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.  FUNDING OPPORTUNITY DESCRIPTION

I.LA. Program Description

Applications to the Fiscal Year 2R2FY22) Reconstructive TransplaResearch Program
(RTRP) are being solicited by the U.S. Army Medical Research Acquisition Activity
(USAMRAA) using delegated authority provided by United States Chite,10, Sectio021
(10USC4021). The execution managingent for this research announcement is the
Congressionally Directed Medical Research Programs (CDMRiRe U.S. Army Medical
Research and Development Command (USAMRDI)e RTRP was initiated ifFY12to

provide support for research of exceptional sdiennerit to refine approaches for, and increase
access to, reconstructive transplants and-sfatiee-art immunotherapyAppropriations for the
RTRP from FY12throughFY21totaled $17 million (M). TheFY22 appropriation is $2.0M.

The proposed reseah must be relevant to activéuty Service Members, Veterans, military
beneficiaries, and/or the American public.

The RTRP challenges the scientific community to design innovative research that will optimize
form, function, appearance, and psychosocial health for catastrophically injured Service
Members, Veterans, and American civilians through the development ahaffeeconstructive
transplant solutions. More specifically, the RTRP seeks vascularized composite
allotransplantation (VCAjocused research, also known as composite tissue allotransplantation.
VCA refers to the transplantation of multiple tissues sagmuscle, bone, nerve, and skin, as a
functional unit (e.g., a hand or a face) from a deceased donor to a recipient with a severe injury.
The ultimate goal is to return injured Servidembers to duty and restore their quality of life.

Applications frominvestigators within the militargervices and applications involving muilti
institutional and multidisciplinary collaborations among academia, industry, the military
services, the U.S. Department of Veterans Affairs (VA), and d#agralgovernment agesies
are highly encouraged.

[.B. FY22 RTRP Clinical Network Award Focus Areas

To meet the intent of the FY22 RTRP Clinical Network Award mechanism, applicants must
address the standardizatiandassessment of protocols and¢bnical practice guidelines
(CPGs) for all the followingFocusAreas for both face and hand transplantation.

1 Patient inclusion/exclusion criteria

1 Patient education

1 Surgicalprocedures

T Immunosuppression and/or immunoregulation
T Outcome metrics

T Quality of life measures



1 Rehabilitation
1 Patient Reporting (e.g., registry)
[.C. Award Information

The RTRPClinical Network Award mechanism was first offered Y20, with awards to be
made as grants or cooperative agreemeritsee applications were received, but none were
funded. ThisFY22research announcement is being offered through a different type of award
mechanism, a Research Other Transaction Award (rOTA) under the authd@{y SC4021.

Statement on théResearch Other Transaction Agreementhe principal purpose of a rOTA is
to carry out norduplicative basic, applied, and advanced research projects rather than the
acquisition of property or services for the direct benefit or use of the governifent.
anticipated deliverables to the goveemhunder a rOTA are reports on reseaather than
prototypes

The rOTA requires resource sharing, with government funds not to exceed the total amount
provided by other parties to the maximum extent practicaBféerors will be required to
demonstratéow resources (e.g., cash and+gash) will be made available for this projethe

rOTA is intended to promote the use of best business practices and to foster relationships among
performers from different sectors.

In addition, as a matter of DOD poficOTAs may only be awarded when one or more for
profit firms are to be involved either in the: (1) performance of the research project(s) or
(2) commercial application of the research resufxonsortium should either include,
collaborate with, or inelve one or more feprofit firms (e.g., pharmaceutical company to
provide medication, rehabilitation clinic to provide services to recipientsjretaddition to state
or local government agencies, institutions of higher education, orrmatherofit organizations.
For the FY22 Clinical Network Award, the fprofit firm may be involved in either Phage
Phase?, or both phases of the award.

Thegovernment will enter into negotiations to finalize the terms and conditions of the
anticipatedAgreement with the presumptive awardee after applications are evaluated in

accordance witlsection Ill.B.1andSectionlll.B.2 of this Research Announcement. A draft

Agreement has been provided for informational purposes. The content of the draft Agreement
reflectsthgpver nment 6 s baseline ter mbasamMdAandin di t i on
subject to negotiation upon selection of the most advantageous offeror.

General Information: The RTRP intends to allocate up to $13M to support the RTRP Clinical
Network over 6 years, subject to availability of fundifithis effort will be executed through a
two-phase approach in the form of a single award t&threcal Network Coordinating Center
hereby referred to as the Coordinating Centfdre Coordinating Center will serve as the

Clinical Network information and planning nexus, providing administrative, operational, and
data management support servicesrplement Clinical Network activities in a timely manner.
The period of performance for Phdlsis 2 years, with maximum funding of $3iM RTRP

funding forCoordinating Centerosts RTRP funding for the Phagdas contingent on

successful completion éfthasel objectives andubject to thavailablity of funding. The



period of performance for Pha2és 4 years, with maximum funding of $10MRTRP funding
for Coordinating Centerosts and Network Site cost§he Coordinating Center will manage
funding to the Network Sitethrough the execution subawarcagreementfor Phase 1 and/or
Phase 2 reimbursable activitiasd for other key collaborator&eeSectionl.E., Funding for
additional information.

The RTRP seeks to promote a major minstitutional network of VCA Centers and associated
collaborators for the purpose of standardizing clinical protocols and CPGs for face and hand
transplantation and assessing those paodsaa multtinstitutional clinical trial{seeFigure 1,

Sample Network Structure It is the intent of the RTRP to bring together investigators from as
many VCA Centers for both face and hand transplantation as possible to establish a consensus in
the field of reconstructive transplantation for these protocols and CPGs. The RTRP recognizes
that such a consensus is a necessary first step to advancing face and hand transplantation from
experimental status to that of a viable choice with the potentiatifmbursement under health
insurance policies.

Figure 1. Sample Network StructureThis sample network structure is provided for clarity
of concept and is not intended as a preferred structure. Applicants may propose a structure
that differs from thisample.

Guidance and oversight of the Clinical Network will be provided by the RTRP Clinical Network
Steering Committee, composed of RERP Programmatic Pangrogram staff, and other key
parhers See additional details in tii@inical Network Qrersightsection below.
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Phasel

Phasel of the award will consist dbur key objectivegseeFigure 2, Clinical
Network Objectives

1 Establish theClinical Network: Once awarded, the Coordinating Center must work with
the RTRP Clinical Network Steering Committee to invite VCA Centers and other
collaborators into the Clinical Network participateas Network SitesTo establish a level
playing field among investigatorsetwork Sitesit is critical that noNetwork Site
collaborations are established at the application stdgdween proposed Coordinating
Centers and Network SitesThis is because it might be perceived thatgatablished
collaborators have a stronger position within the Clinical Network, and/or that thase pre
established collaborators have greater influence in the final determination of standards
Thus, Network Sites will not be included in the application itself The ClinicalNetwork
must be representative of both face and hand transplantation and include as many VCA
Centers as possible, as well as other collaborators as necessary to adequately include
expertise across all RTRP Clinical Network Focus Areas.

1 Develop Standardizd Protocols andCPGs: The Coordinating Center will establish a
framework and collaborative environment for the Clinical Network within which the
Network Sites will work as equal partners to meet the goals of standardizing protocols and
CPGsfor both faceand hand transplantatiohese standards should include expected and
acceptable outcomégr the subsequent clinical trial3he framework will consist of a
structure conducive to accomplishing these tasks oversight by the RTRP Clinical
Network Seering Committee This should include a set of rules and/or guidelines by which
the Network Sites will work together tievelop review,revise, and finalize the protocols
and CPGs in a logical, fair, and unbiased maniteshould be clear that the datanation of
standards lies within these rules and/or guidelines, and not with select individuals, a single
Network Site, or with the Coordinating Center.

1 Develop Clinical Trials. The Coordinating Center will work with the Network Sites to
develop one dhical trialapplicationfor face transplantation and one clinical taglplication
for hand transplantation utilizing the standardized protocol<&@. Plans for these
clinical trialswill then be submitted to CDMR¥Wa the standardlectronic Biomedical
Research Application PortadBRAP) submissiorprocesgor peer and programmatic review.
Funding for clinical trials will not occur until Pha&eafter successful completion of all
Phasel objectives.

1 Regulatory Approval: In prepaation for Phas@, any regulatory approvals required by the
U.S. Food and Drug Administration (FDA) must be obtained during Phadpon approval
to proceed with the scientifically reviewed clinical trials from the RTRP Clinical Network
Steering Committe, the standardized protocols aEGswill be submitted to the single
unified Institutional Review Board (IRB) of record for review and, upon approval, then
submitted to the USAMRDOffice of Human ResearcBversight (OHROJor review and
approval.



Phase2

The Phas@ option of the award, pendirgyiccessful completion of Phakebjectives and

availability of funds, will have one key objective:

¢ Conduct Clinical Trials: The

serve as enrollment sites for

Clinical Network will expand upon the successful
development of standardized fwools andCPGsfor both face and hand transplantation by
assessing themor safety and efficacin multi-institutional clinical trials (one for face
transplantation and one for hand transplantatibietwork Sites with VCA Centers will

at least one of the clinical trials, depending on its specialty in
face and/or hand transplantatiofhe clinical trialis expected topen for enroliment within

2 manths after the start ¢thase?.

PHASE 1
2 YEARS, $3M

Establish Clinical Network
» Work with the RTRP Clinical Network Steering Committee to invite collaborators
as Network Sites via subawards

Develop Standardized Protocols and Clinical Practice Guidelines

= Establish a framework and collabarative environment by which the Network Sites
will work together to develop, review, revise, and finalize the protocols and CPGs
in a logical, fair, and unbiased manner

STEP 3

Develop Clinical Trial Applications

« One clinical trial application in face transplantation and one in hand transplantation
will be developed to assess the newly standardized protocols and CPGs;
applications will then be submitted to CDMRP for peer and programmatic review

¢

Regulatory Approval
« Approvals include any clearances required by the FDA, as well as approvals from
the single unified IRB of record and HRPO

PHASE 2
4 YEARS, $10M

Conduct Clinical Trials to assess standardized protocols and CPGs
= 1 clinical trial for face transplant « 1 clinical trial for hand transplant

Figure 2: Clinical Network Objectives

A clinical trial is definedas a research study in which one or more human subjects are
prospectively assigned to one or more interventions (which may include placebo or other
control) to evaluate the effts of the interventions on biomedical or behavioral heelgted
outcomes.Since the clinical trials developed under the Clinical Network will be assessing the
safety and efficacy of the standardized protocols and @e@sdoped under Phasethe RTRP
understands th&hase? clinical trials may only be prospectively assigning human subjects to

one intervention (i.e., hand or face transplasthg historical controls only.




Coordinating Center Description

Key requirements for the Coordinating Center include:

M

A Principal Investigator (PI) with a proven track record of leadership and the scientific
ability to direct and oversee a large mitistitutional VCA effortwill serve as the Network
Director. The Network Directoris expected to commit an appropriate level of time and effort
to direct and manage a project of this magnituleuccession plan should be incorporated

in the event of an unforeseen change ireEtor.

Experiencan managing multinstitutional collaborationsThis can be demonstrated by the
Network Director/PI or another member of the Coordinating Center team.

Experience in managing clinical trial$his can be demonstrated by the Network Dog®!|
or another member of the Coordinating Center team.

Knowledge of the intricacies of the VCA field so thia@ Coordinating Centean effectively
lead the Network in achieving its objectiveBhis can be demonstrated by the Network
Director/Pl or anther member of the Coordinating Center team.

Key responsibilities of the Coordinating Center are to:

T

Develop and maintain the Clinical Network organizational structWerk with the RTRP
Clinical Network Steering Committee to invite VCA Centers aneiotiollaborators into the
Clinical Network as Network SitedNetwork Sites will not be included as subawards in the
application itself Once thegovernment has made the primagward to the Coordinating
Center, the Coordinating Center will be responsible for establishing the Clinical Network
and making subawards to Network Sites for Phase 1 and/or Phase 2 reimbursable
activities.

Underleadership of théletwork Director providedayto-day management of the Clinical
Network and ensure that the Clinical Network adheres to the planned timeline and milestones
for overall study executiom both Phasgl and2.

Establish and manage procedures to ensure that all Network Sites REBiRdunding for
thephase(s) in which they participat&ee special requirements for funding of clinical trials
in Phase?.

Facilitate the necessary agreemédatg.,Clinical Network constitution and blaws and
operating manua)detween all participatg Network Sites to ensure seamless collaboration
so that the Clinical Network functions as a cohesive unit rather than a collection of different
sites.

Develop and manage a communications plan andirealcommunications with Network
Site membershe RTRP Clinical Network Steering Committesnd other key collaborators.

Establish and manage an intellectual and material property plan for all institutions
participating in the Clinical Network.



Manage real or potential conflicts of interest.

Facilitate a ollaborative research environment for the development of standardized protocols
andCPGsfor VCA, as well as for the development of clinical sigdne for face

transplantation and one for hand transplantation), and coordinate schedules and maintain
timelines for achieving objectives, etc.

o For example, this might be done through the establishment of ainstitiitional
working group for each protocol a@PGto be standardized and/or clinical tnmbtocol
to be written.

o Ensure that the appropriate exse is included in the efforts to develop each protocol,
CPG, and clinical trial (e.g., scientific, medical, human subjects protection, regulatory)

Establish a fair and equitable process through which each protocol and @&@l&ped,
reviewed revised and ultimately finalized as standard.

Establish and maintain procedures for ensuring compliance with FDA requirements for
investigational agents, diees, and procedures, as applicable.

Provide a Clinical Research Manager who will facilitate the regulatory approvals for each
clinical trial protocol and will interact with the Clinical Research Coordinators at each
Network Site to coordinate patient agal and study activities across sites.

Establish and manage procedures to obtain approval for and maintain compliance of
protocols with a single unified IRB of record for the Clinical Network and @itiRO.

Develop and manage a comprehensive data caleatid data management plan that
addresses the needs of all Network Sites in terms of access to data, data security, and data
integrity measures.

Develop and manage quality assurance and quality control mechanisms for clinical trial
monitoring.

o Registration, tracking, and reporting of participant accrual.

o Timely medical review, rapid reporting, communication of adverse events, and
management/coordination among all NetwSites.

o Interim evaluation and consideration of measures of outcome.

Ensurethe standardized collection, cataloging, storage, and use of specimens, imaging
products, and other data as appropriate for the clinical trials.

Ensure that the clinical trials are initiated (i.e., open for enrollment) within 2 months of the
start of Phasé.



1 Develop and manage procedures for timely publication of major outcomes and other public
dissemination of data and study results.

1 During Phasd, coordinate and facilitate at least two internal Clinical Network review
meetings for all Clinical Networkdy investigators to facilitate fa¢e-face discussions and

evaluate progress toward objectives. These meetings should be open to and coordinated with

the RTRP Clinical Network Steering Committee, and are recommended at approximately
months 6 and 18 of ¢haward.

1 During Phase@, coordinate regularly scheduled meetings (via teleconference or other media
platform) to facilitate discussion of clinical trial progress among Network Sites (e.g.,
recruitment effortsenrollment, patient listings, transplantsentjon episodes or other
adverse eventsuccesses, challenges). These meetings should be open to the RTRP
management team.

1 Coordinate the preparation of briefings for and attend annual In Progress Review (IPR)
meetings. IPR meetings will be hosted by BRITRP angwhen possiblewill occur in person
in the National Capital Region, but may alternatively occur via teleconference or other media
platform.

1 Maintain regular communications with the RTRP management team, to include the CDMRP
Science OfficerAgreement®Officer TechnicalRepresentativeNOTR), USAMRAA
AgreementOfficer, and other USAMRDC personnel.

Network Site Description

Network Sites will be invited into the Clinical Network after the Coordinating Center is awarded.
The Network Sites are to serve as equal partners in the Clinical Network and are responsible for
working collaboratively with the Coordinating Center andhvather Network Sites to meet the
objectives of the Clinical Network. No single Network Site, including the Network Site
associated with the Coordinating Center, if applicable, is to have authority over the other
Network Sites or to have the final detenation or veto power of the protocols and CPGs being
developed.

Key requirements of Network Sites includiee of the following:

T An established VCA Center led by a Network Site PI with expertise in face and/or hand
transplantation. A Network Site with 80A Center is expected to have an active role in
both Phaséd and Phas@ of the Clinical Network.

1 An institution led by a Network Site Pl with a track record in VCA research that has
expertise in one or more of the FY22 RTRP Clinical Network Focus Aredetwork Site
without a VCA Center is expected to have an active role in Phafsthe Clinical Network
but may have a diminished role, if any, in Phase

Note: A Network Site may reside at the same institution as the Coordinating Center, but a
plan must be in place to avoid bias and manage conflicts of interest.
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Key responsibilities of Networgites are to:

T Work with the Coordinating Center to complete all agreemengs,Clinical Network
constitution and byaws and operating manugals necessary tparticipate in the Clinical
Network.

1 Participate and work collaboratively to develop standardized protocols, CPGs, and clinical
trials for face and/or hand transplantation.

T Comply with the Coordinat i npartichateih sheduted c o mmu n
meetings).

1 Participate in procedures developed by the Coordinating Center for resolution of intellectual
and material property issues among organizations in the Clinical Network.

1 Implement procedures established by the Coordin&arger for ensuring compliance with
FDA, IRB, andOHRO requirements, as applicable.

1 Comply with the quality assurance and quality control procedures established by the
Coordinating Center, including participation in an onsite monitoring program to bgetana
by the Coordinating Center.

9 I mpl ement the Coordinating Centero6s manageme
and use of specimens, imaging products, and other clinical data.

1 Share available research resources with other members of the Niatoairk.

1 During Phase, participate as a clinical site for enrollment in at least one clinical trial (if a
VCA Center).

3 Provide a Clinical Research Coordinator, who will interact with the Clinical Research
Coordinators of other Network Sitesandthe Coondat i ng Center s Cl i ni
Manager to ensure regulatory approvals for the standardized protocols andr€RGs
coordinate patient accrual and study activities across sites.

3 Participate in procedures developed by the Coordinating Center for fonaigation of
Clinical Network outcomes and other public dissemination of data and study results, as
applicable.

2 Support the Clinical Net workods coll aborati
Network review meetings during Phaksand regulast scheduled teleconferences during
Phase?, as specified by the Coordinating Center. These meetings are intended to
facilitate discussion across Netwdites and evaluate progress of protocol/CPG
development (Phagg and clinical trial execution (Phage

3 Assist with preparation of briefings for, and attend, annual IPR meetings.
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Clinical Network Oversight

1 RTRP Clinical Network Steering Committee: The RTRP Clinical Network Steering
Committee will consist of the RTRP Programmatic Panel, program stdfgthar key
subject matter experts and USAMRDC personnel; ad hoc members may be included as
needed. This committee will provide oversight of all aspects of the Clinical Network, as well
as guidance for the Coordinating Center at critical juncttoaadude establishment of the
Clinical Network, scientific review of the clinical trial applications in both face and hand
transplantation, etc.

T In Progress Reviews: Thdetwork Directorand Network Site Pls are required to present
progress updates to the RFRlinical Network Steering Committee at annual IPR meetings,
which will be hosted by the RTRP. It is anticipated that these meetings will be held in
person toward the end of each performance year; however, alternative arrangements will be
made (e.g., telconference or other media platforsimpuld irperson meetings be restricted
or otherwise infeasible.

Research Involving Human Anatomical Substances, Human Subjects, or Human
Cadavers: All Department of Defense (DOEunded research involving new and ongoing
research with human anatomical substances, human subjects, or human cadavers must be
reviewed and approved by the USAMRDC OfficdHafman Research Oversigi@HRO), prior

to researcimplementation.This administrative review requirement is in addition to the local
IRB or Ethics Committee (EC) review.ocal IRB/EC approval at the time of submissionas
required. Allow up to 3 months folOHRO regulatory review and approval procsss following
submission of all required and complete documentidRO. The OHROreviews and
approves the participation of each site in the clinical tialr the FY22 RTRP Clinical

Network Award, initial OHRO approval will take place during Phaskof the award. Refer to
Appendix2and t he Human Subject Resource Document
Opportunities &ttpB:ebamargieBRAC publi/&rgoeam hjrfor additional
information.

Women and Minorities inthe Study: Consi st ent with the Bel mont R
and Guidelines for the Protection of Human Su
attention is given to inclusion of women and/or minorities in studies funded or supported by the
USAMRDC. This policy is intended to promote equity both in assuming the burdens and in

receiving the benefits of human subjects reseafgiplications must describe the strategy for the
inclusion of women and minorities in the clinical trials appropriatbeémbjectives of the study,

including a description of the composition of the proposed study population in terms of sex/gender,
race, and ethnicity, and an accompanying rationale for the selection of subjeglisations must

provide an anticipated evliment table(s) with the proposed enrollment distributed on the basis of
sex/gender, race, and ethnicifyhe suggested Inclusion Enroliment Report format is apage

fillable PDF form that can be downloaded from eBRAP at
https://ebrap.org/eBRAP/public/Program.htm

Use of DOD or VA Resources:lf the proposed research involves access to adiig military
patient populations and/or DOD or VA resources or databdmeapplication must desbe the
access at the time of submission and include a plan for maintaining access as needed throughout
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the proposed researcliRefer toSectionll.D, Application and Submission Informatipfor
detailed infomation. Refer té\ppendix2, for additional information.

