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BAA Application Process Updates

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

Concept Paper

High-level
evaluation

Regret
l Stage | l notification
Regret
l Award \ l Stage |l l notification
Regret
Award notification
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BAA Application Process Updates

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

rocess | Past__ | current____

High-Level Quad Concept Paper
Evaluation Chart
Stage | White Full Proposal
Paper
Stage |l Full Revised Full
Proposal Proposal (as
needed)

» Optional Early Concept Paper

www.fda.gov




Concept Paper FOA

» Concept Paper will be evaluated to conduct a High-Level review to determine potentia
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

www.fda.gov 5



Concept Paper FOA

Project Title:
A Charge Area Charge Area: E‘ig.!:::ory Science Topic Area of
° Regulatory Science Topic Area FQA Regulated Areas: Demographics and Populations:
Primary Research Area: Secondary Research Area:
O I l C e p of Interest Offeror: Offeror Contact Information:
Name-
e FDA Regulated Areas Email-
H H Phone-
)
Demographlcs and Populatlons Principal Investigator: Affiliations:
a e r e Prima ry Research Area Research and Development Justification: Broad Agency
Announcements, as described in the Federal Acquisition Regulations
® Seconda ry Research Area (FAR), may only be issued for the procurement of Research and
£, f q Development (R&D). All acquisitions resulting from this announcement must
0 eror, Contact In ormatlon, meet one or more of the FAR definitions for basic research (See FAR
O V e r Principal 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
a g e ° Optional Early Concept Paper Primary Research Area (i.e, 1.B.7.e) and
Status

* Included in the 3 pages limit

www.fda.gov 6




Concept Paper

FDA-Regulate Demographics &
Populations

Table 1: Areas of regulatory science research 45
«Charge Area priarity far FDA in FY 24. For each charge 2 s 8
. . (rows), the "x" marks priority areas for relevant 2 a8z
*Regulatory Science Topic FDA regulated product areas, and demographics B & g a

( O n C e t Area of Interest & populations (columns). &
p «FDA Regulated Areas e Vioderize development snd cvsluation of FOA repuisted produce
.

B DemoEr.aph'cs and . Advanced Manufacturing Approaches X X

Pa e r‘ Populations C. Analytical and Computational Methods X X x

¢ Primary Research Area [D.Biomarkers | x

. Clinical Outcome Assessment {COA) X

eSecondary Research Area F. Complex and Novel Clinical Trial Design X

Cover +Offeror, Contact Information, G.prodictive Toxicology | X

P : H. Methods for Assessing Be havioral,
PnnC|pa| InveStIgator Econemic, or Human Fal:furs
e
a g e Justification Cunsumer Input
- . Methods to ﬁssess Real-World Data to serve
¢ Optional Early Concept Paper ! x
Status K. Methods to Assess Data Source b
Interoperability
— Il. Strengthen post-market surveillance and labeling of FDA-regulated products |
A. Methods to Assess Real-World Data to " X % ¥ X

Support Regulatory Decision-Making

* Included in the 3 pages limit B Using and Vaiidating Ariical ineligence RN x

Approach

Nl x
Epidemiclogic Methods
E=====) | Charge Area: Regulatory Science Topic Area of Events and Actlve Survelllance
= B
FDA Regulated Areas: Demographics and Populations: Risk to Patients and Consumers

Primary Research Area: Secondary Research Area: nd Data Capacity, and
Offeror: Offeror Contact Information: Increase Data Quality and Use
Name-
Email-
—— " Ph?l:le-_ — Im ate pu health preparedness and response of tl
Principal Investigator: Affiliations: Consumers

Research and Development Justification: Broad Agency
Announcements, as described in the Federal Acquisition Regulations

A. Reinforce Medical Countermeasures
(FAR), may only be issued for the procurement of Research and LIS oG bl

. N Resp fi ging Public Health Th
Development (R&D). All acquisitions resulting from this announcement must Seseslo G niol ot ==

