR definitions for basic research (See FAR
2.101(b)(2)), applied research (See FAR 35.001) and development (See
e Research and Deve|opment FAR 35.001). Include a brief and clear justification describing how the
. . project falls under the FAR requirements for R&D work.
Justification Between 10/3/2023 to 11/6/2023, has the Offeror submitted an Optional
o Early Concept Paper for FY24 BAA? Yes/No. If Yes, state
> Opt|ona| Ea I'|V concept Pa per Primary Research Area (i.e, [1.B.7.e) and Status of previous submission
Status N (i.e., Recommended for Stage One Package Submission (BAA Number

provided- Highlight revised sections), Not Recommended for Stage One
Package Submission, Unknown).

If Optional Early Concept Paper NOT submitted: NO
If Optional Early Concept Paper submitted: YES
* Included in the 3 pages limit 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
www.fda.gov 18
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Concept Paper

1. Research Strategy:
a. Aims: Succinctly list the specific objectives of the proposed research
(State the problem/objective and provide motivation for addressing that

L Re S e a rC h St rate gy_ problem/objective) and primary scientific challenges being addressed

b. Methods: Clearly describe the approach, description of level of effort,

Ai m S, M et h O d S a n d and the nature as well as extent of the anticipated results of the effort

(one Figure that is a 508 compliant picture or graphic that illustrates the

CO n S i d e rat i O n s research or concept can be included)

c. Considerations: Brief description of the Offerors intellectual property
ownership, data ownership, or licensure; statements on work

L4 Reg u | ato ry SCi e n Ce experience for similar effort with FDA or another agency

Concept

| m p a Ct a. How does this research address an unmet need or fill a critical knowledge gap
to advance regulatory science and the program’s priorities? How might FDA
apply the research findings to the development of new tools, approaches, or

[ ] P ro p O S e d standards? Please explain the benefits of proposed technology and

challenges and how the proposed project aligns with the objectives of FDA
3. Proposed Deliverables and Funding

Regulatory Science
F u n d I n g a. List of the major goals, deliverables, or milestones and proposed funding by
project year. Total proposed funding is the Base period cost plus each option

Overview#

period with no more than 5 years total.
Milestones. Timeling Funding

Total Proposed Funding:

#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.

www.fda.gov 19




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

» Full Proposal must be prepared as two separate volumes: Volume | Technical
Proposal and related Appendices and Volume Il Cost Proposal and related
Appendices.

Volume | Technical Proposal: See Part Ill of the solicitation for preparation details
See Attachment 5 of the FY24 Solicitation for template (pages 105-111)

YV VYV

Volume | Checklist

Volume |
Technical
Proposal of Full
Proposal

Volume | Technical Proposal

Volume | Technical Proposal Appendix

www.fda.gov
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Volume |- Technical Proposal of Full Proposal
» Volume | Technical Proposal and related Appendices

Volume | — Technical Proposal Checklist
*section included in 50-page limit

“gection included in 30-page limit

. Cover page

. Official Transmittal Letter

. Table of contents

. *Executive Summary

. *Research and Development Justification
. *Scientific and Technical Information

. *Regulatory Science Impact Ite m S 4' 1 1
. *Resources Proposed

9. *Gantt Chart, Work Breakdown Structure and Milestones | N CI u d ed | N 50

10. *Deliverable Schedule
11. *Risk mitigation plan | 1 t
12. Security Planning page Iml
13.Intellectual Property

14. Bibliography/References

Appendix

O Biographic sketches (required)

Security (if applicable)

Statement of Work (required)

“|ntellectual Property (required) —
~Contractual Agreements (if applicable)
“Protection of Human Subjects (if applicable)
~Animal Use (if applicable)

“Use of Select Agents (f applicable) InC|Uded |n 30

“Regulatory or Compliance Approvals: Laboratory License

Requirement (if applicable) >— : H
“Regulatory or Compliance Approvals: Good Laboratory Practice pag eS I I m It
(GLP) Compliance (if applicable)

“Regulatory or Compliance Approvals: Good Manufacturing Practices

(GMP) Compliance (if applicable)

O “Regulatory or Compliance Approvals: Good Clinical Practice (GCP)