The CDMRP intends that information, data, and research resources generated under awards
funded by this research announcement be made available to theareb community (which
includes both scientific and consumer advocacy communities) and to the public at ld&fge.
additional guidance, refer té\ppendix 3, Section K, Sharing of Data and Researcls®&ces

In addition tothe funding providethrough thed=Y22 RTRPClinical Network Award the
Networkis encouragetb seekfunding opportunities from additional sources including industry,
the private sector, and other federal organizations.

I.D. Eligibility Information

1 TheNetworkDirector at theCoordinatingCenter must be an independent investigator at or
above the level of Associate Professor (or equivalent) with experience in developing and
running largescale initiatives such as clinical trials or consortia.

1 Each investigator may be named on only one FRZRP Clinical Network Award
application as the Mletwork Director

1 Resource sharing/matching is a requirement, with government resources not to exceed the
total amount provided by other parties to the maximum extent practicable.

3z Resource sharing in a treaction occurs when a portion of the total cost of the project is
to be paid out of funds provided by sources other than the federal government.
Contributions can be in cash or roash (i.e., irkind) form, and costs can be either
direct or indirect, stong as the contributions are allowable, allocable, reasonable, and
consistently accounted for by the award&nerally, cash contributions are preferred
over inkind contributions as they are easier to value and often represent a higher level of
commiiment to the success of the program.

1 Organization: All organizations, including foreign organizations, foreign public entities,
and international organizations, are eligible to apply.

T Government Agencies Within the United StateslLocal, state, and federal government
agencies are eligible to the extent that applications do not overlap with their fully funded
internal programs. Such agencies are required to explain how their applications do not
overlap with their internal programs

As applications for thisesearctannouncement may be submitted by extramural and intramural
organizations, these terms are defined below.

T Extramural Organization: An eligible nonDOD organization. Examples of extramural
organizations include academitstitutions, biotechnology companies, foundations, federal
government organizations other than the DOD, and research institutes.

13



T Intramural DOD Organization: A DOD laboratory, DOD military treatment facility,
and/or DOD activity embedded within a ciaifi medical centerlntramural Submission:
An application submitted by a DOD organization for an intramural investigator working
within a DOD laboratory or military treatment facility or in a DOD activity embedded
within a civilian medical center.

1 Applicantssubmitting through their intramural organizations are reminded to coordinate
receipt and commitment of funds through their respective Resource Managers (Ras).
investigator at an intramural organization is named as a collaborator on an applicatio
submitted through an extramural organization, the application must include a letter from

the coll aboratordés Commander or Commanding C
t hat aut horizes the coll aboratordéds invol veme
I.LE. Funding

A single award will e made to th&TRP ClinicalNetwork Coordinating CenterThe
CoordinatingCenter, as thdletworkManager, will provide funding support for the selected
Network Sites.

T The maximum period of performancezigearsfor Phasel, with an option for amdditional
4 years for Phasg, pending successful completion of Phasdjectives and availability of
federal funds.The USAMRDC may consider extending this period of performé&untieerto
include noncompetitive folloven work contingent upon receipt foture congressional
appropriations.

1 Upon award, funding from the government of proposals received in response to this research
announcement is expected to be limited to approxima@Nyifi total costs (direct plus
indirect costs) A budget is requiretbr Phasel.

T If exercised RTRP funding for Phaseis expected to be limited to approximately $10M
total costs (direct plus indirect cost#d generalized budget outline should be provided for
Phase?, to include cost categories for maintaining the Coordinating Center, providing
support for Network Sites and clinical trial costs, as well as other categories deemed
essential. The Phagbudgetmaynot be negotiatedrior to issuance of the Clinical
Network Award, butit is subject to negotiations prior to the beginning of PRasece
clinical trials are identified.

T If indirect cost rates have been negotiated, indirect costs are to be budgeted in accordance
with the organi z atyinegotidted ratelosbudget vliche approvéddonyd e r a | |
the government exceedi¥@M total costs directplus indirectcostg for Phasel or using an
indirect cost rate exceeding the organizatio

T The PI may request up t@® in total costs (diect + indirect costs) fdPhasel for the full
proposed period of performance (uRtgears) to cove€oordinatingCenter costs and
Networkactivities. This will be funded using allocations from the RRTRP
congressional appropriatio® budget for theCoordinatingCenter should be submitted
using the SF424 Research & Related (R&R) Budget Form.
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T For individual clinical trials, funding will be based upon negotiated milestones and
deliverablesvhich will be negotiated once clinical trials are identified

T All direct and indirect costs of arBhase 1 and/or Phassbaward (or subcontract) must be
included in the total direct costs of the primary awakithough Network Sites will not be
determined at the time of application submission, the budget should provide a dollar amount
to be allotted for Network Site operations.

1 Resource sharing includes baw inkind contributions.The proposed shared resources
must be necessary and reasonable, in line with cost principles, and not part of another federal
award. Costs of prior research are not allowed. Sunk costs of patents or other intellectual
propert (IP) are not allowed.

For this award mechanism, direct costs must be requested for:

T Clinical Network Review Meetings: Costs to sponsor two Clinical Network review
meetings during Phadeof the award, recommended at months 6 and 18.

T In-Progress Review: Travel costs for the Network Director and Network Site Pls to attend
and participatin annuallPR meetings, anticipated to occur near the end of each
performance yearFor planning purposes, assume these meetings will take place in the
NationalCapital Region.

1 DOD-Sponsored Meeting: Travel costs for th&életwork DirectofPI or other designated
investigatorto present project information or disseminate project results from the RTRP
Clinical Network Award at a DD-sponsored meeting (e.g., MilitaHealth Services
Research Symposium) once during eglchse. For planning purposes, assume the meeting
will be held in the Central Florida Region. These travel costs are in addition to those allowed
for annual scientific/technical meetingeetings.

T Network Sites: It is the responsibility of the Coordinating Center to ensure RITIR&ing
to each Network Site for their participation in Phasad/or Phas2. For planning
purposes, assume a total of 11D Network Sitesvill be addedo the Clinical Network The
Coordinating Center should make a subaward to each Network Site for reimbursablé Phase
activities and a separate subaward for reimbursable Phase 2 activities.

Special Requirements:
1 Phasel (Standardized Protocol, CPG, and Clinical Trial Development):

3 Itis anticipated that costs for Network Site participation will largely be attributed to
salary costs for the time contributed by the Network Director and other Network Site
participants talevelop review, reviseand finalizeprotocols and CPGs, as well as for
meeting and other communications with other Clinical Network participants.
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T Phase (Clinical Trials):

3z A minimal budget should be provided for the Network Sites through subawadsster
such as regulatory fees and salaries for the Network SisnBIClinical Research
Coordinatos.

3 Funds should be set aside within the Coordinating Center budget for the purpose of
reimbursing a pre&letermined flat rate amount to Network Sites faeeningtransplant
proceduresand followup care (immunosuppression, rehabilitation, etc.). A separate flat
rate amount may be determined for face vs. hand transplant, and unilateral vs. bilateral
hand transplant, as deemed appropriate by the Coardjr@enter.

1 RegulatoryReview:

3 Costs associated with conducting regulatory reviews of the standardized clinical
protocols and CPGs and informed consent/assent forms

May be requested for (not aficlusive):
1 Salary support

1 Implementation oNetwork-developed standardization ptadata management program,
reattime communications system, and administration plans faléteork

1 Support of Networkelated meetings, teleconferences, and travel in support of Network
collaborations.

1 Costs for up to three investigators to travel to one scientific/technical meeting per year (they
may attend the same meeting or up to three separate meetings). The intent of travel costs to
scientific/technical meetings is to present pcojaformation or disseminate project results
of the RTRP Clinical Network Award.

1 Researchrelated subjects costs (Ph&3e

T Clinical trial costs (Phas®

1 Costs associated with face and hand transplantation folfpeare (Phas®
1 Other costs directly assiated with planning and developing the Network
1 Publication costs

For extramural awards with an intragovernmental component, direct transfer of funds from an
extramural awargartnerto a DOD or other federal agency is not allowed except under very

limited circumstances. Funding to intramural DOD and other federal agencies will be managed
through a direct funds transfer. Intramural applicants are responsible for coordinating through
their agencyods procedures t hewandsoeotherf contract
appropriate agreements to support extramural collaborators.
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Refer toAppendix 1, Section Ill.A.5for budget regulations and instructions for the Research &
Related BudgetFor federal agencies or orgamations collaborating with federal agencies,
budget restrictions apply as noted fhat section

The CDMRP expects to allot approximatel3® in FY22 and $10M in FY24 to fund
approximately one (1) Clinical Network Award application. Funding of applications received
is contingent upon the availability diederalfunds for this program as well as the number of
applications received, the quajitand merit of the applications as evaluated by scientific and
programmatic review, and the requirements of thgevernment Funds to be obligated on any
award resulting from this funding opportunity will be available for use for a limited time
period basd on the fiscal year of the funds.

|.F. Resource Share

To the maximum extent practicable, the resources from the government do not exceed the total
amount provided by the other partieShis resourcesharing requirement is intended to

highlight the dukuse focus of this authority and show commitment on the part of the performing
team to pursue transition of treatments to the clinic in the fulti@le the default position of

the government is a 50/50 resource share, the final amount of the share should be based on full
consideration of factors such as theerquartne
military relevance, unusual perfnance risk, and precompetitive nature of the project.

Sample Resourc&haring Plan: The applicant is required to provide an initial resource
sharingplan. The gover nment 6s e Xx p elating plan © onlyia sampleh a t
given that theNetwork Sites are not identified in the application, alimical trials will not be
approved at the time of awarélowever, the applicant will identify potential sources of resource
shares, as well as examples of resource shares on previous projepiscabée. The applicant

will also identify an approach for tracking resource shares across the life of the award.

Resource sharing may include, but is not limited to, cash andghitg contributions to the

project or program made either by or throagly sutpartnes, unrecovered indirect costs,

services or property that are submitted by the applicant cswpgrtnes, third-party inkind
contributions.The cash contribution may be derived
subawards) funds or outsideurces or from nonfederal contract or grant revenues or from profit
or fee on a federal procurement contract.

An offerorés own source of funds may incl ud
Independent Research and Development (IR&D) $umdany other indirect cost pool allocation.
New or concurrent IR&D funds may be utilized as a cash contribution provided those funds
identified by the offeror will be spent on performance of the Statement of Work (SPNgjJ.

IR&D funds will not be coridered as part of thaferoré cash contribution.

In-k i nd contri but i on-finaneia resource$ expermdéditogprowde Supporh 0 n
such as weaandtear on inplace capital assets like machinery or the prorated value of space
used for perforrance of the prototype, as well as the reasonable fair market value (appropriately
prorated) of equipment, materials, IP, and other property used in the performance of the SOW of
the rOTA.
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Prior IR&D funds willnotbec onsi der e d p acash orarkind tohtebutiorfs,f er or 6
except when using the same procedures as those that authowdeapdecosts, nor willdes be
consi der ed sesouree sharimd dordon.or 6

[I. SUBMISSION INFORMATION

Submission is a twastep process requiring both papplication (eBRAP.org) and full
application (eBRAP.org or Grants.gov) as indicated beldlae submission process should be
started early to avoid missing deadlines. There are no grace periods. pkcéltagm
submission guidelines differ for extramural (Grants.gov) and intramural (eBRAP.org)
organizations (refer tdable 1, Full Application Submission Guidelipes

The application title, eBRAP logumber, and all information for the PI, Business Official(s),
performing organization, and contracting organization must be consistent throughout the

entire preapplication and application submission procesisiconsistencies may delay

application processgand limit the ability to view, modify, and verify the application in

eBRAP. If any changes need to be made, the applicant should contact the CDMRP Help Desk at
help@eBRAP.org@r 30:682-5507 prior to the applican deadline.

Federal applicants must be familiar with Grants.gov requirements, including the need for an
active System for Award Management (SAM) registration and a Data Universal Numbering
System (DUNS) numberRefer toAppendix 1 for further information regarding Grants.gov
requirements.

eBRAP (https://ebrap.orgis a secure webased system that allows Pls to submit their pre
applications, view and verify extramural falbplications submitted to Grants.gov
(https://grants.goy receive communications from the CDMRP, and submit documentation
during award negotiations and throughout the period of performance. eBRAP also allows
intramuralorganizations to submit full applications following fpplication submission.

Application viewing, modification, and verification in eBRAP is strongly recommended, but not
required. The Project Narrative and Budget cannot be changed after the applicatio
submission deadlinePrior to the full application deadline, a corrected or modified full
application package may be submitt€ather application components may be changed until the
end of theapplication verification peod. After the end of the application verification period,

the full application cannot be modified.

Table 1. Full Application Submission Guidelines

Extramural Submissions Intramural DOD Submissions

Application Package Location

Download application package components| Download application package components
HT942523-RTRPR-CNA from Grants.gov for HT942523-RTRRCNA from eBRAP
(https://grants.ggvand create a Grants.gov | (https://ebrap.org

Workspace. Workspace allows online
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Extramural Submissions

Intramural DOD Submissions

completion of the application components at
routing of the application package through tf
applicant organization for review prior to
submission.

Full Application Package Components

SF424 Research & Related Application for
Federal Assistance Form:Refer to the

General Application Instructions, Appendix 1]
Section Ill.A.], for detailed information.

Tab 17 Summary: Provide a summary of
the application information.

Tab 27 Application Contacts: This tab will
be prepopulated i eBRAP; add Authorized
Organizational Representative.

Descriptions of each required file can be fou
under Full Application Submission
Components:

1 Attachments

1 Research & Relatedeiisonal Data

1 Research & Related Senior/Key Perso
Profile (Expanded)

1 Research & Related Budget

1 Project/Performanceit® Location(s)
Form

1 Research & Related Subaward Budget

Attachment(s) Form

Tab 371 Full Application Files: Upload files
under each Application Component in
eBRAP. Descriptions of each required file
can be found under Full Application
Submission Components:

1 Attachments

1 Key Personnel

1 Budget
1 Performance Sites

Tab 471 Application and Budget Data:
Review and edit proposed project start date
proposed end date, and budget data pre
populatedrom the Budget Form.

Application Package Submission

Create a Grants.gov Workspace.
Add participants (investigators and Business
Officials) to Workspace, complete all require
forms, and check for errors before submissic

Submit a Grants.govWorkspace Package.
An application may be submitted through

Wor kspace by <clickin
button on the AManag
under the AFormso t a

recommends submission of the application
packageat least 2448 hours prior to the
close dateto allow time to correct any
potential technical issues that may disrupt th
application submission.

Note: If either the Project Narrative or the
budget fails eBRAP validation or needs to b

Submit package components to eBRAP
(https://ebrap.ory

Tab 51 Submit/Request Approval Full
Application: After all components are
uploaded and prior to the full application
submission deadline, enter your password i

the space provided n
Password Hereo and
Applicationo button

Resource Manager/Comptroller/Task Area
Manager or equivalent Business Official by
email. Do not password protect any files of
the application package, including the
Project Narrative.
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Extramural Submissions

Intramural DOD Submissions

modified, an updated Grants.gov application
packaye must be submitted via Grants.gov &
AChanged/ Corrected A
previous Grants.gov Tracking Iprior to the
application submission deadlin®o not
password protect any files of the application
package, including the Project Narrative.

Application Verification Period

The full application package submitted to
Grants.gov may be viewed and modified in
eBRAP until the end of the application
verification period. During thapplication
verification period, the full application packa
may be modifiedvith the exception of the
Project Narrative and Research & Related
Budget Form

After eBRAP has processed the full
application, the organizational Resource
Manager/Comptroller/T&k Area Manager or
equivalent Business Official and PI(s) will
receive email notification of this status and
will be able to view and modify application
components in eBRAP. During the
application verification period, the full
application packagmay be nodified with the
exception of the Project Narrative and
Research & Related Budgeorm. Your
Resource Manag&bmptroller/Task Area
Manager or equivalent Business Official
should log into eBRAP to review and to
approve prior to the application verificatio
deadline.

Further Information

Tracking a Grants.gov Workspace Package
After successfully submitting a Workspace
package, a Grants.gov Tracking Number is
automatically assigned to the package. The
number will be listedonthe Conf i r m
page that is generated after submission.

Refer to the General Application Instructions
Sectionlll, for further information regarding
Grants.gov requirements.

Refer to the General Application Instruction
SectionlV, for further informatio regarding
eBRAP requirements.

II.LA. Where to Obtain the Grants.gov Application Package

To obtain the Grants.gov application package, including all required forms, perform a basic
search using the Funding Opportunity NumH&042523-RTRP-CNA in Grantsgov

(https://lwww.grants.qoy/
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Grants.govis a federal system required to be utilized by agencies to receive and process
extramural applications. Full applications may only be submitted to Grants.gov after submission
of a preapplication through eBRAP.

Contact information for the eBRAP Help xe#nd the Grants.gov Contact Center can be found
in SectionVI, Agency Contacts

II.B. Pre-Application Submission Content

During the pre-application process, eBRAP assigns each submission a uniqualmgber.
This unique eBRAP log number is required during the full application submission process.
Inconsistencies may delay application processing and limit or negate the ability to view,
modify, and verify the application in eBRAM.any changes are nessary after submission of
the pre application, the PI must contact the CDMRP Help Desiefi@eBRAP.or@r
301-682-5507.

Preapplication content and forms must be accessed and submitted at eBRAP.org.

Pls and organizations identified in the Jagplication should be the same as those intended for
the subsequent application submissifrany changes are necessary aftemsigbion of the
pre-application, the Pl must contact the CDMRP Help Desiefi@eBRAP.or@r

301-6825507.

A change in PI or organization after submission of thegpgdication may be allowed after
review of a submited written appeal (contact the CDMRP Help Deskedp @eBRAP.or@r
301-682-5507) and at the discretion of the USAMRAA Agreements Officer.

The preapplication consists of the following components, which are amgdnn eBRAP by
separate tabs (refer to tAppendix 1for additional information on prapplication submission):

1 Tab 17 Application Information

3z Enter the application information as described in eBRAP before continuingethe pr
application. Submission of application information includes assignment of primary and
secondary research classification codes, which can be found at
https://ebrap.org/eBRAP/public/Program.htithe codes have been revised.

3z Applicants are strongly encouraged to review and confirm the codes prior to making
their selection.Cl i ck on fASave. o

1 Tab 27 Application Contacts

3 Enter contact information forthe PEnt er t he organi zationds Bu
responsi ble for sponsored program admini st
matters involving this applicationodo in Blo
Form). Depending on screen resolution, scrollimgizontally may be necessary to
|l ocate the box to filnvite an AORO (Authori
register the performing and/or contracting organizations. The Business Official must
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either be selected from the eBRAP list or invited ineoffdr the preapplication to be
submitted. If the Business Official cannot be found in eBRAP, an invitation must be
sent to him/her to register in eBRAP.

3 Select the performing organization (site at which the PI will perform the proposed work)
and the cotracting organization (organization submitting on behalf of the PI, which
corresponds to Block 5 on the GranAdd. gov S

Organizations to this Prapplicationo The organization(s) must
from the eBRARJIrop-down list or invited in order for the pwgpplication to be
submitted.

3z Pls are recommended to identify an Alternate Submitter in the event that assistance with
pre-application submission is needed.

1 Tab 37 Collaborators and Key Personnel

3z Enter the nme, organization, and role of all collaborators and key personnel associated
with the application.

3 FY22RTRPProgrammatic Panel members may not be involved in preparation of the
application.

3 To preserve the integrity of its peer and programmatic revieeepses, the CDMRP
discourages inclusion of any employee of its review contractors who has any role in
application preparation, research, or other duties for submitted applications. For FY22,
the identities of the peer review contractor and the programmeatiew contractor may
be foundonthe CDMRP websitehttps://cdmrp.health.mil/about/2tierRevProcess.aspx
Applications that include names of personnel from either of these companibs will
administratively withdrawn unless plans to manegeflicts of interesare provided and
deemed appropriate by the government.

1 Tab 471 Conflicts of Interest

3 List all individuals other than collaborators and key personnel who may (cardliat
of interestin the review of the application (including those with whom the Pl has a
personal or professional relationship).

1 Tab 57 Pre-Application Files

3 Letter of Intent (LOI) (two -page limit): Provide a brief description of the plans for
serving as the Coordinating Center of the Clinical Network. For program purposes in
planning the Full Application Preubmission Meeting, it is important to address the
following points:

i Coordinating Center Team: Identify the proposed Network Director/Pl and any
key personnel for the team.
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i Collaborations: It should be clear that collaborations with Network Sites will not
be included in the application; however, cbbaations with other entities may be
appropriate at the application stage, and could be mentioned in the LOI. For
example, collaborations with the required-pofit firm, and/or collaborations with
consultants that will serve the entire Clinical Netw(statistics, regulatory,
consumer perspective, etclh addition,applicans shouldindicate initial thoughts
regarding the optimal number of Network Sites for achieving the goals of the
Clinical Network.

i Cost Share: Identify potential sources of coshare.

i For-Profit Firm: ldentify a potential foiprofit firm that is to be involved in either
the (1)performance of the research project(s) or (2) commercial application of the
research results.