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 . Strengthen Global Product Safety Net

www_fda_gov Early Concept Paper for FY24 BAA? Yes/No. If Yes, state
Primary Research Area (i.e, I1.B.7.e) and




Concept
Paper

Cover
Page*

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

e Research 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 Regul 1 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, I1.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).

osimilars
Devices

Drugs
Tobacco
Products

Demographics &

Peopulations

.5
555

Racial and
Rare Diseases
Persons with

g

3

. Modernize development and evaluation of FDA-regulated products |

2 Alternative Methods X

G. Predictive Toxicology |
H. Methods for Assessing Be havioral,
Economic, or Human Factors
I. Approaches to Incorporate Patient and
Consumer Input
1. Methods to Assess Real-World Data to serve

Ri vidence

K. Methods to Assess Data Source %
Interoperability

—
=
A. Methods to Assess Real-World Data to %
Support Regulatory Decision-Making

B. Using and Validating Artificial Intelligence "
Approache

D el
Epidemiclogic Methods
Tl
Events and Active Surveillance

s e |
Risk to Patients and Consumers

F. Approach to Expand Data Capacity, and

1

L Efforts to Harmonize Existing and Emergi
Data Standard.

CONSUMmers
=

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

— o OIS
[E. One Health Approaches  [¥4

S G. Emerging Technologies

Strengthen Global Product Safety Met X X

X

X
x
L

X

X

X X

X X
X X X X X X
X X X
X X X
X X X X
X X X
X

X X X

X X X
X x

X
X X
X X X
X x

Il Invigorate public health preparedness and response of the FDA, patients, and

1l. Strengthen post-market surveillance and labeling of FDA-regulated products |

FOUA




Concept Paper
«Charge Area l'_‘—_\

® Regulatory Science Topic
Area of Interest

FDA-Regulated Demographics &

Concept

Areas Populations
¢ FDA Regulated Areas A - | ) = -
. able 1: Areas of regulatory science researc = =
*Demographics and — S v = P 0w ® = M
A priority for FDA in FY 24. For each charge E v d e, 02 BEuw S 2830
Populations SlEEEEE 21 22D 2
A (rows), the “x” marks priority areas for relevant [SM-RI=SE=St B9 8= E S 5 c 2
e Primary Research Area #9828l vE 3 8 El
FDA regulated product areas, and g = 2 =] = £ rg E v E Q
C *Secondary Research Area demographics & populations (columns). (5] T 2a
5 .
Ove r Of.fer.or' Contac.t e, . Modernize development and evaluation of FDA-regulated products
Principal Investigator -
A. Alternative Methods X X X X X
* e Research and Development .
A nf B. Advanced Manufacturing Approaches X X X X X
Justification : o : v
q C. A i C tati Met X X X X X X X X X X
¢ Optional Early Concept Paper L ytical and Computational Methods
ot 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 X
* . . . H. Methods for Assessing Be havioral,
X X X
I. Approaches to Incorporate Patient and .
Project Title: Consumer Input
Charge Area: Regulatory Science Topic Area of 1. Methods to Assess Real-World Data to serve X 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 e X
Offeror: Offeror Contact Information: DEETDRERINEY
Name- 1. Strengthen post-market surveillance and labeling of FDA-regulated products
Email-
Phone- A. Methods to Assess Real-World Data to 5 |5 e e
Principal Investigator: Affiliations: Support Regulatory Decision-Making
Research and Development Justification: Broad Agency = = = — =
Announcements, as described in the Federal Acquisition Regulations B. Using and Validating Artificial Intelligence 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 Epidemiologic Method X X
2.101(b)(2)), applied research (See FAR 35.001) and development (See PLOCIMOTOBICIVIELNIOCS
FAR 35.001). Include a brief and clear justification describing how the D. Automated Reporting Tools for Adverse 5 |5 o X
project falls under the FAR requirements for R&D work. - -
Between 10/3/2023 to 11/6/2023, has the Offeror submitted an Optional SIS s YR Sl GE
Www_fda_gov Early Concept Paper for FY24 BAA? Yes/No. If Yes, state E. Methods to Improve Communication About el el e e 9
Primary Research Area (i.e, I1.B.7.e) and Risk to Patients and Consumers