Compliance {if applicable)

O “Regulatory or Compliance Approvals: Paperwork Reduction Act —
(PRA) (if applicable)

www.fda.gov, slide updated after presentation to reflect FY24 BAA Announcement version 6
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Volume |- Technical Proposal

» Volume | Technical Proposal: Scientific and Technical Information

6. Scientific and Technical Information:

a. Overview of the proposal
i. Introduction and background to discuss (with reference citations)

relevant literature to address rationale for research and/or issues or
controversies, concise up-to-date status of the field, relevant current
context of the study and gaps in current knowledge, significance of
the study.

ii. State all aims, goals, objectives, and proposed outcomes. Discuss
hypothesis to be tested and/or research questions to be addressed.

iii. Degree of innovation of the approach and potential to offer a
revolutionary increase in capability after implementation.

www.fda.gov 292



» Volume | Technical Proposal: Scientific and Technical Information
(Continued)

b. Research Methods and Approach: Provide clear and detailed description
of overall research method, approach, and/or design, include scientific
justification or rationale for the research design, method, and/or approach
with reference citations, discuss the PD/PI's preliminary studies, data,
and/or experience pertinent to this proposal. Provide clear information and
attach supporting material as Appendix for:

www.fda.gov

Proposed Population, Biospecimens, and/or data such as study
population; type and source; exclusion and inclusion criteria; time
points for exposure and measurements; endpoints; dosing and
administration with justification; recruitment, retention, and follow-up
strategies; screening procedures; details for preparation, handling,
storage, accountability, formulation, packaging, storage, and/or
stability.

ii. Proposed assessments, evaluations, and/or procedures such as

statistical considerations (sample size and determination rationale,
hypotheses, statistical analysis plan); measures for bias
minimization; validation; quality control; data collection; safety
assessments

Proposed regulatory, operational, and/or safety considerations such
as informed consent; confidentiality and privacy; safety oversight;
quality assurance, control, and monitoring; specimens and/or data
management (collection, storage, access, sharing, handling,
disposition, record keeping); plan for seeking approvals (e.q., IRB,
PRA); compliance statements (GMP, GCP, GLP)

FOA
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Volume |- Technical Proposal

» Volume | Technical Proposal: Regulatory Science Impact

7. Regulatory Science Impact:

www.fda.gov

a. Relevance to the BAA program regulatory research areas of interest
indicated in Table 1: Explain research alignment with the priorities and
relevant scientific initiatives at FDA, benefits of proposed technology and
challenges.

b. Impact: Describe regulatory impact of research proposed. How does this
research address an unmet need or fill a critical knowledge gap to
advance FDA regulatory science? How might FDA apply the research
findings towards advancement of requlatory research?

24



Volume |- Technical Proposal
» Volume | Technical Proposal: Resources Proposed

8. Resources Proposed:

a. Personnel with role, responsibilities, field of expertise, expectations,
experience overview, and efforts. Provide list of key personnel. Attach
resumes and CV as appendix

b. Licensure and agreements with sub-contractors, collaborators,
and/affiliations proposed to work on the project, nature of agreements
(Service Level Agreements, Letter of Intent, and/or any other formal
agreements showing commitment for research participation). Provide
details in appendix.

c. Requirement for any regulatory or compliance approvals (IRB, PRA, MTA,
etc.). Provide details in appendix.

d. Communication management plan with ways of communication, frequency
of communication, stakeholders identified for communication, extent of
collaboration intended with FDA subject matter experts, research
dissemination and information sharing, publications.

www.fda.gov
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Dates to Remember

m

02/20/2024 Stage One package Begin review for FY24
submission * funding consideration
02/21/2024- Stage One package Marked as late
09/20/2024 submission * 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 Il for details
www.fda.gov slide updated after presentation to reflect FY24 BAA Announcement version 6
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Steps to Remember

Optional Early Concept BAA Number_Concept Begin review of Full
Paper Recommended for Paper with Full Proposal” Proposal
Stage One Package in pdf format (highlight
Submission any revised fields of the
Concept Paper)

New Submission * Charge Area_FDABAA-24- Conduct high-level review
00123 Concept Paper of Concept Paper
with Full Proposal

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

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