LOls are used for program planning purposes only (e.gapplication presubmission
meeting with RTRP program staff, reviewer recruitment) and will not be reviewed
during either peer or programmatic review sessions. Specific details are requested for
administrative purposes only. Upload the document as a PDF

eBRAP will not allow a document to be wuplo
number of pages exceeds the limits specified.

1 Tab 671 Submit Pre-Application
3 This tab must be completed for the jagplication to be accepted and processed.
[I.C. Full Application Pre-submission Meeting

Each applicant who submits a gapplication will berequired to participate iapersonalized

vir t ual guestion and answer session. Response:
approach will not be stred with other applicants. Howevegsponses tolarification questions

thatare raised due to confusion with any part ofrésearctannouncement may be shared with

other applicants. Thgovernment will schedule these meetings following LOI submisside

applicant is encouraged to submit the LOI as soon as possdlmaximize the amount of time

between the Full Application Presubmission Meeting and the full application deadlin@his

meeting is not intended as a review of the LOI, and an invitation is not required to submit a full
application.

[I.D. Application and Submissioninformation

The application process should be started early on Grants.gov to avoid missing de@tknes.
arenograce period/ er i fy the status of the applicantés
SAM well in advance of the gfication submission deadlinéllow 3 to 4 weeks to complete

the entire SAM registration procesRefer to theAppendix 1for additional information.

All contributors and administrators to the application must use matching compatible versions
of Adobe software when editing and preparing application componeiitse use of different
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software versions will result in corruption of the submitted fil&eeAppendix 1for details on
compatible Adobe software.

The CDMRP cannot make allowances/exceptions to its policies for submission pnsble
encountered by the applicant organization using systersystem interfaces with Grants.gov.

Each application submission must include the completed Grants.gov application package for this
research announcemenithe Grants.gov application package ismiited by the Authorized
Organizational Representative through the Grants.gov phbttal/(www.grants.goy/

Note: The Project Narrative and Budget Form cannot be changed after the application
submission deadlia.

If either the Project Narrative or the budget fails eBRAP validation or the Project Narrative or

Budget Form needs to be modified, an updated Grants.gov application package must be
submitted via Grants.gov as a feddusaGraptegby Corr ec
Tracking IDprior to the application submission deadline

Grants.gov application package componentsFor the Clinical Trial Consortium Award, the
Grants.gov application package includes the following components (referAppleadix1 for
additional information on application submission):

[I.D.1. SF424 R&R Budget Form Application for Federal Assistance FormRefer tothe
General Application Instructiongppendix 1 for detailed information.

[1.D.2. Attachments Form

Each attachment to the Grants.gov application forms must be uploaded as an individual PDF
file in accordance with the formatting guidelines listed ihe General Appcation
Instructions.

For all attachments, ensure that the file names are consistent with the guidance. Attachments
will be rejected if the file names are longer than 50 characters or have incorrect file names that
contain characters other than theduling: A-Z, az, 09, underscore, hyphen, space, and

period. In addition, there are file size limits that may apply in some circumstances. Individual
attachments may not exceedr@@gabytes (MB), and the file size for the entire full application
packagenay not exceed 20UB.

T Attachment 1: Project Narrative (30page | i mi t) : Upl oad as APrc
The page limit of the Project Narrative applies to text and ten elements (e.g., figures,
tables, graphs, photographs, diagrachemical structures, drawingssed to describe the
project. Inclusion of URLS(uniform resource locatorghat provide additional information to
expand the Project Narrative and could confer an unfair competitive advantage is prohibited
and may result imdministrative withdrawal of the application.

Describe the key features of tREFRPClinical Networkin detail using the outline
below.
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3 Network Development Plan

Describe plans for building the Clinical Network in collaboration with the RTRP
Clinical Network Steering Committg@otential Network Sites should not be
contacted during the proposal preparation staB&ns should demonstrate
knowledge of current VCA Centers and their experience in face and/or hand
transplantation, and also ofhetr potential collaborators with VCA expertise specific
to the RTRP Clinical Network Focus Areabhe intent to be inclusive of as many
VCA Centers as possible should be evident in the plans desaisbdationale for
theanticipatechumber of Network es representative of both hand and face
transplantation should be includeNetwork Sites will not be included as subawards
in the application itself Once thegovernment has made the primamyard to the
Coordinating Center, the Coordinating Center will be responsible for establishing the
Clinical Networkand making subawards to Network Sites for Phase 1 and/or Phase
reimbursable activities

Describe the projected organizational structarghe Clinical Network, including

key positions and committees, and the roles they play within the Coordinating Center
and/or between the Coordinating Center and Network Sitesvide a graphical
representation for the organizational structuggplain how this structure is

appropriate for achieving the objectives of the Clinical Network.

Describe the framework fahe Clinical Network, includingiey operationsas well as
relationships between various groups within the organizational strudb@estibe
howthe framework is conducive to a collaborative environm@&sscribe the rules
and/or guidelines by which the Network Sites will work togethexctueve its goals
in a logical, fair, and unbiased manner.

Describe how the Clinical Network will bepresentative of both face and hand
transplantation and all RTRP Clinical Network Focus Areas.

Describe plans texecutehe necessary agreements (e3jinical Network

constitution and byaws and operating manuglsetween all participating Network
Sites to ensure seamless collaboration so that the Clinical Network functions as a
cohesive unit rather than a collection of different sifBsis should include a plan to
establish and manage an intellectual and material property plan for the Clinical
Network, plans for a single IRB, and platsmanage real or perceived conflicts of
interest.

3 Personnel and Resources

Identify key personnel and their projected roles and contributions to the Clinical
Network, to include at a minimum the @e., Network Diector)and a Clinical

Research Manageilhe Clinical Research Manager will facilitate the regulatory
approvals for each protocol and will interact with the Clinical Research Coordinators
at each Network Site to coordinate patient accrual and study iastiadross sites.
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Explain how the level of effort proposed for thetwork Directoris appropriate to
directing and managing a project of this magnitude.

i Describe the previous leadership experievfdtie Network Director/Pl and/or other
named keypersonnelanddescribeaccomplishments related to design,
administration, and management of collaborative nindtiitutional research projects,
including clinical trialsand/or consortia awards

i For theNetwork Directorand other key personnel, describeir breadth of
understanding of, and/or experience in, VCA and related research and/or patient care,
as well as the knowledge of intricacies in the VCA field (e.g., ongoing collaborative
efforts, institutional policies, challenges) that could impactesg of the Clinical
Net workds objectives.

i Describe the expertise and experience of other key personnel and how this is
appropriate for their proposed role in the Clinical Network.

i Provide evidence of organizational commitment to the Coordinating Canter,
describe the resources and facilities that will be available for this.effmitide
leveraged activities, distinguishing between what is already established versus what
would be new aspects to be supported.

i Describe the resources that the CoortilmgaCenter will make available to Network
Sites, and how they will support the Clinical Network

i Describe a succession plan for the Network Director in the event of an unforeseen
change.

Network Coordination
i Describe plans to coordinate with the RTRP icahNetwork Steering Committee.

i Describe plans to ensure that all Network Sites and other key collaborators receive
appropriateRTRP funding for the Phase(s) in which they participate.

i Describe the timeline for overall study execution and achievin@lineal
Net workds objectives and milestones.

i Describe plans for dayp-day management and coordination of the Clinical Network,
for facilitating a collaborative research environment, and for coordinating schedules
and maintaining timelines for achieviodjectives and milestones.

i Describe plans for redime communication with and among all Network Sites and
other key collaborators, including the anticipated platforms and frequencies for each
communication need.

i Describe how the Network will avoid/mitage conflicts of interest between
institutions and study personnel.
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i Describe plans to coordinate and facilitate at least two internal Clinical Network
review meetings during Phas€recommended at months 6 and 18he purpose of
these meetings is to fiitate collaboration through faem-face discussions, as well
as evaluate progress toward the I€Iinical
addition to Coordinating Center personnel, attendees should include all Network Site
Pls and key collaboratqras well as the RTRP Clinical Network Steering Committee
and the RTRPnanagemenkeam Describe backip plans should iperson
gatherings be restricted or otherwise infeasible.

i Describe plans to coordinate regularly scheduled meetings (via telecoeferenc
other media platform) during Pha2#¢o facilitate discussion of clinical trial progress
among Network Site(e.g., discuss recruitment efforts, enroliment, patient listings,
transplants, rejection episodes or other adverse events, successes,as)all¢éege
meetings should be open to the RTRP management team.

i Describe plans to coordinate the preparation of briefings for annual IPR meetings
(i.e., progress reports to the RTRP Clinical Network Steering Committee), which are
anticipated to be heldylthe RTRP toward the end of each performance year.
planning purposes, assume these will bparson meetings in the National Capital
Region that the Coordinating Center and Network Pls are required to attend,;
however, alternate arrangements (ealedonference or other media platform) will be
made should wperson gatherings be restricted or otherwise infeasible.

i Describe plans for developing and managing procedures for timely publication of
major outcomes and other public dissemination of dadssaurdy results.

Protocol and CPG Development

i Describe plans for development, review, revision, and finalization of standardized
VCA protocols andCPGsfor both face and hand transplantation for all RTRP
Clinical Network Award Focus Areas through a fair and equitable process, utilizing
the appropriate expertise (e.g., scientiimical, human subjects protection,
regulatory) for each protocol a@PG and maintaining representation across
Network Sites.

i Describe plans fomitigating and resolving conflicts that may arise during the
protocol andCPGdevelopment process to ensure completion of milestones and
achievement of objectives

Clinical Trial Development

i Describe plans for preparing two clinical t§abne for face transplantation and one
for hand transplantation, utilizing the standardized protocol<&@isdeveloped
duringPhasel.

i Describegeneraplans for ensuring the @gtusion of women and minorities in the
clinical trialsto be developed.
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3 Clinical Trial Management

i Describe plans for ensuring compliance with FDA requiremguntisig Phasé for
investigational agents, devices, and procedures, as applicable.

i Outline plars for streamlining the process required to initiate clinical trials across
Network Sites (e.g., unified IRB review a@HROreview during Phasg, site visits,
training) to ensure that clinical trials are initiated (i.e., open for enrollment) within 2
monts of Phas@ initiation.

i Outline plans to develop quality assurance and quality control mechanisms for
clinical trial monitoring, to include:

A Registration, tracking, andperting of participant accrual

A Timely medical review, rapid reportingpmmunication of adverse events, and
management/coondation among all Network Sites

A Interim evaluation and con&dhtion of measures of outcome

i Describe plans for developing and managing a comprehensive data collection and
data management plan that addessthe needs of all Network Sites in terms of:

A Standardized collection, cataloging, and storage of specimens, imaging products,
and other data as appraate for the clinical trials

A Access to specimens, aging products, and other data
A Data security andata integrity measures

1 Attachment 2: Supporting Documentation. Start each document on a new page.
Combine and upl oad as a Edocugénts ard scanred ta @ine d
the lowest resolution (100 to 150 dpi) should be uSdtkere ae no page limits for any of
these components unless otherwise notéaclude only those components described
below; inclusion of items not requested will result in the removal of those items or may
result in administrative withdrawal of the application.

3z References CitedList the references cited (including URLS, if available) in the Project
Narrative using a standard reference format that includes the full citation (i.e., author[s],
year published, title of reference, source of reference, volume, chagde numbers,
and publisher, as appropriate).

3 List of Abbreviations, Acronyms, and SymbolBrovide a list of abbreviations,
acronyms, and symbols.

3z Facilities, Existing Equipment, and Other Resourdasscribe the facilities and
equipment available for performance of the proposed project and any additional facilities
or equipment proposed for acquisition at no cost to the avaditate whether onot
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governmenfurnished facilities or equipment are proposed for ukso, reference
should be made to the original or present government award under which the facilities or
equipment items are now accountabléere is no form for this information.

3 Publications and/or Patents: Include a list of relevant publication URLs and/or patent
abstracts.If publications are not publicly available, then copies of up to five published
manuscripts may be included in Attachmeng&Xira items will not be revievae

3 Letters of Organizational Support: Provide a letter (or letters, if applicable) signed by
the Department Chair or appropriate organization official, confirming the laboratory
space, equipment, and other resources available for the project. Lesieppoit not
requested in theesearclannouncement, such as those from members of Congress, do not
impact application review or funding decisions.

3z Letters of Collaboration (if applicable): Provide a signed letter from each
collaborating individual or orgazation that demonstratéhat the Pl has the support or
resources necessary for the proposed wirn investigator at an intramural
organization is named as a collaborator on an application submitted through an
extramural organization, the applicatio must i nclude a | etter fro
Commander or Commanding Officer at the intramural organization that authorizes the
col | abor at o rDObsotpromide tettevs ®fmoalaboration from potential
Network Sites in this application; if praded, they will be removed prior to review.
Collaborations that support the function of the Coordinating Center, however, are
permitted with the application (e.g., core facilities, regulatory or statistical support).

3 Intellectual Property:

i Should theapplicant intend to use, in therfimance of this program, peisting,
legally protected, and perfectd® and for which no federal funds had been used in
the development of sal®, the applicant must:

A Clearly identify all sub IP:

A Identify the cost to the federal government for use or license of such IP, if
applicable; or

A Provide a statement that no IP meeting thignitedn will be used otthis project.

i Itistheintenbf t he government to provide the go
point for intellectual property and data rights in the draft agreensdtdr the
agreement is awarded, deviations to these terms for specific ctimtsimay be
negotiated in individual Project Approval Letters

3 Intellectual and Material Property Plan (if applicable): Provide a plan forasolving
intellectual and material property issues among participating organizations.
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3 Use of DoD Resources (if applicable)Provide a letter of qaport signed by thiowest
ranking person with approval authority confirming access to active duty military
populations and/dDOD resources or databases.

3z Use of VA Resources (if applicable)Provide a letter of support from the VA Facility
Director(s) orindividual designated by the VA Facility Director(s), such as the Associate
Chief of Staff for Research and Development (ACOS/R&D) or Clinical Service Chief,
confirming access to VA patients, resources, and/or VA research space. For VA Pls, if
the VA nonprofit corporation is not identified as the applicant institution for
administering the funds, include a letter from the VA ACOS/R&D confirming this
arrangement and identifying the institution that will administer the funds associated with
the proposed szarch.

1 Attachment 3: Technical Abstract (two-pagelimit): Upl oad as fd0TEe hAbs. pd
technical abstract is used by all reviewebdstracts of all funded research projects will be
posted pubtly. Do not include proprietary or confidential informatiodse only characters
available on a standard QWERTY keyboa8pell out all Greek letters, other n&mglish
letters, and symbolsGraphics are not allowed.

3 The technical abstrashould be structured as follows:

i Background: Briefly describe plans for developing the Clinical Network, including
key personnel and any expertise and resources that will support its success. Outline
the projected organizational structure for the Clihndat wor k and a f#Abi g
perspective of the planned management scheme. Briefly describe plans for
facilitating a collaborative research environment to ensure that the Clinical Network
functions as a cohesive unit.

i Protocol and CPG DevelopmenBriefly describe plans for standardized VCA
protocol and CPG development for both face and hand transplantation for all RTRP
Clinical Network Award Focus Areas through a fair and equitable process, ensuring
appropriate expertise and representation adfessork Sites.

i Clinical Trial Development: Briefly describe plans for development of two clinical
trials (one for facdransplantatiorand one for hand transplantation), utilizing the
standardized protocols and CPGs developed in this effort.

i Clinical Trial Management: Briefly describe plans for preparing the Clinical
Network to initiate clinical trials in both face and hand transplantation within two
months of Phasg initiation (e.g., ensuring regulatory and human subjects
compliance, developing quajiassurance and control mechanisms, standardized
specimen and data collection and management). Briefly describe plans for managing
the clinical trials during Phase

i Impact: Briefly describe the impact of the proposed Coordinating Center o
successfulf achi eving the Clinical Net wor kds ol
CPGs in both face and hand transplantation, and assess them in clinical trials.
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i Military Relevance: Briefly explain how the proposed Coordinatig nt er 6 s ef f o
will have immediag or potential longerm benefit for the healthcare needs of military
ServiceMembers and/or Veterans recovering from traumatic injury, and/or their
family members, caregivers, or clinicians, as well as the general public.

T Attachment 4: Lay Abstract (one-page limit): Up| oad as O.UObeyapbs. pdf
abstract is used by all reviewerbstracts of all funded research projects will be posted
publicly. Do not include proprietary or confidential informationUse only characters
available on a standard QWERTY keyboa8pell ou all Greek letters, other ndanglish
letters, and symbolsGraphics are not allowed.

3z Do not duplicate the technical abstract. Minimize the use of acronyms and abbreviations,
where apropriate. The lay abstract is an important component of the application review
process because it addresses issues of particular interest to the consumer community.

3 The lay abstract should be composed using the outline below:

i Describe why the PI/NetwkmDirector and their organization are appropriate to lead
the Clinical Network in its effort to develop standardized protocols and CPGs for
both face and hand transplantation across all RTRP Clinical Network Award Focus
Areas, and tassesthemfor safetyand efficacyin clinical trials.

i Describe the ultimate applicability of ti2l i ni c a | redeardfeifoot.r k 0 s
i What types of patients will it help, and how will it help them?

i What are the potential clinical applications, benefits, and risks?

i What is theprojected time it may take to achieve a clinically relevant outcome?
i What are the likely contributions to advancing the field of VCA research?

3 Briefly describe how the proposed Coordina
Members and/or Veterans reeowmg from traumatic injury, and/or their family members,
caregivers or clinicians, as well as the general public.

1 Attachment 5: Statement of Work G-page limit): Upl oad as o0.fM«eOW. pdf
suggested SOW format and examples specific to difféypes of research projects are
avail able on the eBRAP AFunding Opportunitie
(https://ebrap.org/eBRAP/public/Program.htnikecommended strategies for assembling the
SOW can be fond athttps://ebrap.org/eBRAP/public/Program.htm

For the Clinical Network Award, refertoSuggest ed SOW Strategy CIli
document for guidance on preparing the SOW and use the $@vikformat titled
AfSuggest ed .STEVSOW onustrbe in 8DF format prior to attaching.

1 Attachment 6: Sample Cost/Resource SharingPlanUpload as fACost _Resour
Share.pd®. Provide a plan for sharing costs and resources that is expected tdl&iglaaa
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the CoordinatingCenter angbotentiallywithin eventual Network Sitesindicate whether
each cost is cash or-kind and provide the amount, a description, and the valuation
technique (quote, historical cost, labor hours, etc.).

Attachment 7: Data Management Plan:Up | o a d alan.pdfd Rrovald®a data
management plan that includes: (1) descriptions of the overall approach to data collection
and management; (2) methods to monitor the quality and consistency of data co#ladtio
analysis; (3) a plan for reéime data transfer among Network Sites and the Coordinating
Center; and (49lata security measures appropriate for protecting data confidentiality,
integrity, and availability.

Attachment 8: Constitution and By-Laws and Operating Manuals. Upload as

i Ma n u aol Prqvidefa copy of a Manual of OperationsStandard Operating Procedures
(SOP$ by which theNetworkwill operate. Also include documents that describe
governance and guidelines by which Metworkmemberstp operates, including, but not
limited to, the agreements of collaboration (or other partnership docusuetiss a
constitution and byaws) between institutions.

Attachment 9: Data and Research Resources Sharing Plartpload as

iDat aSh aa Provige apvditietailed @scrption of thedata and resources (i.e.,

tissues, samples, methodsat are expected to lgenerated during the performance period

of the projecand how theynay be shared with the research community (if applicable).

Include the type of data or research resource(s) to be made publicly available, when they are
expected to become available, and how they will be made accessible both during and after

the performaoe period of the projectThe RTRP encourages the Clinical Network to

consider ways to work with the VCA research community through collaboratidrRsfer to

Appendix3, SectiorK, for more informab n about t he CDMRPG&6s expect
data and research resources publicly available.

~

Attachment 10: Impact Statement(onepage | i mi t ) : Upl oad as dlr

3 Describe the potential sheigrm impact of the proposed Coordinating Center on the
swccess of the Clinical Net wor kés objective.
for both face and hand transplantation across the RTRP Clinical Network Award Focus
Areas.

3 Describe the potential loAgrm impact of the proposed Coordinating Centethen
success of the Clinical NetworkOos objectiv
protocols and CPGs in clinical trials, pending success of Rhalgjectives and
availability of funding. Describe the pathway to making an impact on the field of
reanstructive transplant research patient care, and/or quality of life.

Attachment 11: Military Relevance Statement (ongpage limit): Upload as

i Mi | RelDepmbfnés.t rat e how the proposed Coordina:
immediate or potential lonterm benefit for the healthcare needs and quality of life of

military ServiceMembers, caregivers, or clinicians, as well as the general public. If
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applicable, show how the proposed research aligns@b and/or VA areas of research
interest.

1 Attachment 12 Representations, if applicable (extramural submissions only)Upload
as fARequi r eAlBdagnural pmblicants must complete and submit the Required
Representations template available on eBRA&B$://ebrap.org/eBRAP/
public/Program.htn For more information, see the General Aqgttion Instructions,
Appendix6, Section B, Representations.