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

® Regulatory Science Topic

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

FDA-Regulated Demographics &

Areas Populations
a Table 1: Areas of regulatory science research [ = g =
* Demographics and = ALY 1 I O ISRl S
- priority for FDA in FY 24. For each charge E V23w 02 B SRz
Populations - o 3 ®FEo® L 5 28 w2 ow B
) (rows), the “x” marks priority areas for relevant [iSjs] = |= == =E = E S 5 c g
¢ Primary Research Area 2 0Buc 58 WY 38 g 8
FDA regulated product areas, and g = 2 =] = £ rg E v E Q
C *Secondary Research Area demographics & populations (columns). (5] T 2a
5 .
Ove r OfferF)r, Contac.t e, . Modernize development and evaluation of FDA-regulated products
Principal Investigator -
A. Alternative Methods X X X X X
* e Research and Development .
o B. Advanced Manufacturing Approaches X X X X X
Justification : o : v
q C. A i C tati Met X X X X X X X X X X
¢ Optional Early Concept Paper L ytical and Computational Methods
i Dpomarkes A 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 X
* . . . H. Methods for Assessing Be havioral,
X X X

I. Approaches to Incorporate Patient and
Project Title: Consumer Input

Charge Area: Regulatory Science Topic Area of 1. Methods to Assess Real-World Data to serve X X X X X x X
Interest: as Real-World Evidence
FDA Regul 1 Areas: Demographics and Populations:

X

K. Methods to Assess Data Source
Primary Research Area: Secondary Research Area: Int e X
Offeror: Offeror Contact Information: DEETDRERINEY
Name-
Er:rl,le_ A. Methods to Assess Real-World Data to 5 |5 e e
Principal Investigator: Affiliations: Support Regulatory Decision-Making
Research and Development Justification: Broad Agency = = = — =
Announcements, as described in the Federal Acquisition Regulations B. Using and Validating Artificial Intelligence 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 52 |5z 5 57

Events and Active Surveillance

E. Methods to Improve Communication About 1 0
. . X X X X

Risk to Patients and Consumers

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
www_fda_gov Early Concept Paper for FY24 BAA? Yes/No. If Yes, state