1 Attachment 13: SuggestedCollaborating DOD Military Facility Budget Form at, if
applicable: Up | oad as @ MFBaunditgrefacilitp (Military HealthSystem
facility, research laboratorynedicaltreatment facility, dental treatment facility, @DOD
activity embedded with a civilian medaiccenter) will be a collaborator in performance of the
project, complete the@ S u g g @oflabosating DOD Military Facility Budget Forant, 0

avail able for download on the eBRAP AFundi ng

(https://ebrap.org/eBRAP/public/Program.htmncluding a budget justificatigmor each
military facility as instructed.The costs per year should be included on the Grants.gov
Research and Re&t Budget form under subaward codRefer tothe General Application
Instructions Appendix 1for detailed information

[1.D.3. Research & Related Senior/Key Person Profile (Expanded)For extramural
submissions (via Grasigov), refer to the General Application Instructions, Sedtioh4, and
for intramural submissions (via eBRAP), refer to the General Application Instructions,
SectionlV.A.3, for detailed information Refer toAppendix 1for detailed information.

1 Pl Biographical Sketchs{x-page limit) Up|l oad as @ABi oslodhech _Last Na
suggested biographical sketch format i s avai

web pagelfttps://ebrap.org/eBRAP/public/Program.htim eBRAP. The National Institutes
of Health (NIH) Biographical Sketch may also be usat biographical sketches should be
submitted in theineditablePDF famat

Biographical Sketches should be used to demonstrate background and expertise through
education, positions, publications, and previous work accomplished.

T PIPrevious/Current/Pending Support (no pagelini)p | oad as ASupport

1 Key Personnel Biographical Sketches for site Pls, and Operations Center pefsirpaje
limteach):Upl oad as fABiosketch_ _Last Name. pdf . o

1 Key Personnel Previous/Current/Pending Support (no page lioyifpad as
ASupport Last Name. pdf . o

II.D.4. Research & Related Budget:An estimate of the total proposed research project cost,
with a breakdown of all cost categories for each yehasel and Phas@), must be submitted

on the Grants.gov SF424 R&R Budget Forite budget for Phasecan be a generalized

budget outline, to include cost categories for maintaining the Coordinating Center, providing
support for Network Sites and clinical tradsts, as well as other categories deemed essential.
Since the clinical trials have not yet been developed, detailed justifications are not expected for
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Phase. The Phas@ budget will be negotiatefbllowing successful completion of Phakeand
will be dependent upon availability of federal fundite budget and budget justification should
include sufficient detail for the government to determine whether the proposed costs are
allowable, allocable, and reasonable for the proposed resédretbudge justification for the
entire period of performance must be uploaded to the Research & Related Budget after
completion of the budget for Periotl. At the time of application submission to Grants.gov, the
AOR is certifying to the best of their knowleddmat all costs are current, accurate, and
complete.

If the budget fails eBRAP validation or needs to be modified, an updated Grants.gov application
package must be submitted via Grants.gov as a
previousGrants.gov Tracking ID prior to the application submission deadline.

1 Budget Justification (no page limit): Up| oad as @AdABudgetTdebsdget f i cat i
justification for the entire period of performance must be uploaded to the Research & Related
Budge after completion of the budget for Period 1.

1 State an estimate of the amount of funds to be used by the Coordinating Center and in
individual trials over the period of performance.

1 Include the proposed resource sharing in the Budget Justificatidicate whether each cost
is cash or irkind, and provide the amount, a description, and the valuation technique (quote,
historical cost, labor hours, etc.).

1 The government reserves the right to request a revised budget and budget justification and/or
additional information.

1 Budget Regulations and Restrictions:

3z Cost of Preparing Applicationsthe cost of preparing applications in response to a
research announcement is not considered an allowable direct charge to any resultant
award. However, the cost of pparing applications may be an allowable cost that can be
included in the indirect/facilities and ad
applicable cost principles.

3 Currency: All costs must be entered in U.S. dollaPartnes performing esearch
outside of the United States should include the cost in local currency, the rate used for
converting to U.S. dollars, and the justification/basis for the conversion rate used.
Foreign currency exchange ratespartnes performing research out&f the United
States will be determined at the time of application submission.

[1.D.5. Project/Performance Site Location(s) Form: For extramural submissions (via
Grants.gov), refer tBppendix 1,General Application Instructions, SectibhA.6, and for
intramural submissions (via eBRAP), refeidppendix 1,General Application Instructions,
SectionlV.A.5, for detailed information.
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II.D.6. R&R Subaward Budget Attachment(s) Form(not applicable): Separate Subaward
Budget forms are not required with the applicati®ubaward budgets will be requested
during negotiations.

All direct and indirect costs of arBhase 1 and/or Phass@award must be included in the
direct costs othe primary award.The primary award (including the direct and indirect costs of
any subawardees) will not exceed the cost limit stated in the research announcement.

[1.D.7. Collaborating DOD Military Facilities Form (not applicable): The Collaborating
DOD Military Facilities Form is not required with the applicatiorhis form will be requested
during negotiations if applicable

Il.LE. Applicant Verification of Grants.gov Submission in eBRAP

Prior to the end of the application verification period, Pig arganizational representatives can
review and modify in eBRAP certain components of an application submitted to Grants.gov.

Following retrieval and processing of the Grants.gov application, eBRAP will notify the
organizational representatives and PEebyail to log into eBRAP to review, modify, and verify

the Grants.gov application submissi@BRAP will validate retrieved files against the specific
research announcement requirements and discrepancies will be noted in both the email and in the
Full Application Files tab in eBRAPeBRAP does not confirm the accuracy of file conténis

the applicantds responsibility to review al/l
specified in the research announcemeéheither the Project Narrative or the budget fails

eBRAP validation or needs to be modified, an updated Grants.gov application package must

be submitted via Grants.gov as a AChanged/ Cor
Grants.gov Tracking ID prior tahe application submission deadlinélhe Project Narrative

and Budget Form cannot be changed after the application submission deadline.

[I.F. Submission Dates and Times

All submission dates and times are indicated oritleepageof this research announcement.
Pre-application and application submissions are requiFedlure to meet either of these
deadlines will result in submission rejection.

[I.G. Other Submission Requirements
Refer toAppendix 5for detailed formatting guidelines.

All extramural applications must be submitted through Grants.gpplicant organizations and

all sulpartnerorganizations must have a DUNS number to submit applications to Grants.gov.

The aplicant organization must also be registered in the Entity Management functional area of
the SAM with an AActived status to ®Refdtmit app
Appendix1 for information on Grants.goegistration requirements.
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1. APPLICATION REVIEW INFORMATION
lII.LA. Application Review and Selection Process

All applications are evaluated by scientists, clinicians, and consumers irtiztwaview process.
The first tier ispeer review, the evaluatiomf applications against established criteéoidetermire
technical meritwhereeach application is evalted for its own merit, independent of other
applications.The second tier iprogrammatic review, a comparisoibased process in which
applications with high scientific and technical merit are further evaluated for programmatic
relevance. Final recommeriatms for funding are made to the Commanding General,
USAMRDC. The highestscoring applications from the first tier of review are not automatically
recommended for fundingFunding recommendations depend on various factors as described
in Sectionlll.B.2, Programmatic Review Additional information about the twier process used
by the CDMRP can be found laittps://cdmrp.health.mil/about/fundingprocess

All CDMRP review processes are conducted confidentially to maittie integrity of the merit
based selection procesBanel members signstatement declaring that application and
evaluation information will not be disclosed outside the pax@lations d confidentiality can
result in the dissolving of a panel(s) and other corrective actiaraddition, personnel at the
applicant or collaborating organizations are prohibited from contacting persons involved in the
review process to gain protected eion information or to influence the evaluation process.

Vi ol ations of these prohibitions wild]l result
application Violations by panel members or applicants that compromise the confidentiality of
thereview process may also result in suspension or debarmentddemalawards.

Furthermore, the unauthorized disclosure of confidential information of one party to another
third party is a crime in accordance witB USC 1905.

l1l.B. Application Review Process
[11.B.1. Peer Review

To determine technical merit, all applications will be evaluated according to the following
scored criteria, which are of equal importance:

T Network Development Plan

3 How well plans for building the Clinicdetwork emphasize collaboration with the
RTRP Clinical Network Steering Committee and demonstrate knowledge of current VCA
Centers that focus on both face and hand transplantation, as well as other potential
collaborators with VCA expertisedow well theplans show evidence of being inclusive
of as many VCA Centers as possible.

z How well the projected organizational structure is described (outlines key positions and
committees and the roles they play within the Coordinating Center and/or between the
Coordnating Center and Network Sites), and is appropriate for achieving the Clinical
Net workds objectives.
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3 How well the framework for the Clinicéetwork is described, and includes key
operations, as well as relationships between groups within the organizational structure.
How well the framework is conducive to a collaborative environment, and describes rules
and/or guidelines by which the Networkes will work together to achieve its goals in a
logical, fair, and unbiased manner.

3z How well the plans for the Clinical Network incorporate both face and hand
transplantation, as well as all RTRP Clinical Network Award Focus Areas.

3z How well the plans tintegrate the Network Sites into the Clinical Network will ensure
seamless collaboration so that it functions as a cohesive unit rather than a collection of
different sites (e.gConstitution andy-laws andoperatingmanual3. Whetherthese
plans inclde (1) anintellectual and material propenyanfor the Clinical Network
(2) plans for a single IRB; an@) plans to manage real or perceived conflicts of interest.

1 Personnel and Resources

2 How well key personnel and their projected roles and coniwoisito the Clinical
Network are identified and include thetwork Directorand a Clinical Research
Manager, at a minimumwWhether the level of effort proposed for tHetwork Director
is appropriate for directing and managing a project of this magmnitud

3z The degree to which the PI has previous leadership experience and accomplishments in
the design, administration, and management of collaborative-imgtitutional research
projects, including clinical trialand/or consortia awards

3 The degree to hich theNetwork Directorand other key personnel have a breadth of
understanding of, and/or experience in, VCA and related research and/or patient care, as
well as the knowledge of intricacies in the VCA field (e.g., ongoing collaborative efforts,
institutional policies challengekthat could impacthes uccess of the Cl i ni
objectives.

z How well the expertise and experience of key personnel are appropriate for their
proposed role in the Clinical Network.

3z Provision of evidence thatthepropod Coor di nating Center0s ofr
to the Clinical Network and will provide adequate resources and facilities.

3z How well the resources to be made available to Network Sites through the Coordinating
Center will support the objectives of tdinical Network

3z Whether there is a succession plan for the Network Director in the event of an unforeseen
change.

1 Network Coordination

3 Whether plans are in place to coordinate with the RTRP Clinical Network Steering
Committee.
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3 How well the Coordinating Center plans to ensure RTRP funding for all Network Sites
and other key collaborators for thkase(s) in which they participate.

3 How well the timeline for overall study execution is described, and how strongly it
supports the achievement of the Clinical N

3z How well the plans for dayo-day management and coordination of the Clinical Network
will facilit ate a collaborative research environment, coordinate schedules, and maintain
timelines for achieving its objectives and milestones.

3z How well the plans for reglme communication with and among all Network Sites and
other key collaborators describe adequate support for the communication needs of the
Clinical Network.

3 Whether plans are sufficient favoidng/mitigating conflicts of irterest between
institutions and study personnel

3 Whether there are plans to coordinate and facilitate at least two internal Clinical Network
review meetings durinBhase 1to include all Network Site PIs, key collaborators, and
the RTRP Clinical Networkt8ering CommitteeWhether plans for these meetings
include faceto-face discussions as well as bagkplans should #person gatherings be
restricted or otherwise infeasible.

3z Whether there are plans to coordinate regularly scheduled meetings (viafeziecoe or
other media platform) duringhase 2o facilitate discussion of clinical trial progress
among Network Si® Whether the meetings will be open to the RTRP management
team.

3z Whether there are plans for the Coordinating Center to coordingteciberation of
briefings for annual IPR meetings, and whether the plans stipulate required meeting
attendance by the Coordinating Center and Network Site PIs.

3 Whether there are plans for developing and managing procedures for timely publication
of major autcomes and other public dissemination of data and study results.

T Protocol and CPG Development

z To what degree the plans for development, review, revision, and finalization of
standardized VCA protocols a@PGsfor both face and hand transplantation are
appropriate, include all RTRP Clinical Network Award Focus Areas, utilize a fair and
equitable process that incorporates appropriate expertise for each protocol and SOP, and
maintain representation across Network Sites.

3 How well the plans will mitigate aneksolve conflicts that may arise during the protocol
development process to ensure completion of milestones and achievement of objectives.
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T Clinical Trial Development

3z Whether the plans for preparing clinical tsiéne each for both face and hand
transpantation) are appropriate and utilize the standardized protocols and SOPs
developed durinPhase 1

3z Whetheraplanfor the inclusion of women and minoritiesdescribed and igppropriate
for the objectives of the study

1 Clinical Trial Management

2 How well plans are developed for ensuring compliance with FDA requirerdantsy
Phasel for investgational agents, devices, and proceduassapplicable.

3z How well plans are outlined for streamlining the process required to initiate clinical trials
across Network Sites (e.g., unified IRB review &@HRO review during?hasel, site
Visits, training) to ensure that clinical trials are initiated (i.e., opearfozliment) within
2 months ofPhase initiation.

3z How well plans are outlined for developing quality assurance and quality control
mechanisms for clinical trial monitoring, to include:

i Registration, tracking, and reporting of participant accrual.

i~ Timely medical review, rapid reporting, communication of adverse events, and
management/coordination among all Network Sites.

i Interim evaluation and consideration of all measures of outcome.

3z How well plans are outlined for developing and managing a compreheiasave
collection and data management plan that addresses the needs of all Network Sites in
terms of:

i Standardized collection, cataloging, and storage of specimens, imaging products, and
other data as appropriate for the clinical trials.

i Access to specimensnaging products, and other data.
i Data security and data integrity measures.
1 Data ManagementPlan

3z The degree to which the overall approach to data collection, managéiaesier,
analysis, and security measures is appropriate.

3z Thedegree to whiclthedata management planll monitor quality and consistency of
data collection andnalysis
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3 How adequate the plan is for rdathe data transfeamong Network Sites and the
Coordinating Center fasupportingNetwork-associated activities.

3 The degree tavhich the data security measures appropriatdor protecting data
confidentiality,integrity, and availability

In addition the following unscored criteria will also contribute to the overall evaluation of the
application:

1 Cost/Resource SharingPlan

3z The extent to which the applicant has demonstrated a commitment to a 50/50 resource
share. If the applicant has proposed a different resource share, the extent to which the
proposed share is justified though consideration of the factors provigectiionl.F
Resource Shayef this document.

3z The extent to which the applicant has demonstrated access to the resources proposed as
part of their resource share.

3z The extent to which the applicant has provided a suitablenesehare tracking process.
1 Budget

3z Whether the total costs exceed the allowable total costs as publishedasehieh
announcement

3z Whether the budget ensures RTRP Funding for Network Sites for their participation.
3z Whether the budget is appropriate the proposed research.
1 Data and Resource Sharing

z How well-detailedand appropriatthe Data and Research Resources Sharing Plan is,
including but not limited to:

i The description of the type of data or research resource(s) to be made publicly
available

i The appropriateness of the milestones with respeaghémthe data or research
resource(syvill be madeavailable.

i The details of the plafor how the VCA research community can gastesgo data
or research resources.

i Theappropriateness of plans to ensure the data or research resource(s) is/are
accessible after the period of performance expires.
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T Application Presentation

3z To what extent the writing, clarity, and presentation of the application components
influence the reviw.

[11.B.2. Programmatic Review

To make funding recommendations and select the application(s) that, individually or
collectively, will best achieve the program objectives, the following criteria are used by
programmatic reviewers:

Stage 1:
1 Ratings and ewaluations of the peer reviewers
1 Relevance to the mission of thEY22 RTRP, as evidenced by the following:
3 Adherence to the intent of the award mechanism
3z Program portfolio composition
3 Programmatic relevance to FY22 RTRP Clinical Network Award Focus Areas
3z Relative impacand military relevance

Stage 2: Applicants will be required to give an oral presentation. In the event a Pl is invited to
the Programmatic Review, Stage 2, but is unable to attend, CDMRP Staff and the Agreements
Officer will consider altenative arrangements on a cdmecase basis.

Each presentation will include a-B@inute talk by thd?l/Network Director followed by a 20

minute questiorandanswer session witRTRPProgrammatic Panel memberEhe following
guestions will be thetopidsor di scussi on dur i ngandahsswerPl so6 t al
session.Pls who are selected should prepare a presentation consisting of no more than 10 slides
(not including title slide) that specifically address:

1 How institutional support, cost shaspportunities, and available facilities and resources will
facilitate successful completion of Clinical Network objectives.

1 How successful collaboration and communicatieihbe promotedamongNetwork Sitego
facilitate achievement of objectives.

T How financial compensation will be managed to Network Sites for participati®harel
(protocol/CPG development) afthase ZClinical Trials) of the Clinical Network.

T How standardized protocols and CPGs will be developed in a fair and unbiased manner
Phasel, and how conflicts will be addressed throughout this process.
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T How maximumenrollmentwill be achieved irPhase across Network Sitefer both clinical
trials (i.e., face transplant, hand transplant), and thevoutreach strategy will include
military, Veteran, and civilian populations, as well as women and minorities.

During the second stage of programmatic review, the following critéa will be used:

T How well institutional support, cost share opportunities, and available facilities and resources
will facilitate successful completion of Clinical Network objectives.

1 How well plans for collaboration and communication Wil promoted anmg Network Sites
to facilitate achievement of objectives.

T How well financial compensation to NetwdBkeswill be managedor participation in
Phasel (protocol/CPG development) amthase ZClinical Trials) of the Clinical Network.

1 How equitablyplansto develop standardized protocols and CB@xporta fair and unbiased
process, and hoeffectively conflicts will be addressed.

1 How effectivelyplans forclinical trial recruitmentsupport maximum enrollment across
Network Sites, and howclusivethe outrach strategy will be of military, Veteran, and
civilian populations, as well as women and minorities.

[1I.C. Partner Qualification
For general information on required qualifications for awsadnes, refer toAppendix4.
l11.D. Application Review Dates

All application review dates and tima® indicated on the title page of this research
announcement.

III.E. Notification of Applicati on Review Results

Each Pl and organization will receive email notification of posting of the funding
recommendation in eBRAFEach PI will receive a peer review summary statement on the
strengths and weaknesses of the application.

IV. ADMINISTRATIVE ACTIONS

After receipt of preapplications or applications from, the following administrative actions may
occur:

IV.A. Rejection

The following may result in administrative rejection of the-gpplication:
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T LOI exceeds page limit.

T LOI does nbmeet the intent of the research announcement.

The following may result in administrative rejection of the application:
1 Project Narrativeexceeds page limit.

1 Project Narrative is missing.

1 Budget is missing.

1 Preapplication was not submitted.

IV.B. Modification

Pages exceeding the specific limits will be removed prior to review for all documents other than
the PreproposalLQOl) and Project Narrative.

IV.C. Withdrawal
The followingmay resultin administrative withdrawal of there-application or application:

1 An FY22 RTRP Programmatic Panel memben&ned as being involved in the research
proposed or iound to have assisted in the {aeplication or application processes including,
but not limited to, concept design, applicatidevelopment, budget preparation, and the
development of any supporting documentatiénist of theFY22 RTRPProgrammatic
Panel members can be found lttps://cdmrp.army.mil/rtrp/panels/panis22.

1 The application fails to conform to this research announcement description

1 Inclusion of URLSs, with the exception of links in References Cited and Publication and/or
Patent Abstract sections.

1 Page size is larger than 8.5 inches x 11.0 inches (appaitedy 21.59 cm x 27.94 cm).

1 To preserve the integrity of its peer and programmatic review processes, the CDMRP
discourages inclusion of any employee of its review contractors having any role in the
preparation, research or other duties for submitted agns. For FY22, the identities of
the peer review contractor and the programmatic review contractor may be found at the
CDMRP websitelfttps://cdmrp.health.mil/about/2tierRevProgesspplications that include
names of personnel from either of these companies will be administratively withdrawn

T Total costs as shown on the Research and Related Budget form exceed the maximum allowed
by this research announcement.
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IV.D. Withhold

Applications that appear to involve research misconduct will be administratively withheld from
further consideration pending organizational investigatibime organization will be required to
provide the finding®f the investigation to the USAMRAAgreementOfficer for a

determination of the final disposition of the application.

IV.E. Proposal Revisions

The potenti al award will be based on the gove
exchanges with the ppicant. The government reserves the right to reject all proposals and to

make no award, depending upon the quality of the proposals submitted and the availability of

funds.

The Agreements Officer may request or allow proposal revisions to clarify anthdot
understandings reached during negotiatiofise Agreements Officer may establish a-ofit
date only for receipt of final proposal revisionhe request for final proposal revision wil
advise the offeror that the final proposal revision will &vriting and the government intends
to make award without further revisions.