Primary Research Area (i.e, I1.B.7.e) and




Concept Paper
«Charge Area l'_‘—_\

® Regulatory Science Topic

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

FDA-Regulated Demographics &

Areas Populations
R Table 1: Areas of regulatory science research [ = g =
*Demographics and — S v = P 0w ® = M
A priority for FDA in FY 24. For each charge E v d e, 02 BEuw S 2830
Populations SlEEEEE 21 22D 2
. (rows), the “x” marks priority areas for relevant [iSjs] = |= == =E = E S 5 c g
e Primary Research Area #9828l vE 3 8 El
FDA regulated product areas, and g = 2 =] = £ rg E v E Q
C *Secondary Research Area demographics & populations (columns). (5] T 2a
5 .
Ove r OfferF)r, Contac.t e, . Modernize development and evaluation of FDA-regulated products
Principal Investigator -
A. Alternative Methods X X X X X
k *Research and Development -
o B. Advanced Manufacturing Approaches X X X X X
Justification : o : v
q C. A i C tati Met X X X X X X X X X X
¢ Optional Early Concept Paper '_‘a ytical and Computational Methods
Status 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 X
* H s H. Methods for Assessing Be havioral,
X X X
I. Approaches to Incorporate Patient and .
Project Title: Consumer Input
Charge Area: Regulatory Science Topic Area of 1. Methods to Assess Real-World Data to serve X 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 bili X
Offeror: Offeror Contact Information: DEETDRERINEY
Name- 1. Strengthen post-market surveillance and labeling of FDA-regulated products
Email-
Phone- A. Methods to Assess Real-World Data to 5 |5 e e
Principal Investigator: Affiliations: Support Regulatory Decision-Making
Research and Development Justification: Broad Agency = = = — =
Announcements, as described in the Federal Acquisition Regulations B. Using and Validating Artificial Intelligence 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 Epidemiologic Method X X
2.101(b)(2)), applied research (See FAR 35.001) and development (See PLOCIMOTOBICIVIELNIOCS
FAR 35.001). Include a brief and clear justification describing how the D. Automated Reporting Tools for Adverse 5 |5 o X
project falls under the FAR requirements for R&D work. - -
Between 10/3/2023 to 11/6/2023, has the Offeror submitted an Optional SIS s YR Sl GE
Www_fda_gov Early Concept Paper for FY24 BAA? Yes/No. If Yes, state E. Methods to Improve Communication About el el e e 1 1
Primary Research Area (i.e, I1.B.7.e) and Risk to Patients and Consumers



Concept Paper FOA

Example for Primary and/or Secondary Research Area

NI Inwigorate pulblic heath preparedness and response of the FOA, patients. 3nd consumars

* Charge Area The following focus areas of regulatory science are identified to accomplish Charge 11, invigorate public healh prepsredness and
» Regulatory Science Topic response of the FDA, pstients, and consumers:
Area of Interest A. Reinforce Medical Countermeasures Initiative {MCMi] to Increase Preparsdness and Response for Emerging
» FDA Regulated Areas Public Health Thraats
O n Ce t » Demographics and Examplp_r. Medicsl countermessures, or MCMs, are FDA-regulsted pmdums {biologics, drugs, devices) that may be used
g R p in the event of a potentisl public health emargency. The FOA's
Populations
. 1. Develop and fully characterize ... Animal Rule Accelersted Approval. or Emergency Uss Authorization
P a p e r » Primary Research Area [EUAY:
* Secondary Research Area a. Advance the capability to conduct natural history studies necessary to support MCM development under the
» Offeror, Contact Animal Rule, ...
Cove r Information, Principal b. Dewvelop improved in-silico models to extrspolate pharmacokinetic/pharmacodynamic (PE/PD) data fram animals
Investigator fo ...
Pa e 3 * Research and Development c Develop. qualify, andfor ... and biological ...
g Justification d. Mentify and qualify biomarkers and immune comrslates .

» Optional Early Concept

e. Develop and quslify in ... of MChMe:
Paper Status

. ldentify and evaluate biomarkers__. ... approaches (g.g. omics);
2. Enhance the sgiity, qualty, and whiity of disgnostics and diagnostic dsfs:

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

b. Support regulatory ... advanced manufacturing

2. Support enhanced data agility of data collection using medical devices and through the use of enhanced data
collection methods associated with medical products that could be harmessed during public heslth
SR ERLIRE

* Included in the 3 pages limit

3. Modemize fools to evsluate MCW product ssfefy, efficacy, and guslity; snd secure the MCA supply chain

Project Title:
Charge Area: Regulatory Science Topic Area of a. Enhance capabilities ... including:
— Interest: i Develop and refine toals ry and public health decision making.
FDA Regulated Areas: Demographics and Populations: N
Primary Research Area: Secondary Research Area: * Develap capabilities —
Offeror: Offeror Contact Information: b. Develop and walidate ——. diseases;
Name- |
Cwmaail

‘@. Explore nowvel approaches_

. Adwance the development of fools fo enable the rspid development and avaidabilify of nvesfigafional MCAIs
A. Reinforce Medical Countermeasures a. Develop and validate R
Inltlaﬂve to Increase Preparedness and X X X X - e Ewaluate methods for— within the US|

merging Public Health Thre
B Antimicrob]al Resistance X
X x
X X
X 7. Racial and Ethaic Minorty Heaith
[F. Strengthen Global Product Safety Net  halbd X e Erasto sirategies for . sreatment aptions.
x

www.fda.gov & Womsn's Heatth

a. Develop tools
b. Acssess wheth

& Devices
a. Develop ... populations.