V. ADMINISTRATION AND SECURITY

V.A. Award Notice

Awards will be made no later th&eptenber 30,2023

V.B. Post Award Administrative Requirements

Intellectual property. UnderOther Transaction€)T9), the allocation of IP rights under the

BayhDole Act (35USC 201204) for patents, and 10 USZZ71-3772for technical data do not
appy. The governmentoés initial negoti atimthes posi
draft agreement.

V.C. Pre-Award Meeting

At t he gover nmeNetivak®iredtor, Sletwork $ite RIS) and Glitical Research
Manager or other personnel may be requested to participate irawaré meeting at the
government 6s expense.

VI. AGENCY CONTACTS

VI.A. Program Office Points of Contact

Questions related to this research announcement caateive directed to the Agreements
Officer up until two weeks prior to the application submission date on the title page of this
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research announcemer@uestions and answers may be posted to the Grants.gov website to
ensure all applicants are provided wtitle same information.

Agreements Officer:Christopher MeinberChristopher.L.Meinberg.civ@health.mil

VI.B. CDMRP Help Desk

Questions related to research announcement content or submigsimements as well as
guestions related to the submission of thegpglication through eBRAP should be directed to
the CDMRP Help Desk, which is available Monday through Friday from 8:00 a.m. to
5:00p.m.ET. Response times may vary depending ugh@wvolume of inquiries.

Phone 301-682-5507

Email. help@eBRAP.org

VI.C. Grants.gov Contact Center

Questions related textramuralapplication submission through Grants.gov portal should be
directed to the Grantg Contact Center, which is available 24 hours a day, 7 days a week
(closed on U.Sederal holidays).Note that the eBRAP Help Desk is unable to provide technical
assistance with Grants.gov submissidtiote that the CDMRP Help Desk is unable to provide
technical assistance with Grants.gov submission.

Phone 8005184726; International -b606-545-5035

Email: support@grants.gov

Sign up on Grants.gov for fAsend mmwmkooth@ange not
Synopsis page for the research announceordny responding to the prompt provided by

Grants.gov when first downloading the Grants.gov application packbtiee Grants.gov

application package is updated or changed, the original versibe application package may

not be accepted by Grants.gov

45


mailto:christopher.l.meinberg.civ@health.mil
mailto:help@eBRAP.org
mailto:support@grants.gov

VII.  APPLICATION SUBMISSION CHECKLIST

Application Components

Action

Completed

SF424 Research & Related
Application for Federal
Assistancdextramural
submissions only)

Complete form as instructed

Summary (Tab 1) and
Application Contacts (Tab 2)
(intramural submissions

only)

Complete tabs as instructed

Attachments

Project Narrative: Upload as Attachment 1
with file name HAPr o]

Supporting Documentation: Upload as
Attachment 2 with fi

Technical Abstract: Upload as Attachment |
with file name fATeclk

Lay Abstract: Upload as Attachment 4 with
file name ALayAbs. pc¢

Statement of Work: Upload as Attachment
with file name fASOW.

SampleCostResource Sharing Plan: Upload
asAttachment 6 with file name
NRnCoResource Share. pd

Data Management Plan: Upload as
Attachment Avith file nameii Dat a Pl a

Manual of Operations and Byaws: Upload
as Attachment 8 witdt

Data and Research Resources Sharing Plal
Uploadas Attachment 9 with file name
ADat aSharing. pdf o

Impact Statement: Upload as Attachment 1]
with file name fil mp34

Military Relevance Statement: Upload as
Attachment 11 with f

Representations (extramural submissions
only): Upload as Attachmed® with file
name ARequiredReps. |

Suggested Collaborating DOD Military
Facility Budget Format: Upload as
Attachmentl3 with file name
AMFBudget.pdfo if aj

Research & Related Personal
Data

Complete form as instructed

46



Application Components

Action

Completed

Research & Related
Senior/Key Person Profile
(Expanded)

Attach PI Biographical Sketch
(Biosketch_LastName.pdf) to the appropriat
field

Attach PI Previous/Current/Pending Suppor,
(Support_LastName.pdf) to the appropriate
field

Attach Biographical Sketch
(Biosketch_LastName.pdf) for each senior/k
person to the appropriate field

Attach Previous/Current/Pending
(Support_LastName.pdf) for each senior/ke]
person to thappropriate field

Research & Related Budget
(extramural submissions

only)

Complete as instructed. Attach Budget
Justification (BudgetJustification.pdf) to the
appropriate field

Budget(intramural
submissions only)

Suggested DOD Military Budg&ormat,
including justification

Project/Performance Site
Location(s) Form

Complete form as instructed

Research & Related Subawar
Budget Attachment(s) Form, i
applicable

Complete form as instructed
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VIIl. RESOURCES

Department of Defeng@ther Transaction (OT) Guide | Adaptive Acquisition Framework
(dau.edupndOther Trasactions guide (dau.edu)

These sites provide additional information on OTSs:

1 Defense Advanced Research Projects Agehtyps://www.darpa.mil/

T U.S. Army: https://acc.army.mil/contractingcenters/aogindex.html

T U.S. Air Force: Transformational Innovation web page:
https://ww3.safaqg.hg.af.mil/Hon#ar -Force- Transformationallnnovatior AQ-Prime/

This site, hosted by the Defense Pricing and Contracting office of the Assistant Secretary of
Defense for Acquisition, provide additional resources on OTs:

T See the ASpeci fic Padceantpyliciesr easo site for
https://www.acq.osd.mil/asda/dpc/cp/policy/otpeticy-areas.html#fpi
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GENERAL APPLICATION INSTRUCTIONS

APPENDICES1-7
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APPENDIX 1
SUBMISSION INFORMATION

l. HELPFUL INFORMATION

A. Tips for Success

& This symbol marks helpful hints throughout this document.

/@ This symbol refers the reader to tiesearch announcement for specific instructions.
B. Research Announcement Applicant Organizations

Applications may be submitted by extramural organizations and intramural Department of
Defense organizations, defined as follows:

Extramural Organization: An digible nonDOD organization. Examples of extramural
organizations include academia, biotechnology companies, foundations, government, and
research institutesExtramural SubmissionApplication submitted by a ndbdOD organization
to Grants.gov.

Intramural DOD Organization: A DOD laboratory, DOD Military Treatment Facility, and/or
DOD activity embedded within a civilian medical centertramural Submission: Application
submitted by a DOD organization for an intramural investigataorking within a DOD
laboratory or Military Treatment Facility or in a DOD activity embedded within a civilian
medical center

Applications from an intramural DOD organization or from an extramuraD©D federal
organization may be submitted through sech foundation.

C. Pre-Application and Full Application Portal Systems

The electronic Biomedical Research Application Portal (eBRARE://ebrap.orgs a secure
web-based system that allows Principal Investigators (Blsibmit their preapplications, view

and verify extramural full applications submitted to Grants.gov, receive communications from
the Congressionally Directed Medical Research Programs (CDMRP), and submit documentation
during award negotiations and thghout the period of performance. eBRAP also allows
intramural organizations to submit full applications following-ppplication submission.

The eBRAP platform all ows an organizationods r
certain components dfi¢ full application submissions associated with them. It will validate full
application files against the specific research announcement requirements, and discrepancies will
be noted in an email to the Pl and in the Full Application Files tab in eBRA®the
applicantdés responsibility to review all appl
ordering as specified in the research announcement.
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Grants.gov littps://grants.govs a federal system requirémlbe utilized by agencies to receive
and process extramural grant applicatioBgtramural organizations submit full applications
to Grants.gov onlafter submission of a prapplication through eBRAP.

D. Current Funding Opportunities

All funding opportuniies currently offered through the U.S. Army Medical Research and
Development Command (USAMRDC), including those issued by the CDMRP, may be viewed

at https://grants.ggwisers should enter Assistance Listing (AL) Number 12.420 when searching

for CDMRP funding opportunities on Grants.gov. Information about funding opportunities may
also be found on the CDMRP websitéhtibs://cdmrp.health.mil/fundindd nd on CDMRP®6 s
eBRAP website dtttps://ebrap.org/eBRAP/public/Program.htipplicants who subscribe to
progams peci fic news and updad ecsn uaBIRAP Gi<E maao me Spd
(https://ebrap.org/eBRAP/programSubscription/Subscribg withreceive email notification of

CDMRP funding opportunity releases. Email notifications of lmgapportunities are sent as a
courtesy; applicants should subscribe on Grants.gov to receive notifications of updates and new
grant opportunity posting$®ftps://grants.gov/web/grasimanagesubscriptions.htnl

E. Receiving Emails from CDMRP, eBRAP, and Grants.gov

To help ensure that all email correspondence is delivered correctly and is not treated as spam,
keep your email address up to date in eBRAP (intramural and extramural agplécatior
Grants.gov (extramural applicants), and place the following domains into your safelist:
healthmil, eBRAP.org, and Grants.gov. Use the same email address when submitting both the
pre-application and the full application.

The applicant is respsible for using théatest version of the full application package. Itis

incumbent upon the applicant to check for published updates to the funding opportunity and the
application package prior to submission. Applications submitted without the required

components of the full application package may be rejected. Applicants are encouraged to sign

up to receive notifications of changes to the funding opportdmitys://grants.goythrough

either(1)thei Send nee ncohtainfgi cati on email so | ink on th
research announcement(8j by responding to the Grants.gpromptwhen first downloading

the Grants.gov application packagextramural applicants only).

F. Agency Contacts

1. eBRAP HelpDesk: Questions related to research announcement content or
submission requirements, as well as questions related to submissiorappppeations
(extramural and intramural submissions) or full applications (intramural submissions
only) through eBRAP,®uld be directed to the eBRAP Help Desk, which is available
Monday through Friday from 8:00m. to 5:0Qb.m. Eastern time. Response times may
vary depending on the volume of inquiries. The eBRAP Help Desk will not provide
Grants.gov submission assistan

Phone: 301-682-5507 (Monday through Friday, 8:00 a.m. to 5:00 p.m.)

Email: help@eBRAP.org
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2. Extramural Submissionsi Grants.gov Contact Center: Questions related to
application submission through tlants.gowportal should be directed to the
Grants.gov Contact Center, which is availabld8drs a day, 7 days a week (closed on
U.S. federal holidays).

Phone: 8005184726; International-606-545-5035

Email: support@grantgov

G. Application Submission Overview
Application submission is a twstep process.

STEP 1. Pre-application submission All pre-applications for both extramural and intramural
organizationsnustbe submitted through eBRARt{ps://eBRAP.org/

STEP 2. Eull application submission Full applications must be submitted through the online
portals as described below.

Extramural Application Submissions Full applications from extramural organizationsistbe
submitted through Grants.gov Workspace (refeédotion 111, Application Submission for
Extramural Organizations Applications submitted by extramural organizations (e.g., research
foundations) on behalf of intramural DOD or other federal organizations or investigators are
considerd extramural submissiongull applications from extramural organizations, including
non-DOD federal organizations, received through eBRAP will be withdrawn.

Intramural Application Submissions:Intramural DOD organizations may submit full
applications teeither eBRAP or Grants.gov. Intramural organizations that are unable to submit
to Grants.gov should submit through eBRAP (refeé8eationlVV, Application Submission for
IntramuralOrganizationk Intramural organizations with the capability to submit through
Grants.gov may submit following the instructions for extramural submissions through
Grants.gov or may submit to eBRAP.

All pre-application and application components must terstied by the deadlines stipulated on
the first page of the research announcement. Failure to meet any of the deadlines will result in
application rejection.

collaborations with nilitary facilities have unique requirementsBudget
requirements and restrictions apply. Seetion [1.D.4, Research & Related Budgret
the research announcememdfiSection I11.A.8,Suggested DOD Collaborating Military
Facility Budget Formatin Appendix1.

Submission of applications from U.S. federal agencies and those proposing
i 1 E
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Il. eBRAP REGISTRATION AND PRE-APPLICATION SUBMISSION

General eBRAP registration information is provided below (Section 11.A). For detailed
instructions, refer to the eBRAP User Guitie{s://ebrap.org/eBRAP/public/UserGuide Jokir
eBRAP registration anldttps://grants.gofor Grants.gov regtration.

A. Registration Requirements (All Applicants)
eBRAP Registration

All Pls must register in eBRAP to submit a {aygplication.

Pls are encouraged to start the registration process for eBRAP early to ensure sufficient
time for completion prior to the submission deadline. There is no grace period.

During eBRAP registration, the Pl must request to be affiliated with their organization from the

|l ist of organizations already registered with
registered with eBRAP, the Pl must invite an Authorized OrganizatRepresentative (AOR)

to register the organization. The AOR does not need to complete the organization registration in
eBRAP prior to the prapplication submission deadline in order for theggplication to be
submitted.However, the organizatodls e BRAP regi stration must be
application submission deadline to allow for processing, viewing, and modifying select

components of the full application package.

Specific information must be identical between thegpplication ad the full application for

eBRAP to process an application. The application title, eBRAP log number, and all information
for the PI, Business Official(s), performing organization, and contracting organization must be
consistent for the entire pagplicaton and application submission process. Inconsistencies may
delay application processing and limit or negate the ability to view, modify, and verify the
application in eBRAP.

Extramural Submissions:Application submitted by a ndDOD organization to Grats.gov.

Applicants should ensure that their name and email address are the same as the name and email
address on the Standard Form 424 Research and Related (SF424 Research & Related) Form of
the Grants.gov application package submitted through Grantd/gdispace.

Intramural Submissions: Application submitted by a DOD organization for an intramural
investigator who is a DOD military or civilian employee working within a DOD laboratory or
Military Treatment Facility or in a DOD activity embedded withigivilian medical center.

Applicants should ensure that their name and email address are the same as the name and email
address that will be provided within the full application package through eBRAP for intramural
applicants.

Pls are encouraged to utéi an Open Researcher and Contributor ID (ORCID) identifier and

enter that information in the appropriate fie
| nf ormati ono sAa ORGIDowil beoréquiredBf RaPplication is subsequently
recommendedbr funding.
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B. Content and Form of PreApplication Submission

For specific instructions regarding content of the pagplication submission
components, refer to the research announcement

by the deadline specified in the research

All pre-application components must be submitted through eBRA&RS(//eBRAP.org/
i 1 E
AConfirm Submi s s i ecapplicatorosubenissiop.| et e t he pre

During preapplication submission, ¢hPIl must identify a Business Official from the list of

Business Officials registered with eBRAP. | f
with eBRAP, the Pl must invite the Business Official to registdrs invitation to register must
be sentpriortotheprapp !l i cati on deadl i ne. The Business

completed prior to the full application deadline to allow the Business Official to view, modify,
and verify the application in eBRAP after submission

During preapplication submission, the Pl must select the performing organization (site at which

the PI will perform the proposed work) and contracting organization (organization submitting on
behalf of the PI) and cl i-acpgkp |loincTdieArdgehiza®on(glani z at
must be either selected from the eBRAP ddojvn list or invited to allow submission of the pre
application.

The preapplication consists of the following components, organized in eBRAP by separate tabs:

1 Tab 1- Application Information : Enterthe application information as described in
eBRAP before continuing the pepplication. Submission of application information
includes assignment of primary and secondary research classification codes, which can be
found athttps://ebrap.org/eBRAP/public/Program.htipplicants are strongly encouraged
to review and confirm the codes prior to mak

1 Tab 2- Application Contacts: Enter contact informatiofor the Pl. Enter the name of the
organi zationds Business Official responsi bl e
Depending on screen resolution, scrolling horizontally may be necessary to locate the box to
Al nvite an AORO t oanrde/goirs tceorn ttrhaec tpienrgf oorrng anngi z
OrganizationstothisPrp pl i cati on. 0 The Business Offici
the eBRAP list or invited to allow the pepplication to be submittedf the Business
Official cannot be foundin eBRAP, an invitation must be sent to them to register in
eBRAP.

1 Tab 3- Collaborators and Key Personnel: Enter the name, organization, and role of all
coll aborators and key personnel associated w

CDMRP does notdllow National Institutes of Health (NIH) guidelines for role

designation of project participants. Unless otherwise noted in the research announcement

(e.g., Partnering PIs), applicants should assign the role of each participant in accordance
withthepat i ci pant 6s respective involvement in th
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No member of th&Y22 RTRPProgrammatic Panehay be named as being involved in the
research proposed or found to have assisted in thappieation or application processes.

If formal collaboration with military facility personnel is planned (i.e., included in the
application inperformance of the research), those military facility personnel are prohibited
from being involved in the review process and/or with making funding recommendations.

Tab 4 - Conflicts of Interest: To avoid conflicts of interest during the screening andcerev
processes, list all individuals, other than collaborators and key personnel, who may have a
conflict of interest in the review of trepplication (including those with whom the Pl has a
personal or professional relationship). Cl i

Tab 5- Pre-Application Files: Upload all documents as PDF as specified in the research
announcement. Documents should conform to the formatting guidelines outlined in
Appendix5. Click on AUpload. o

3z eBRAP will truncate characteexceeding the limit specified for each data field as
specified in the research announcement.

z eBRAP will not allow a document to be uplo
number of pages exceeds the limits specified in the research announcement.

Tab 6- Submit Pre-Application. Ent er eBRAP password and clic
Click the AConfirm Sub mi smwlcationGubmissiorflosn t o c on
finalizes the preapplication process.

i E The preapplication is not submitted until Tab is complete. Prapplications not

completed remain in DRAFT status.

Following completion of prapplication submission, the status of the gpelication in

eBRAP will change from ADRAFTO to ASUBMI TTEL
sent to the Pl ahnamed Business OfficialAn applicant witha pre-application in DRAFT

status after the prapplication submission deadline is ineligible to submit an application.

Check the status of the prapplication. There is no grace period.

APPLICATION SUBMISSION FOR EXTRAMURAL ORGANIZATIONS

Grants.gov applicants must apply online using Workspace. Workspace is a shared online
environment where members of a grant team (investigators and business officials) may
simultaneously access and atifferent webforms within an application. Applicants must create
a Workspace, invite grant team members to join the Workspace, complete the required forms,
and submit their application Workspace package.

To apply through Grants.gov, an organization must Eomplete the Grants.gov registration
process.Allow up to 8 weeks for the completion of the Grants.gov registration pracess
Registering early is advised.
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Foreign organizations doing business outside of the United States are also required t@ complet
the Grants.gov registration process, in addition to fulfilling supplementary requirements for
doing business with the U.S. government.

If business is conducted with the federal government on a continuing basis, it is likely that some
of the required aatins have already been completed. Detailed information, links, automated
tools, and checklists are availablénéips://grants.gov/web/grants/applicants/organization
registration.html

The following steps are required as part of the Grants.gov registration process:
1. Unique Entity Identifier (UEI) and System for Award Management (SAM)

The applicant organization must be registered as an entity in 8aps:(/www.sam.gov/SAN/
and receive confirmation of an fAActiveo statu
Grants.gov. As published in the Federal Register July 10, 2019,
(https://www.federalregister.gov/documents/2019/07/10/2DAB65/uniquesntity-id-standarel
for-awardsmanagemeni the UEI for awards management generated through ®#vieplace

the Data Universal Numbering System (DUNS) number as of April 2882ederal awards
including but not limited to contracts, grants, and cooperative agreements will use the UEI.
USAMRDC will transition to use of the UEI beginning with FX¥@nnouncements and utilize
the latest SF424, which includes the UEI. The DUNS will no longer be accepted. Applicant
organizations will not go to a thiparty website to obtain an identifier. During the transition,
your SAM registration will automatitig be assigned a new UEI displayed in SAM. For more
information, visit General Services Administration (GSAjtps://www.gsa.gov/about
us/organization/federalcquisitionservice/officeof-systemananagement/integratexivard
environmentiae/iaeinformationkit/unigue-entity-identifier-update Current SAM.gov
registrants are assigned their UEI and can view it within SAM.daithorized Organizational
Representatives with existing eBRAP accounts should update their organizational profile to
include the UEI prior to submission of the full appli¢gen to Grant.gov (see below).

SAM validates organization information and electronically shares the secure and encrypted data
with federal agencies6 finance offices to fac
transfer. An organization mustantify an Accounts Receivable point of contact (POC), an
electronic business (Biz) POC, and a government business POC during the SAM registration
process.Entity registrations in SAM have an annual expiration. Verify the status of your

or gani ZEatty regstraiien in SAM well in advance of the application submission

deadline. An organization can register in SAM onlinehdips://www.sam.gov/SANM/ If your
organization does not have either an Employertliestion Number (EIN) or Tax Identification
Number (TIN), allow at least 2 weeks to receive this information from the U.S. Internal Revenue
Service. Allow several weeks to complete the entire SAM registration process. If an applicant
has not fully compeed with the requirements by the time the federal awarding agency is ready to
make a federal award, the federal awarding agency may determine that the applicant is not
gualified to receive a federal award and use that determination to direct the fededataa

qualified applicant.
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Additional information and stegby-step registration directions are detailed in the SAM User
Guide and other GSA training materials in the Help areafdtps://www.sam.gov/SAM/

Applicat i ons wi | | be rejected by Grants.gov if (
is not active or (2) during the SAM registrat
when asked ADo you want to beaesaliisgiamlce ?foor gr

2. Commercial and Government Entity (CAGE) Code

The applicant organization must have a CAGE code. The Defense Logistics Information Service
in Battle Creek, Michigan, is the only authorized source of CAGE codes. CAGE codes will be
assigned toagistrants as their SAM registration advances through the validation process.
Foreign registrants in SAM must be assigned a North Atlantic Treaty Organization CAGE code
(NCAGE). An NCAGE code can be obtained by contacting the National Codification Bafreau

the country where the organization is located or by visiting the website
(https://cage.dla.mil/Home/UsageAgyedn average, CAGE code or NCAGE code validation

in SAM occurs within 3 business dayites the TIN is validated.

3. Authorized Organizational Representative

Each organization must have an AOR who is registered with Grants.gov (individual Pls do not
register with Grants.gov). An AOR must be a member of the Grants.gov Workspace grant team
as tre Business Official authorized to submit the completed Workspace application package. An
or gani z-Biz RO€ migssautiorize an AOR. An individual may serve as both-Bie E

POC and the AOR. Befoapplicationsubmission, the AOR must be registered to submit on
behalf of the organization at Grants.gowts://apply07.grants.gov/apply/reqister.fgces

An AOR must first register with the Grants.gmedential provider at
https://apply07.grants.gov/apply/reqgister.fatesbtain a username and password. Once an
AOR has completed the Grants.gov registration process, Grants.gov willthet®Biz POC of
the registration. The-Biz POC will then log in to Grants.gov and assign and authorize the
appropriate roles, which may include the AOR role, thereby giving the AOR permission to
complete and submit applications on behalf of the orgéiniz. When an #Biz POC approves
an AOR, Grants.gov will send the AOR a confirmation email.

At the time of application submission to Grants.gov, the AOR is certifying to the best of their
knowledge that all information provided in the application isentrraccurate, and complete.

For applications submitted through Grants.gov, the name of the AOR submitting the application
is inserted into the applicationds signature

Individuals who make legally binding comimients on behalf of an organization must
! be authorized as AORs by theBEz POC. This step, often overlooked by applicants, is
crucial for valid and timely submissions.
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4. Grants.gov Workspace

Applicants must create a Grants.gov Workspace, which allowpgleation components to be
completed online and routed through the applicant organization for review prior to submission.
Once the Workspace has been created, participants (grant team members) can be added and the
required forms can be completed and eaxad before submitting.

Each application submission must include the completed Grants.gov application package of
forms associated with the specific research announcement in Grarftgtgev/grants.goy/

Applicantswho prepare the application outside Workspace must download the individual PDF
forms from Grants.gov, complete and save the forms, and upload them to Workspace. A
compatible and identical version of Adobe Reader must be used to view, complete, and submit
an application package consisting of PDF forms if more than one person accesses the application
package. Using different versions of Adobe Reader may cause submission and/or save errors
even if each version is individually compatible with Grants.g8rants.gov will reject an

application package that is opened at any time by an individual with an incompatible version

of Adobe ReaderRejected applications must be resubmitted using a new Grants.gov application
package and a supported version of AdobadRe prior to the application submission deadline.

It is the applicantés responsibility to verif
https://grant.gov/web/grants/applicants/adedaftwarecompatibility.html A no-cost

compatible version of Adobe Reader can be downloadetdpst//get.adobe.com/reader/
otherversions/ All contributors to the application must use matching compatible versions of
Adobe software when editing and preparing application components outside Workspace. The
use of different software versions will result in corruption of the submitted file.

CDMRP canrot make allowances/exceptions to its policies for submission problems
encountered by the applicant organization using systersystem interfaces with Grants.gov.

Any modifications to the Project Narrative or Budget Form require submission of a changed/
corrected Grants.gov application package to Grants.gov prior to the application submission
deadline. The Project Narrative and Research & Related Budgmim cannot be modified
during the application verification period.

The applicatiorsubmission deadline and the end of the application verification period in eBRAP
are stated on the first page of the respective research announc&ee®ectionll.E, Applicant
Verification of Grants.gov Submission in eBRARor additional details.

A. Grants.gov Application Package Components
1. SF424 (Research & Related), Application for Federal Assistance Form

All appropriate information must be entered into this forta allow for autepopulation of
subsequent forms in the Grants.gov application package.

1 Block 11 Type of Submission.For ori gi nal submissions, sel
For changes that must be made after the original submission, the complete Grants.gov
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application package museb r esubmi tted with the fAiChanged.
selected.

Block 27 Date Submitted. Enter the date the application is submitted.

Applicant Identifier. Ent er t he submitting organization
If there is no Organization Control Number, leave this field blank.

Block 37 Date Received by State and State Application IdentifierNot applicable.

Block 4ai Federalldentifier Box. Enter in the eBRAP log number assigned during
pre-application submission.

Figure 1. Enter the eBRAP log number in Block 4a.

@deral Identifier D

b. Agency Routing Identifier

c. Previous Grants.gov
Tracking ID

Block 4bi Agency Routing Identifier. Not applicable.

Block 4ci Previous Grants.gov Tracking ID. For changed/correct applications, enter
the Grants.gov Tracking Number for the original application.

Block 57 Applicant Information. Enter the information for the applicant organization.
APerson to be contacted orsthenBusinessiOficial. nv ol vi

Block 617 Employer Identification. Enter the EIN or TIN as assigned by the Internal

Revenue Service. If applying from an organization outside the United States, enter
44-4444444,

Block 771 Type of Applicant. Enter the informatn for the applicant organization.

Block 87 Type of Application. Sel ect ANewo for all submissi

Block 91 Name of Federal Agency.Populated by Grants.gov.

Block 107 Catalog of Federal Domestic Assistance NumbeiRPopulated by
Grants.gov.

Block1liDescri ptive Titl e EntéerthAsamdpropctitléeads Pr oj ¢
used for the prapplication.

59



Block 127 Proposed Project. Enter the estimated start and end dates for the project.
Actual start and end dates will be determined during negotgiighe application is
recommended for funding.

Block 131 Congressional District of Applicant. If the applicant organization is outside
the United States, enter-000.

Block 1471 Project Director/Principal Investigator Contact Information. Enter
information for the individual Pl responsible for the overall scientific and technical
direction of the application. If outside the United States, select the appropriate/ countr
from the dropdown menu.

Block 1571 Estimated Project Funding. Enter the total funds (direct + indirect costs)
requested for the entire performance period of the project. These figures should match
those provided in the Research & Related Budget.

Block 167 Is Application Subject to Review by State Executive Order 12372
Process?Sel ect option b., ANO, program is not

Block 177 Complete Certification. Sel ect t h Al agreedo box to
certifications and assuranceBy chec ki ng Agreeo on the S
agree to abide by the following statement:
proposing entity is in compliance with Section 223(a) of the William M. (Mac)

Thornberry National Defense Authazation Act for Fiscal Year 2021 which requires

that: (a) the Pl and other key personnel certify that the current and pending support

provided on the proposal is current, accurate and complete; (B) agree to update such
disclosure at the request of the aggy prior to the award of support and at any

subsequent time the agency determines appropriate during the term of the award; and

(c) the Pl and other key personnel have been made aware of the requirements under

Section 223(a)(1) of this Act. | am awareahany false, fictitious, or fraudulent
statements or c¢claims may subject me to cri
(U.S. Code, Title 18, Section 100iGhec ki ng Al agreeo confirms
National Policy Requirements, Appendix. 6

e
Al

Block 181 SFLLL (Disclosure of Lobbying Activities) or Other Explanatory
Documentation. If applicable, complete and attach Standard Form LLL (SFLLL) to
disclose lobbying activities pursuant to Title 31 of United States Cedtip§1352
(31USC 1352).

Block 197 Authorized Representative. Enter the contact information for the applicant
organi zationds authorized representative.
is automatically completed upon submission of the Grgav application package.

Block 207 Pre-Application. Not applicable.

Block 2171 Cover Letter Attachment. Not applicable.
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If a revised Project Narrative or Research & Related Budget Form document is needed,
an updated Grants.gov application package rhbhe submitted via Grants.gov as a
AChanged/ Corrected Applicationo with |the pr
Block 4.c. of the SF424 Research & Related Form prior to the full application
submission deadline.

2. Attachments Form

Grants.gov does not validate for the presence of attachments on the Attachments Form.

Following retrieval and processing of the Grants.gov application, eBRAP will notify the
organizational representatives and Pl by emadibg into eBRAP to view, modify, and verify the
Grants.gov application submission. eBRAP will validate retrieved files against the specific

research announcement requirements, and discrepancies will be noted in both the email and in

the Full ApplicationFiles tab. eBRAP does not confirm the accuracy of file content. It is the
applicantbés responsibility to review al/l appl
specified in the research announcement. Sedionll.E, Applicant Verification of Grants.gov
Submission in eBRAFor additional details.

Each attachment in the Attachments Form must be uploaded as an individual PDF file in
accordance with the formatting guidelines listed\ppendix 5 For all attachments, ensure that

the file names are consistent with the guidance listed in the research announcement and below.
Grants.gov will reject attachments with file names longer than 50 characters or inbtefpat
names that contain characters other than the following;, &z, 0-9, underscore, hyphen, space,
and period. In addition, Grants.gov has file size limits that may apply in some circumstances.
Individual attachments may not exceedi2€@gabyte¢MB), and the file size for the entire
Grants.gov application package may not exceedVB0 Applicants must contact the

Grants.gov Contact Centesupport@grants.ggvor written confirmation that a file exceedj

the maximum size will be accepted.

Supporting Documentation, and all other attachments to this Grants.gov form, refer

/@ For specific instructions regarding content and page limits of the Project Narrative,
to the research announcement.

All documents tharequire signatures must be signed. Both electronic and hand
f 1 E signatures will be accepted. Any document that is signed by hand should be scanned at
a resolution of 10450 dots per inch.

The following must be included as attachments:

Attachment 1. Project Narr ati ve: Attach as a PDF file
The Project Narrative is the main body of #pplication The page limit of the Project

Narrative applies to text and noext elements (e.g., figures, tables, graphs, photographs,

diagrans, chemical structures, drawings) used to describe the project. Inclusion of URLs

(uniform resource locators; web addresses) that provide additional information to expand the
Project Narrative and could confer an unfair competitive advantage is prdtabiemay

result in administrative withdrawal of the application.
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Submission of a Project Narrative that exceeds the page limit specified in the research
announcement will result in administrative rejection of the application.

Attachment 2: Supporting Documentation: Combine and attach as a single PDF file
named f Sup mndudd onlpslifparting documentation as indicated in the research
announcement. Submitting material that is not requested may be viewed as an attempt to
gain an unfair competite advantage; such material will be removed or the application may
be administratively withdrawn.

All applications are provided fair and thorough reviewsetters of support not requested
in the research announcement, such as those from members of Congress, will be removed
from the application package.

For a list and descriptions of required supporting documents, refer to the research
announcement.

Attachme nt 3: Technical Abstract: Attach as a
Abstracts of all fundedesearch projectsill be posted on the CDMRP website at
https://cdmrp.health.milDo not include proprietary or conélential information. Use only

characters available on a standard QWERTY keyboard. Spell out all Greek letters, other
nonEnglish letters, and symbols. Graphics are not allowed.

The Technical Abstract will be posted publicly and will be included in theaed
agreement. Do not include proprietary or confidential information.

Attachment 4: Lay Abstract: At Abatadisofas a PL
all fundedresearch projectsill be posted on the CDMRP website at

https://cdmrp.health.milDo not include proprietary or confidential informationDo not

duplicate the technical abstractUse only characters available on a standard QWERTY

keyboard. Spell out all Greek letters, other-mmylish letters, @d symbols. Graphics are

not allowed.

The Lay Abstract will be posted publicly. Do not include proprietary or confidential
information.

Attachment 5: Statement of Work (SOW): At t
The SOW is an outline of specific airabthe proposed research project that establishes the

project milestones during the performance period of the award. The SOW should contain
sufficient detail to be informative as a staaldne document. There is no limit to the number

of specific aimstasks, or subtasks that are described within the SOW page limit.

SOW Format: Pls are strongly encouraged to tise suggested SOW format stated in the
research announcement . Templ ates for SOW fo
Announcement QttpF/ebramera/eBRAPHpEIic/Program.htnThe SOW

must be in PDF format prior to attaching.

For specific instructions regarding SOW content, refer to the reseaacimouncement.
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Attachments 615: Additional Documents (as applicable): Attach each as a separate
PDF file, named as indicated in the research
Al nnovation. pdfo, fATraining.pdfo, ATransitio

For specific instructionsregarding content, titles, and page limits for the Additional
Documents, refer to the research announceme®éction 11.D.2, Attachments Form

3. Research & Related Personal Data

This form will be used by DOD as the source of demographic information, such as gender, race,
ethnicity, and disability information, for the Project Director (PD)/PI and all other persons
identified as CePD(s)/CaPI(s).

Each application must include tH@m with the name fields of the PD/PI and any-RIo(s)/
Co-PI(s) completed; however, provision of the demographic information in the form is
voluntary. If completing the form for multiple individuals, eachRID/CoPl can be added by

selectinBetdenadaNeutton. The demographic info
statistical purposes only and will not be made available to reviewers. Applicants who do not
wish to provide some or all of thehtonfor mati o

provideodo option.
4. Research & Related Senior/Key Person Profile (Expanded)

The Degree Type and Degree Year fields on the Research & Related Senior/Key Person Profile
(Expanded) form will be used by DOD as the source for career information. In adalitien

required fields on the form, applicants must complete these two fields for all individuals that are
identified as having the project role of PD/PI or-BB/CcPI on the form. Additional senior/

key persons can be added bytsehecting the @ANe

Include the requested information for each person who will contribute significantly to the
proposed research project.

Inthen PROFIIPrEoj ect Director/ Principal l nvestigat
provided by eBRAP intothe datefl d | abel ed ACredential, e.g.,
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Figure 2. Pl 6s eBRAP User Name

PROFILE - Project Director/Principal Investigator

Preﬁx:l * First Name:I I Middle Name:l |

* Last Name: |  sufic|
Position/Title: l Department:| l
Organization Nar‘ne:| | Dwision:|

* Streeti: I I
Street2: |

* City: ] County/ Parish: [ |
* state: | | Province: | |
* Country: | USA: UNITED STATES | = zip 1 Postal Code: | |

* Phone Numl)er:' | Fax Number: |

|_Credential, e.9., agency login:| Enter PI’s eBRAP User Name here
—

Biographical Sketch Suggested FormatThe suggested biographical sketomat is available

in a Microsoft Word document on paghe AFunding
(https://ebrap.org/eBRAP/public/Program.htim eBRAP. Use of this document is optional.

The NIH Biographical Sketch may also be used. Each biographical sketch must be in PDF

format prior b attachment. Page limitations will be specified in the research announcement.

1 Pl Biographical Sketch: Thi s fil e must be titled fABi osKk:e
fLast Nameo is the | ast name of t he PI

1 Pl Previous/Current/Pending Support: This file must be titled
ASupport LastName.pdf o where fAlLast Nameodo i s

For all previous (award period of performance ending within the past 5 years), current,

and pending (includes period of timawaiting funding status and/or period of time

awaiting start date) research suppomgclude the title, time commitments, supporting
agency, name and address of the funding ag
performance period, level of funding br i ef descri ption of the
the specific aims. If applicable, identify where the proposed project overlaps with other
existing and pending research projects. Clearly state if there is no overlap.

List all positions and scieffit appointments, both domestic and foreign, held by
senior/key personnel that are relevant to an application, including affiliations with foreign
entities or governments. This includes titled academic, professional, or institutional
appointments whether not remuneration is received, and whethertfoie, parttime,

or voluntary (including adjunct, visiting, or honorary).

Report all resources and other support for all individuals designated in an application as
senior/key personnélincluding for thePl and for other individuals who contribute to the
scientific development or execution of a project in a substantive, measurable way,
whether or not they request salaries or compensation. Information must be provided
about all current support for ongoipgpjects, whether such support is provided through
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the applicant organization, through another domestic or foreign organization, or is
directly provided to an individual who sup
efforts.

Report all current projecend activities that involve senior/key personnel, even if the
support received is only4kind (e.g., office/laboratory space, equipment, supplies,
employees). All research resources including, but not limited to, foreign financial
support, research orldaratory personnel, lab space, scientific materials, selection to a
foreign ft a-tygerpiogain, ooatherdoreign dr domestic support must be
reported.

Provide the total award amount for the entire award period covered (including facilities
and administrative costs), as well as the number of parsmths (or partial persen
months) per year to be devoted to the project by the senior/key personnel involved.

|l f there i s no previous, current, ot pendi
current, and pending support document will be required if an award is recommended for
funding.

Key Personnel Biographical SketchesEach file must be titled
ABi osketch LastName.pdfod where fALast Nameo
individual.

Key Personnel Previous/Current/Pending Support:Each file must be titled

ASupport LastName. pdfd where fiLast Nameod i s
individual. Refer to content requirements undle® | Previous/ Current/ Pe
listed d&ove.

Note: Other support includes all resources made available to a researcher in support of and/or
related to all of their research endeavors, regardless of monetary value and/or where they are
based. This includes resource and/or financial suppant &tbforeign and domestic entities,
including but not limited to, financial support for laboratory personnel, and provision ef high
value materials that are not freely available (biologics, chemical, model systems, technology,

etc.).

New Requirement:Cettification Regarding Disclosure of Funding Sourc&be proposing

entity must comply with Section 223(a) of the William M. (Mac) Thornberry National Defense
Authorization Act for Fiscal Year 2021, which requires that the PI, Partnering Pls (if applicable)
and all key personnel:

il

Certify that the current and pending support provided on the application is current,
accurate, and complete;

Agree to update such disclosure at the request of the agency prior to the award of support
and at any subsequent time hgency determines appropriate during the term of the
award; and

Have been made aware of the requirements under Section 223(a)(1) of this Act.
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False, fictitious, or fraudulent statements or claims may result in criminal, civil, or administrative
penaltes (18 USC1001).

5. Research & Related Budget

An estimate of the total proposed research project cost, with a breakdown of all cost categories
for each year, must be submitted on the Grants.gov Research & Related Budget Form. For limits
on funding amouts, types of costs, and period of performance, refer to the research
announcement. The budget and budget justification should include sufficient detail for the
government to determine whether the proposed costs are allowable, allocable, and reasonable for
the proposed researcfihe budget justification for the entire period of performance must be
uploaded to the Research & Related Budget after completion of the budget for P&riéd

the time of application submission to Grants.gov, the AOR is cenitgirthe best of their

knowledge that all costs are current, accurate, and complete.

If the budget fails eBRAP validation or needs to be modified, an updated Grants.gov
application package must be submittediwinada Gr a
with the previous Grants.gov Tracking ID prior to the application submission deadline.

No budget will be approved by the government exceeti@gost limit stated in the specific
research announcement or using an indirect rate exceeding thezoagani on s negot i at ¢

Budget Instructions: Complete the Research & Related Budget Form following the instructions
below. Begin by entering the organizational UEI number, Budget Type, Name of Organization,
and anticipated start and end datEssure that the UEI number is entered accurately or
Grants.gov will reject the application.

For all federal agencies or organizations collaborating with federal agencies applying
to the research announcement, special restrictions apply to the budget and are
described below.

1 For Federal Agencies: An application from a federal agency must include in the budget
justification aFederal Financial Plan (Plan). The Plan must address how all funds will be
obligated before their period for obligation expires and how funds will be available to cover
reseach costs over the entire award period. The Plan must inthedending
mechanism(s) that will be used to carry over funds between fiscal years.

1 For Collaborating Military Facilities: An application from an organization that includes
collaboration witha military facility (Military Health System facility, research laboratory,
medical treatment facility, dental treatment facility, or a DOD activity embedded with a
civilian medical center) must submit a DOD Military Budget as instructed in
8. Suggestedollaborating DOD Military Facility Budget Formdielow. The costs per year
should be included on the Grants.gov Research & Related Budget form under subaward
costs.
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Section A: Senior/Key Person

l

Prefix; First, Middle, and Last Name; and Suffix: Beginning with the PI, list all
senior/key persons from the applicant organization who will be involved in the proposed
research project, whether or not salaries are requested. Include all investigatansh
associates, etc. If applicable, all investigators outside the applicant organization should
be included on the Research & Related Subaward Budget Attachment(s) Form.
Consultant costs should be listed under Sedii@mof the Research & RelatBdidget

Form (Other Direct Costs, Consultant Services).

Base Salary: Enter the current annual base salary (based on-amidlappointment) for
each individual listed for the proposed research project. Establish labor costs using
current labor rates @alaries. Labor rates or salaries may not be increased as a result of
receiving an award. Identify and explain in the budget justification any proposed
adjustments to rates or salaries. Any proposed increases in rates or salaries over the
period of theaward must be consistent with the applicable cost principles and
organi zati ono6s eFartmosnfaderal aggncips; fondirydanmoebs .
applied toward federal salaries and therefore these salaries should not be included in
the requested budge

Level of Effort (Calendar, Academic, and Summer Months):For each senior/key
person, including unpaid personnel, demonstrate the level of effort by listing the number
of months to be devoted to the proposed research project in the appropriate box.

Requested Salary: Enter the amount of salary requested for this budget period.