8. FRare Disesses
a. Develop —r underserved populations e g neonates. pregnant and lactating women.

focus on women.
of sex differeances.




Concept Paper

e Charge Area

* Regulatory Science Topic Area
of Interest

e FDA Regulated Areas

Concept
¢ Demographics and Populations

Pa p e r * Primary Research Area

Project Title:
(]
Secondary Research Area_ Charge Area: Regulatory Science Topic Area of
» Offeror, Contact Information, Interest:
Princioal | 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 13




Concept Paper

e Charge Area

* Regulatory Science Topic Area
of Interest

e FDA Regulated Areas

Concept
¢ Demographics and Populations

Pa p e r * Primary Research Area

Project Title:
(]
Secondary Research Area_ Charge Area: Regulatory Science Topic Area of
» Offeror, Contact Information, Interest:
Princioal | 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-
« Opti | Early C P Phone-
ptional Early Concept Paper Principal Investigator: Affiliations:
Status 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.

m===) | 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 14




Concept Paper FOA

1. Research Strategy:
a. Aims: Succinctly list the specific objectives of the proposed research

[ ) Re S e a rc h St rate gy- (State the problem/objective and provide motivation for addressing that
problem/objective) and primary scientific challenges being addressed
AI m S M et h Od S a n d b Methods: Clearly describe the approach, description of level of effort,
’ 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

Pa per * Regulatory Science s e s e £ e

I m p a ct 2. Regulatory Science Impact|
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

[}
O V e r V I e W ° P ro pos e d apply the research findings to the development of new tools, approaches, or
standards? Please explain the benefits of proposed technology and
challenges and how the proposed project aligns with the objectives of FDA

D e I ive ra b I e S a n d Regulatory Science

* F u n d i n g 3. Proppsed Deliverables and Funding ) }

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
period with no more than 5 years total.

Milestones. Timeling Funding

Total Proposed Funding:

* Included in the 3 pages limit

www.fda.gov 15



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.

www.fda.gov
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Full Proposal

» Volume | Technical Proposal and related Appendices
» See Attachment 5 of the FY24 Solicitation

Volume | — Technical Proposal Checklist

www.fda.gov

. Cover page

. Official Transmittal Letter

. Table of contents

. Executive Summary

. Research and Development Justification

. Scientific and Technical Information

. Regulatory Science Impact

W NG Ww N =

. Resources Proposed

9

. Gantt Chart, Work Breakdown Structure and Milestones

10.Deliverable Schedule

11. Risk mitigation plan

oiojo|joooojoooolno

12. Security Planning

13.Intellectual Property

14. Bibliography/References

oo

Appendix

|

Oooooooooom

Biographic sketches (required)

Intellectual Property (required)

Statement of Work (required)

Protection of Human Subjects (if applicable)

Animal Use (if applicable)

Use of Select Agents (if applicable)

Laboratory License Requirement (if applicable)

Security (if applicable)

Good Laboratory Practice (GLP) Compliance (if applicable)

Good Manufacturing Practices (GMP) Compliance (if applicable)

Good Clinical Practice (GCP) Compliance (if applicable)

17
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Dates to Remember

bueate | Descrptin | outcome

11/6/2023  Optional Early
Concept Paper
Submission

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

02/19/2024 Stage | package
submission

Communicate
Recommend/Do
Not

Recommend stage
| package
submission
Communicate

updated funding
priorities for FDA

Begin review for
FY24 funding

18
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