Fringe Benefits: Enter the fringe benefits requested for each individual in accordance
with organizational guidelines. If the application is recommended for funding, the
organiation will be required to provide documentation to support the fringe benefits
(e.q., the current Department of Health and Human Services [DHHS] Rate Agreement,
other federally approved rate agreement, or other policy document).

Funds Requested:Enter tte total funds requested for each senior/key person listed for
the proposed research project.

Project Role: Identify the role of each senior/key person listed. Describe their specific
functions in the budget justification.

Section B: Other Personnel

1  Number of Personnel: For each project role category, indicate the number of personnel

for the proposed research project, including unpaid personnel.

1 Project Role: Identify each project role category. Within the budget justification,

describe thepecific functions of the personnel in each project role.
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il

Level of Effort (Calendar, Academic, and Summer Months): For each project role
category, demonstrate the level of effort by listing the number of months to be devoted to
the proposed research prctjén the appropriate box.

Requested Salary: Enter the amount of salary requested for this budget peFod.
most federal agencies, funding cannot be applied toward federal salaries and therefore
these salaries should not be included in the requestedda.

Fringe Benefits: Enter the fringe benefits requested for each project role category in
accordance with organizational guidelines. If the application is recommended for
funding, the organization will be required to provide documentation to supedririge
benefits (e.g., the current DHHS Rate Agreement, other federally approved rate
agreement, or other policy document).

Funds Requested:Enter the total funds requested for each project role category listed
for the proposed research project.

Section C: Equipment Description. Equipment is tangible personal property (including
information technology systems) having a useful life of more than 1 year and a per unit
acquisition cost that equals or exceeds the lesser of (a) $5,000 orbjtteed or the
sulpartned eapitalization threshold for financial statement purposes. Applicant
organizations are encouraged to provide all equipment necessary to conduct the proposed
research project. If equipment is requested, provide a detailed kghghthe cost of each

item. The budget justification for any requested equipment must describe, as applicable:

il

1

Special test equipment to be fabricated for specific research purposes and its cost.

Standard equipment to be acquired and modified to mesdtispequirements, including
acquisition and modification costs; list separately.

Existing equipment to be modified to meet specific research requirements, including
modification costs. Do not include as special test equipment those items of equipment
that, if purchased by thpartnerwith partnerfunds, would be capitalized for federal
income tax purposes.

In addition, requests for equipment must include a rationale for estimated costs.

Section D: Travel. Travel costs may include:

1

Costs to attend scigfit/technical meetings per year as specified in the research
announcement: Include the meeting name, purpose, location, and date, if known, in the
budget justification. International travel may be requested but must be justified with
additional documeation and is subject to approval by the Grants Officer.

Costs to attend required meetings (if applicable): Include the meeting name if identified
in the research announcement and a statement in the budget justification confirming that
the Pl will attendhe required meeting.
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1 Costs for travel associated with the execution of the proposed work (if applicable):
Reasonable costs for travel between collaborating organizations should be included.
International travel may be requested but must be justifiddadditional documentation
and is subject to approval by the Grants Officer.

1 Funds to an extramural organization may not be used to cover travel costs for DOD
military and civilian employees. All approved travel costs for DOD military and civilian
emplbyees will be paid by the government through a direct fund transfer. Proposed travel
costs for DOD military and civilian employees should be included on the DOD Military
Budget (Suggested DOD Military Budget Format).

Section E: Participant/Trainee Supmrt Costs. Enter the funds requested for tuition/fees,
health insurance, stipends, travel, subsistence, and other costs.

Section F: Other Direct Costs

1 Materials and Supplies:ii Mat eri al s and Suppliesd means &
including a computing dece, acquired under an award that does not meet the definition
of equipment. The budget justification for supporting material and supply (consumable)
costs should include a general description of expendable material and supplies for each
year. If animas are to be purchased, state the species, strain (if applicable), number to be
used, cost per animal and total costs, proposed vendor, and a copy of the animal per diem
cost/rate agreement. If human cell lines are to be purchased, state the soumed cost,
description.

3 If a computer/software purchase is requested, include the following in the budget
justification:

i Detailed explanation for why purchase of computer/software is required to
complete the proposed research project.

i Statement verifying that threquested computer/software is not currently
available for use.

T Publication Costs: Estimate the costs of publishing and reporting research results,
including direct charges for clerical preparation, illustrations, reprints, and distribution.

T Consultant Services: Whether or not funds are requested, include in the budget
justificationthe names and organizational affiliations of all consultants, and include the
daily consultant fee, travel expenses, nature of the consulting effort, and why consultants
are required for the proposed research project.

T Automated Data ProcessindADP)/Computer Services: Include the cost of computer
services, including computéased retrieval of scientific, technical, and education
i nformation. |l nclude in the budget justif
See the fiMaplkirésadsbahldeSuabove regarding t|
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1 Subaward/Consortium/Contractual Costs: Include the total funds requested for &)
subaward/consortium organization(s) proposed for the research project ang (2her
contractual costs propaséor the research project. This amount should be supported in
the subaward/consortium/contractual costs provided in the Research & Related Subaward
Budget Attachment(s) Form.

If a military facility (Military Health System facility, research laboratoryedical
treatment facility, dental treatment facility, or a DOD activity embedded with a civilian
medical center) will be a collaborator in performance of the project, complete a
Suggested DOD Collaborating Military Facility Budget Format, available fontad

on the eBRAP fiFunding Opportunities & Form

(https://ebrap.org/eBRAP/public/Program.htincluding the Justification section, for
each military facility as instructed. The cosés pear should be included on the
Grants.gov Research & Related Budget Form under subaward costs.

in the direct costs of the primary award. No budget will be approwethe government

All direct and indirect costs of ani?hase 1 and/or Phase subaward must be included
i 1 }
exceeding the cost limit stated in the specific research announcement or using an

indirect rate exceeding the organizationods

1 Equipment or Facility Rental/User Fees:List proposed equipment or facility
rental/user fees.ntlude appropriate information (hours and rates) in the budget
justification.

1 Alterations and Renovations: Alteration and renovation (A&R) costs can be requested
if the costs are essential to accomplish the objectives of the research project and are a
minor portion of the overall budget. A description of the existing facility and detailed
description of the requested changes, along with a cost estimate, must be included in the
budget justification.Costs for the construction of facilities are not allowiab

1 Other Expenses: Itemize other anticipated direct costs such as communication costs and
organizationally provided services. These items should be described in detail and clearly
justified in the budget justification. Organizationally provided ses/gteould be
supported by the organizationbés current

Include itemized researakelated subject costs for the proposed research project. These
costs are strictly limited to expenses specifically associated with the proposed research
project.

Section G: Direct Costs.Include the total direct costs {R).

Section H: Indirect Costs. The indirect costs category may include Facilities and
Administrative (F&A) costs, overhead, General and Administrative (G&A), and other. The
most recent federal agency approved rate(s) should be applied. If the rate(s) has been
approved by other than a federal agency, indicate the source of the approval.

Provide details of the direct cost base (modified total direct costs, salary and wage, or other).
Idenify any costs that have been excluded from the base (in accordance with the approved
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rate agreement). Also indicate if the rate(s) is asitanor ofsite rate(s). If more than one
rate is applicable, provide a breakdown of the calculation.

Organizaions can also visit the DHH®tfps://www.hhs.gov/about/agencies/asa/psc/indirect
costnegotiations/index.htil the Office of Naval Researcht{ps://www.nre.navy.mil/work
with-us/managgour-award/managgrantaward, and the Defense Contract Audit Agency
(https://www.dataa.mil) for additional information on indirect rates.

Section |: Total Direct and Indirect Costs. Include total costs for the proposed research
project.

SectionK: Budget Justification. Provide a clear budget justification for each item in the
budgetover the entire period of performance and attach as a single PDFSietionK of
the Research & Related Budget.

Applications fromfederal agenciesnust include in their budget justificationgaderal
Financial Plan (Plan). The Plan must address hall funds will be obligated before their
expiration for obligation, and how funds will be available to cover research costs over the
entire award period. The Plan must incltioke funding mechanism(s) that will be used to
carry over funds between fisgadars.

Organizations must provide sufficient detail and justification so the government can
! determine that the proposed costs are allowable, allocable, and reasonable for the
proposed research effort.

6. Project/Performance Site Location(s) Form

Indicate the primary site where the work will be performed. If a portion of the work will be

performed at any other site(s), include the name and address for each collaborating location in

the data fields providedAdd mor e sites as necessary using t
eight performance site locations are proposed, provide the requested information in a separate

file and attach it to thProject/Performance Site Locationfeim. Each additional rearch site

requesting funds will require a subaward budget.

7. Research & Related Subaward Budget Attachment(s) Form (if applicable)

Completea separate detaildRlesearch & Related Budgetluding a budget justification for

each subaward (subgrant or contyat accordance with the instructions listed above. Title each
individual subaward, AResearch & Rel ated Budg
sulpartnerorganization, and attach to the Research & Related Subaward Budget Attachment(s)
Form.

All direct and indirect costs of ani?hase 1 and/or Phase subaward must be included

& in the direct costs of the primary awardlhe primary award (including the direct and
indirect costs of any subawardees) will not exceed the cost limit stated in the research
announcement.
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A description of services or materials that are to be provided under the subaward is required.
Organizations must provide sufficient detail and justification so that the government can
determine that the proposed costs are allowable, allo@idaecasonable for the proposed
research effort.

8. Suggested DOD Collaborating Military Facility Budget Format

This section addresses requirements and procedures when a military facility will be a
collaborator in performance of an extramural project.

BudgetForm: Comp |l et e a separate fASuggested DOD Col |
Formato for each military facility involved i
eBRAP fAFunding Oppor t unmitps:ieBRAP.arp Bo neteompisted web p
the Grants.gov Research & Related Subaward Budget Attachment Form.

Direct Costs:

1 Salaries: Include the positions/titles/ranks and levels of effort of all DOD civilian and
military personnel expected to work on the extramural project, whether or not salaries/fringe
benefits are proposed. Salaries/fringe benefits may be reimbursed, eithér byrdlce
federal government to the facility or through the extramural award to the facility, but only
under certain limited circumstances, which will be discussed during negotiations.
Extramural organizations may provide personnel to work at intram@8&l partnering
organizations. The extramural personnel costs should not be included here but on each
organi zationds Research A&andRB).| ated Budget For

1 Travel: Include costs to be incurred by DOD civilian and military personnel. However,
these costs cannot be reimbursed through the extramural astheghproved travel costs of
DOD military and civilian employees will be paid by the government through a direct fund
transfer. Some restrictions apply. Processes will be discussed duringjatems.

1 Consultants, Equipment, Materials, Supplies, Other, etc.Include all anticipated direct
costs. The military facility should consider whether the applicant organization can purchase
the items/resources and provide them to the facility. Thanization may provide resources
to the military facility, such as consultants, supplies, equipment, etc., acquired with award
funds. I f this is feasible, these funds sho
Research & Related Budget Forndashould not be included on the Suggested DOD
Collaborating Military Facility Budget Format.

1 Rates/Fees (Other than Indirect Cost Rates and Profit)Where there are no DGD
established reimbursement rates (e.g., Institutional Review Board [IRB] feetsitimsél
Ani mal Care and Use Committee [I| ACUC] fees),
(RM)/Comptroller/Task Area Manager or equivalent Business Official must provide details
of how the proposed rates/fees were determined. Rates/fees shoulddbedint the Other
Direct Costs line of the Research & Related Budget Form (Sdeisal0).

72


https://ebrap.org/

T Indirect Costs: If an indirect cost rate is proposed, include documentation to support the
rate (i.e., cost pool(s) and what items are included in each poa)milikary facility should
consult with its RM office (or equivalent) for assistance in determining a rate.

M TotalCosts: | ncl ude the facilityds combined direct
and also include it in the Subaward/Consortium/Catiticl Costs budget line on the
Research & Related Budget Form (Section F.5 of the form.).

Budget Justification: Include a budget justification for each year, for each military facilty

description of services or materials that are to be provided by the collaborating military facility is
required. The military facility researcher(s) should coordinate with lineal RM office (or

equivalent) to prepare a sound budget and justification for the estimated costs. Applicant
organizations must provide sufficient detail and justification to enable the federal government to
determine that the proposed costs are allde; allocable, and reasonable for the proposed
research effort. Il n addition, the military f
performing collaborative research with the extramural organization must meet the requirements
oftheDOD® s Financi al ManagemenR. Regul ation (FMR)

Direct Fund by Federal Agency:1 f possi ble, the USAMRDCO0s RM o
(via a Funding Authorization Document [FAD], Military Interdepartmental Purchase Request

[MIPR], or other authorizedhethod) the collaborating military facility to support all costs to be
incurred in performance of the military facil
funded, these fundsill not be included in the award amount to the contractq@acirer.

Funds Obligated on Extramural Award: If extraordinary circumstances exist whereby the
USAMRDC RM office is not able to fidirect fund
on the award and the contractompartnemrmay provide award funds tbe military facility. If

known at the time of submission, the military facility, in conjunction with the applicant

organization, should provide a written justification for this funding method. Suggested areas to
address include the researehated agvities that will take place at the military facility, and the

associated costs; when the activities will ta
the applicant organization cannot provide the necessary resources and/or services; and the
Compt ol | erds (or equivalent) ability to accept

Prior to the issuance of any award utilizing the funding method described above, written

approval from the U.S. Army Medical Research Acquisition Activity (USAMRAA) Senior
Contracting Official (SCO) will be required. SCO approval is not required at the time of
submission. The justification will be considered by the USAMRAA Grants Officer in

consul tation with the applicant oreglani zati on
considered to be justified, the Contracting/Grants Officer will seek SCO approval.

Technology Transfer: The military facility researcher(s) should also coordinate with their
technology transfer office, when applicable. The facility may requiteatbaoperative research
and development agreement (CRADA) or other instrument (as authorized by law or regulation)
be executed between the facility and the contractpadnerbefore work between the
organizations can begin or funds can be providebdantilitary facility. The CRADA (or other
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instrument) is not required at the time of application submission. A timeline for execution of the
document will be established during negotiations.

B. Submission to Grants.gov

Grants.gov recommends submitting #pplication packagat least 2448 hours prior to the
close datdo provide time to correct any potential technical issues that may disrupt the
application submission.

All applications must be received by the deadline indicated on the first page ofptbetires

research announcemefection I, Overview of the Funding OpportuityProof of timely

submission is automatically recorded by Grants.gov. An electronic date/time stamp is generated
within the system when the application is successfully received by Grants.gov. The applicant

AOR will receive an acknowledgement of receipt and a Tracking Number

(GRANTXXXXXXXX) from Grants.gov with the successful transmission of the application.

Applicant AORswill also receive the official date/time stamp and Grants.gov Tracking Number

in an email serving as proof of the applicati

C. Applicant Verification of Grants.gov Submission in eBRAP

The full application package submitted to Grantg.gay be viewed in eBRAP until tlesmd of
the application verification periddentified on the front cover of the research announcement/
funding opportunity announcement.

Specific information must be idec&l between the prapplication and the full application for
eBRAP to process an applicationhe application title, eBRAP log number, and alll
information for the PI, Business Official(s), performing organization, and contracting
organization must be cagistent for the entire prapplication and application submission
process Inconsistencies may delay application processing and limit or negate the ability to
view, modify, and verify the application in eBRAP.

After eBRAP has processed the full applicatend prior to the end of the application
verification period, select components of the application package submitted to Gramtglgov,
the exception of the Project Narrative and Research & Related Bu@gein, may be

modified.

SeeSection |, Overview of the Funding Opportunifiyr specific full application submission and
application verification deadlines.

Following retrieval and processing of the Grants.gov application, eBRAP will notify the

organizatonal representatives and Pl by email to log into eBRAP to review, modify, and verify

the Grants.gov application submission. eBRAP will validate retrieved files against the specific
research announcement requirements, and discrepancies will be notddthrelenail and in

the AFull Application Fileso tab in eBRAP. e
content . It is the applicantds responsibilit
proper ordering as specified in the research annousrtem
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i'i eBRAP does not confirm the accuracy of the file content or the application package.

If either the Project Narrative or the Research & Related Budémts eBRAP validation or if

the Project Narrative or the Research & Related Budget retecbe modfied, an updated
Grants.gov application package must be submit
Applicationd with the previous Grants.gov Tr a
deadline. The Project Narrative and Research & Related Bueigrm cannot be changed after

the application submission deadline. The full application submission deadline and the end of the
application verification period in eBRAP are stated on the first page of the specific research
announcementSectionl, Overview of the Funding Opportunjty

D. Application Tracking

After a Workspace package has been successfully submitted, a Grants.gov Tracking Number
(GRANTXXXXXXXX) is automatically assigned to theackage. The number will be listed on
the Confirmation page that is generated after submission. The submission of a Workspace
package can be tracked from the Workspace or by visiting Grants.gov
(https://grants.gov/web/grants/applicants/tracikapplication.htm) and entering the Tracking
Number.

IV.  APPLICATION SUBMISSION FOR INTRAMURAL ORGANIZATIONS
A. eBRAP Application Package Components

The eBRAP application package includes the following components, which are organized in
eBRAP by separatetabs.o0 access these tabs, cgo ctko ofinMyh SA pap
Ful | Ap pfbrithe lag nuntber dinder which the gapplication was subitted.

1 Tab 1- Summary: Provides a summary of the application information.

1 Tab 2- Application Contacts: This tab will be populated by eBRAP. Add the name of
the AOR.

1 Tab 37 Full Application Files: Under each Application Component in eBRAIBload
each as an individual PDF file. ReferAppendix 5for detailed formatting guidelines.

1. Application Componenti Attachments: Each attachment must be uploaded as an
individual PDF file unless otherwise stated. Spegége limits are noted in the research
announcementPrepare Attachments as directed in the research announcement.

2. Research & Related Personal DataThis form will be used by DOD as the source of
demographic information, such as gender, race, ethraeitydisability information, for
the PD/PI and all other persons identified asRTi{s)/CaPI(s).

Each application must include this form with the name fields of the PD/PI and any Co

PD(s)/CaePI(s) completed; however, provision of the demographic informatiche form
is voluntary. If completing the form for multiple individuals, eachRIZ'CcPI can be
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added by selecting the ANext Personodo button
will be used for statistical purposes only and will not be madéadole to merit reviewers.
Applicants who do not wish to provide some or all of the information should check or
select the ADo not wish to provideo option.

Upl oad the Research & Rel ated Personal Dat a
under the Key Peasinel Application Components.

Application Component - Research & Related Senior/Key Person Profile

Each attachment must be uploaded as an individual PDF file unless otherwise stated. The
Biographical Sketches and the Previous/Current/Pending SupptrefBt and Key

Personnel may be either attached to the Research & Related Senior/Key Person Profile
(ExpandedFor m or uploaded as individual files i
Component.

Research & Related Senior/Key Person Profile (Expanded)The Degree Type and

Degree Year fields on the Research and Related Senior/Key Person Profile (Expanded) will

be used by the DOD as the source for career information. In addition to the required fields

on the form, applicants must complete these two fieldalfandividuals that are identified

as having the project role of PD/PI or-€®/CoPI on the form. Additional senior/key
persons can be added by selecting the fANext

Upload the Research & Related Senior/Key Person Profile (Expanded) as
AKey Per s onnel undenthe KdyaPersonneld\ppbication Components.

Include the requested information for each person who will contribute significantly to the
proposed research project.

Biographical Sketch Suggested FormatThe suggested biographical sketch format is
available in a Microsoft Word document on t
page https://ebrap.org/eBRAP/blic/Program.hthin eBRAP. Use of this document is

optional. The NIH Biographical Sketch may also be used. Each biographical sketch must

be in PDF format prior to attachment. Page limitations will be specified in the research
announcement.

1 Pl Biographical Sketch: Thi s f il e must be titled ABi osk
ALast Nameo is the | ast name of the PI

1 Pl Previous/Current/Pending Support: This file must be titled
ASupport _LastName. pdf o where fALast Nameo i ¢

3 Forall previous (award period of performance ending within the past 5 years),
current, and pending (includes period of time awaiting funding status and/or
period of time awaiting start date) research support, inclutle title, time
commitments, supporting agency,name d addr ess of the fundi
procuring Contracting/Grants Officer, performance period, level of funding, brief
description of the projectdés goals, and

76


https://ebrap.org/eBRAP/public/Program.htm

identify where the proposed project overlaps with othésting and pending
research projects. Clearly state if there is no overlap.

3 I f there is no previous, current, or pen
previous, current, and pending support document will be required if an award is
recommended fdiunding.

1 Key Personnel Biographical SketchesEach file must be titled
ABi osketch LastName.pdfod where fAlLast Nameo
individual.

1 Key Personnel Previous/Current/Pending Support:Each file must be titled

ASupport _ Lfados twh\haemee. pidt ast Name o i s the | ast
individual. Refer to content requirements unidp | Previous/ Current/ P
Supporto | isted above.

Application Componenti Budget Form: Completethe Suggested DOD Military Budget
Format and Justifation section. Begin by entering the PI name, eBRAP Log number, and
period of performance fields at the top of the Suggested DOD Military Budget Format.
DOD Civilian and Military Personnel: Personnel involved in the project should be listed

in this sedbn; however, this award is not intended to provide salary support for any federal
employee, as those costs were to have been included in infrastructure costs. If salary
support is requested, sufficient justification must be provided in the budgetptsdifi

section.

DOD Military Budget Instructions:

1 Name: Beginning with the PI, list all participants who will be involved in the project
during the initial budget period, whether or not salaries are requested. Include all
collaboratingnvestigators, research associates, individuals in training, mentor (if
applicable), and support staff.

1 Role on Project: Identify the role of each participant listed. Describe their specific
functions in the proposed research in the budget justification.

1 Type of Appointment (Months): List the number of months per year reflected in an
i ndividual 6s contractual appointment with
assumes that appointments at the applicant organization are full time for each
individual. If an appointment is less than full time (e.g., 50%), note this with an
asterisk (*) and provide a full explanation in the budget justification. Individuals may
have split appointments (e.g., for an academic period and a summer period). For each
type of appointment, identify and enter the number of months on separate lines.

1 Annual Base Salary: Enter the annual organizational base salary (based ontafell
appointment) for each individual listed for the project.

1 Effort on Project: List the perentage of each appointment to be spent on this project
for all staff members including unpaid personnel.
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Salary Requested: Enter the salary for each position for which funds are requested.
This is calculated automatically from the data provided. Ifdg@wmot wish this to be
calcul ated for you, uncheck the small A
portion of the field. Calcul ate the sa
organizational base salary by the percentage of effort qordiect.

Fringe Benefits: Enter the fringe benefits requested for each individual in accordance
with organizational guidelines.

Totals: Calculated automatically from the data provided.

Major Equipment: Provide an itemied list of proposedquipment, showing the cost
of each item. Equipment is any article of nonexpendable tangible property having a
useful life of more than 1 year and an acquisition cost of $5,000 or more per unit.

Materials, Supplies, and ConsumablesThe budget justificabn for supporting
material and supply (consumable) costs should include a general description of
expendable material and supplies.

Travel Costs: Pls are responsible for budgeting for all costs associated with travel,
including airfare, hotel, etc., assated with the trip. Anticipated travel costs should be
built into the budget at current or projected DOD per diem ratesvel costs may
include:

3 Travel costs for the PI to attend a requiredPhogress Review meeting each year.

3 Travel costs for upo one investigator to travel to one scientific/technical meeting
per year.

3z Travel costs between collaborating organizations.

ResearchRelated Subject Costs:Include itemized costs of subject participation in
the proposed research. These costs ardlylimited to expenses specifically
associated with the proposed research.

Other Direct Costs: Itemize other anticipated direct costs such as publication and
report costs, equipment rental (provide hours and rates), communication costs, and
organizatimally provided services. Unusual or expensive items should be fully
explained and justified. Estimate the costs of publishing and reporting research results,
including direct charges for clerical services, illustrations, reprints, and distribution.
Ogani zationally provided services shoul d
cost/rate schedule. These items should be described in detail and clearly justified.

Contract Costs (Partnership/Collaboration Costs): Should an intramural

organization propose collaboration with an extramural entity for part of the research
effort, the intramural organization will receive all funds and is responsible for executing
all necessary contractual or assistance funding awamislaborating partners through

t he agency 6Afldirpctaadcirgicect costsof any partnership/
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collaboration costsmust be included in the total direct costs of the primary award
The nature of the partnership/collaboration should be dedanitbée Budget
Justification section.

1 Total Direct Costs: Calculated automatically from the data provided for the initial
budget period and for the entire proposed period of support.

1 Total Indirect Costs: If funds for indirect costs are requested, isight justification
must be provided in the Justification section. The government reserves the right to
disallow any indirect costs not sufficiently justified. All direct and indirect costs of any
proposed collaborator must be included in the totattiests of the primary award.
Refer toSectionl.E, Funding of the research announcement for detailed information.

1 Total Costs: This section is calculated automatically from the data provided.
1 Fee: A profit or fixed fee is not allowable on awards or on subawards.

Budget Justification Instructions Provide a clear budget justification for each item in
the budget over the entiremod of performance in the Justification section of the
SuggesteddOD Military Budget Itemize direct costs within each budget category for
additional years of support requested beyond year one.

1 Federal Agency Financial Plan (required): Provide a detéd Federal Agency
Financial Plan after the budget justification information in@@D Military Budget
The plan delineates how all FY22 funding will be obligatedbbptember30,2023
The plan must include the funding mechanism(s) or contractuabarments that will
be used to carry over funds between fiscal years, if applicable. Any FY22 funding not
obligated by September 30, 2023 may be withdrawn by the issuing Comptroller.

Application Component: Project/Performance Site Location(s) Form

Indicate the primary site where the work will be performed. If a portion of the work will be
performed at any other site(s), include the name and address for each collaborating location

in the data fields providedAd d mor e sites aNextc®issaoybutsi o
more than eight performance site locations are proposed, provide the requested information

in a separate file and attach it to this form. Each additional research site requesting funds

will require a subaward budget.

1 Tab 47 Application and Budget Data:

Review and edit Proposed Project Start Date, Proposed End Date, and Budget data pre
populated from the Budget Form.

T Tab 57 Submit/Request Approval Full Application
Once all components have been uploaded, and prior to the fult@pgii submission

deadline, enter your password in the space
Hered and press the S weBRAPwilvalidatelflesAppl i cat i
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against the research announcement requirements, and discrepancies vdtibdfrmmo
discrepanciesarenoted, g ss t he AConfirm Submissiono
application submission. eBRAP will notify yoRM/Comptroller/Task Area Manager

or equivalent Business Officily emailto log into eBRAP to review and approve the

full application package prior to the approval deadline.

The full application package submitted to eBRAP may be viewed in eBRAP until the
end of the application verification period. After eBRAP has processed the full
application, Pls will receive an enhabtification of this status and will be able to view
and modify application components in eBRAP. During the application verification
period, the full application packageith the exception of the Project Narrative and
Research & Related Budg&orm, may be modified. Modifications to application
components may only be made after the
to Pl o for the PI to make changes, or
See the first page of the reseaactimouncement for specific full application submission
and application verification deadlines.

-t m
Oc

Specific information must be identical between thegpplication and the full

application for eBRAP to process an application. The application title, eBRAP log
number, and all information for the PI, Business Official(s), performing organization,
and contracting organization must be consistent for the entiapptecation and

application submission process. Inconsistencies may delay application processing and
limit or negate the ability to view, modify, and verify the application in eBRAP.
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APPENDIX 2
REGULATORY REQUIREMENTS

A. Research Protections Review Requirements

The USAMRDCOHARO ensures that research conducted, contracted, sponsored, supported, or
managed by the DOD and involving human subjects, human anatomical substances, human data,
human cadavers, or animals is conducted in accordance with federal, DOD, Army, USAMRDC,
and international regulatory requirements.

All DOD-funded research involving new and ongoing research with animals must be reviewed
and approved by the USAMRDC OHARO Animal Care and Use Review Office (ACURO), in
addition to the local IACUC of record. The ARO must review and approve all animal use
prior to the start of working with animals, including amendments to ongoing projects.

All DOD-funded research involving new and ongoing research with human anatomical
substances, human subjects, human datayman cadavers must be reviewed and approved by
the USAMRDC OHARO, OHRO), prior to research implementation. This administrative review
requirement is in addition to the local IRB or Ethics Committee (EC) review.

Pls and applicant organizatiomsy not commence performanceof research involving the

above,or expend fundingon such efforts, until regulatory documents are submitted and

approved by the USAMRDC OHARO to ensure that DOD regulations are met. All expectations
described below are consistentwit®D | nstructi on (DODI) 3216.01,
Programs, 0 and DODI 3216.02, AProtection of H
Standards in DoBConductedandSupport ed Research. o

Additional information is available at
https://mrdc.health.mil/index.cfm/collaborate/research protections

1. Research Involving Animal Use

The ACURO must review and approve all animal use funded by the award prior to the start

of working with animals, including amendments to ongoing projects. IACUC approval at the
time of submission is not required. Specific documents relating to the use of animals in the
proposed research will be requested if the application is selected for fundingusPls m

submit the institutional animal use protocol, IACUC approval of that protocol, and a version

of the ani mal use appendi x titled AResearch
ACURO website ahttps://mrdc.health.mil/index.cfm/collaborate/research_protections/acuro
Allow at least 3 to 4 months for regulatory review and approval processes for animal

studies.

2. Research Involving Human Subjects

The OHRO ensurekat DODsupported research complies with specific laws, regulations,
and requirements governing human subjects research. Allow up to 3 months to complete the
OHRO regulatory review and approval process following submissiah efquired and
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completedocuments to the OHRO. Studies taking place in international settings may require
additional time for completion of OHARO OHRO reviews.

NOTE: The protocol submitted for OHRO review must include only those activities
1 funded by the DOD, aseferenced in the approved SOW. If the D&Dnded

activities have been added to an ongoing/existing protocol that is not B@ided,

OHRO will require the PI to write a standlone protocol that is limited to those

activities supported under the DOD award

Effective 20 January 2020, The Revised Common Rule (i.e., the 2018 Requirements) at

45 CFR 46.114(b) requires that all institutions located in the United States that are engaged
in cooperative research conducted or supported by a Common Rule departagartay

rely upon approval by a single IRB for the portion of the research that is conducted in the
United States. These provisions apply to Dfobded research. Applicants must provide a
written plan for single IRB review arrangements at the time pli@gion submission or

award negotiation.

Questions regarding applicable human subjects protection regulations, policies, and guidance
should be directed to the local IRB or the OHARO OHRO
(usarmy.detrick.medcomusamrdc.otherhrpo@henith For indepth information and to

access OHRO protocol submission forms, refer to the OHARO OHRO website
(https:/mrdc.health.mil/index.cfm/collaborate/research_proteclioKgy requirements

found in the OHARO OHRO guidance Tiddancan me nt |,
Subjects Researcho include:

1 Assurance of Compliance:Each institution engaged in n@xempt hman subjects
research must have a current DHHS Office for Human Research Protection Federalwide
Assurance (FWA) or DOD Assurance.

1 Training: Personnel involved in human subjects research must have completed
appropriate training in the protection of humabjgects per institutional requirements.
Documentation confirming completion of appropriate training will be required during the
OHARO OHRO review process.

7 Informed Consent Form: The following must appear in the consent form:
3z A statement that the DOD is providing funding for the study.

3 A statement that representatives of the DOD are authorized to review research
records.

3 If Health Insurance Portability and Accountability Act (HIPAA) authorization is
required, the DOD must be listed as one of the parties to whom private health
information may be disclosed.

T Access to DODAffiliated Personnel for Research: See the guidance doane nAt , i
Primer for Conducting Department of Defense (DOD) Funded Human Research With
Mi |l itary P&onductiag Researsh, Militaey tPop Ddday 2021.pdf
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(copy/paste the following URL into your browser to open the link)
https://mrdc.health.mil/assets/docs/orp/Conducting_Research_Militgsy Do® _May

2021.pdf

T 10 USC 980 Waiver:If the applicant proposes to conduct a trauma clinical trial or other
planned emergency research subject to the requirements for exception from advanced
informed consent under 21 CFR 50.24, the applicant shouldql&t6 months of
additional time for the OHARO OHRO to review the submission and request a waiver of
10 USC 980 from the Secretary of the Army or the DOD Office of Human Research
Oversight

3. Research Involving the Secondary Use of Data/Specimens

Researchinvolving the use of human data and/or specimens not otherwise subject to

institutional review requires a determination letter (e.g., stating that the project does not
constitute Ahuman subjects researcho or can
researdr6) from the Pl &ds human subjects protectd.i
the OHARO OHRO.

All USAMRDC-supported research involving the secondary use of human data, human
biospecimens (hereafter referred to as data/specimens) must be reviewedp@manwith

federal and DOD human subjects protection requirements and approved by the OHARO

OHRO prior to implementation. For additional guidance and instructions on OHARO

OHRO review of DODBfunded research activities involving access, use, and anafysis

data/ speci mens, see the gui dandResehmlcwitme nt |, f
Dat a/ Speci mens, 0 found at
https://mrdc.health.mil/index.cfm/collaborate/research_protections

NOTE: The protocol submitted for OHRO review must include othigse activities
funded by the DOD, as referenced in the SOW. If the D@Dded activities have
been added to an ongoing/existing protocol that is not D@idded, OHRO will
require the PI to write a stanélone protocol that is limited to those activities
supported under the DOD award

4. Additional Information/Requirements

Site Visits: The USAMRDC OHARO OHRO conducts site visits as part of its responsibility
for compliance oversight.

Accurate and complete study records must be maintained and made at@ilable
representatives of USAMRDC as a part of their responsibility to protect human subjects in
research. Research records must be stored in a confidential manner so as to protect the
confidentiality of subject information.

Protocol Submission Format: The CHARO OHRO accepts protocol submissions in the
format required by the local IRB. The IRB protocol application, if separate from the protocol
itself, should be included with protocol submissions.
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Research Involving the Use of U.S. Food and Drug Administrain-Regulated Products
(i.e., drugs, devices, in vitro diagnostics) in which the focus of the study is on the safety or
effectiveness of the product requires IRB review in accordance wiiFR150 and

21 CFR56.

Clinical Trial Registry: Pls are required to register applicable clinical trials individually on
https://clinicaltrials.govisi ng a Secondary Protocol- 1 D numb
e BRAP Log NumMRPPG22###H). df severalpidtocols exist under the same
application, the Secondary Prot eBRAPLOD numbe
NumberA , B, C, et cPC2###A). EClinical tkald MEsPoe registered prior

to enrollment of the firgpatient. All trials that meet the definition on the NIH database (see
https://prsinfo.clinicaltrials.goy/ ¢l i ck on ASupport Materials (
definitions) o0) a ailareto@canmay restlt irt acivirmergtarg gemalty. F
and/or the withholding or recovery of grant funds as per BuBlic Law 11685. Pls

conducting phase 3 clinical trials shall submit results of analyses of group differences on the

basis of sex/genderace, and/or ethnicity tdinicaltrials.govat the time of final report

submission. If final analyses of sex/gender and race/ethnicity are not available at the time of

the final technical report, a justificah and plan ensuring completion and reporting of the

analyses must be submitted to USAMRAA.

Research Involving Recombinant DNA: The partnermust assure that all work involving
the use of recombinant DNA will be in compliance with guidance providBabaafety and
Recombinant DNA Policy Office of Sience Policy (nih.gov)

. Use of Human Cadavers or Human Anatomical Substances Obtained from Human

Cadavers

Research, development, test and evaluation (RDT&E), education, or training activities
involving human cadavers or human anatomical substances abtainecadavers
(postmortem samples) shall not begin until the USAMRDC OHARO grants approval in
accordance with the Army Policy for Use of Human Cadavers for RDT&E, Education, or
Training (copy/paste the following URL into your browser to open the link)
(https://mrdc.health.mil/assets/docs/orp/Army Policy for_Use of Human_
Cadavers.pdf The USAMRDC OHARQO is the Action Office for this Army policy.
Additional requirements apply to activities involving exposure of cadavers to impacts,
blasts, ballistics testing, crash testing, and other destructive forces.

Award partnes must coordinate with the supporting/funding Army organization to ensure

that proper approvalare obtained. Specific requirements for submission and review of
RDT&E, education, and training involving cadavers and postmortem specimens can be found
at https://mrdc.lealth.mil/index.cfm/collaborate/research_protections

Written approvals to begin the activity will be issued under separate notification to the
partner Questions regarding submission of human cadaver research for USAMRDC
OHARO review and approval should be directed to the OHAR@atmy.detrick.medcom
usamrmc.other.hrpo@healtl.

84


https://clinicaltrials.gov/
https://prsinfo.clinicaltrials.gov/
https://clinicaltrials.gov/
https://osp.od.nih.gov/biotechnology/biosafety-and-recombinant-dna-activities/
https://osp.od.nih.gov/biotechnology/biosafety-and-recombinant-dna-activities/
https://mrdc.health.mil/assets/docs/orp/Army_Policy_for_Use_of_Human_Cadavers.pdf
https://mrdc.health.mil/assets/docs/orp/Army_Policy_for_Use_of_Human_Cadavers.pdf
https://mrdc.health.mil/index.cfm/collaborate/research_protections
mailto:usarmy.detrick.medcom-usamrmc.other.hrpo@health.mil
mailto:usarmy.detrick.medcom-usamrmc.other.hrpo@health.mil

C. Use of DOD or Department of Veterans Affairs (VA) Resources:

If the proposed research involves access to adiivg military patient populations and/or DOD
resources or databases, the application must describe the access at the time of s@nuissio

include a plan for maintaining access as needed throughout the proposed research. Access to the
target activeduty military patient population(s) and/or DOD resource(s) or database(s) should be
confirmed by including a letter of support, signed lig lbwestranking person with approval

authority.

If the proposed research involves access to VA patient populations, VA study resources and
databases, and/or VA research space and equipment, VA FAE@aust have a plan for

obtaining and maintaining aess throughout the proposed research. Access to VA patients,
resources, and/or VA research space should be confirmed by including a letter of support from
the VA Facility Director(s) or individual designated by the VA Facility Director(s), such as the
Associate Chief of Staff for Research and Development (ACOS/R&D) or Clinical Service Chief.
If appropriate, the application should identify the “dHiliated nonprofit corporation (NPC) as

the applicant institution for VA Pls. If the VA NPC is not idemtfias the applicant institution

for administering the funds, the application should include a letter from the VA ACOS/R&D
confirming this arrangement and identifying the institution that will administer the funds
associated with the proposed research.

Access to certain DOD or VA patient populations, resources, or databases may only be obtained
by collaboration with a DOD or VA investigator who has a substantial role in the research and
may not be available to a n@0OD or norVA investigator if the resouecis restricted to DOD

or VA personnel. Investigators should be aware of which resources are available to them if the
proposed research involves a FId®D or nonrVA investigator collaborating with the DOD

and/or VA. If access cannot be confirmed at tme tof application submission, the government
reserves the right to withdraw or revoke fundumgil the Pl has demonstrated support for and
access to the relevant population(s) and/or resource(s).
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A.

APPENDIX 3

REPORTING REQUIREMENTS AND ADMINISTRATIVE INFOR MATION

Reporting Requirements for Awards

The government requires periodic reports to be submitted to continue the research and funding
through the entire period of performance. Specific reports required by the government will be
described in each award and may include:

1 Technical/Scientific:

1

9 Fi

g

g

In addition to annual progress reports, the Terms and Conditions of the award will
indicate any additional reporting required.

Final progress report

Quad Chart: The Quad Chart template is amage Word document or PowerPoint file
that must be downloadetbin eBRAP ahttps://ebrap.org/eBRAP/public/
Program.htmand as an attachment to a standard-gasird progress report under
Special Reporting Requirements if required by the termsanditions of the award.

USAMRDC research progress reporting requirements and instructions can be found at
https://mrdc.amedd.army.mil/index.cfm?pageidei@cher_resources.
technical_reporting

scal (SF425 fAFederal Financial Reporto):
Annual reports

Final report

1 Regulatory:

g

g

Research Involving Human Subjects: For DOD awards that include funding to support
research with human s u® jequices Ibmissiamnef USAMRDC®
institutional continuing review reports and study event reports. Instructions are found at
https://mrdc.amedd.army.mil/index.cfm?pageide@ch_protections.hrpo

The USAMRDCOGs OHRO wi || no | onger require
continuing review materials for studies that no longer require continuing review under the
2018 Revised Common Rule (49 CFR Part 11).

Research Involving Aniads: For DOD awards that include funding to support animal
studies, staff from the USéwRDides ACURO wi
regarding submission requirements and deadlines.

Public Health Service (PHS) Inclusion Enroliment Report: This is tesegport the
sex/gender, race, and ethnicity of study participants that will be enrolled in the clinical
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research (both planned and actual). The PHS Inclusion Enroliment Report format is a
fillable PDF form that may be downloaded from eBRAP at
https://ebrap.org/eBRAP/public/Program.ramd completed for submission with the
application.

B. PostAward Organization and Principal Investigator Changes

Transfer of Award to New Organization: Unless restricted by the specific research
announcement, a change in organizational affiliation will be considered on-byeease basis

by the USAMRAA Grants Officer. lillifbe raqoiedto v e d
agree to relinquish the awar@he new organization will be required to resubmit the entire
application on behalf of the PI, including regulatory documentation. Extended times for transfer
may put the award funding at risk. A transfelt not, unless under extraordinary circumstances,

be allowed for any organization that includes a study site/clinical trial at its location.

Organization transfers are not allowed in the last year of the performance period.

Change in Principal Investigator: Unless otherwise restricted, changes in PI will be allowed at
the discretion of the USAMRAA Grants Officer, provided that the intent of the award
mechanism is met.

C. Disclosure of Proprietary or Confidential Information

Do not includeproprietary or confidential information in a papplication or abstract.
Proprietary information should only be included in a full application if necessary for evaluation.

Evaluators must agree that proprietary or confidential information iagpkcaton will be used
for evaluation purposes only and will not be further disclosed or used. All applications may be
subject to public release under the Freedom of Information Act (FOIA).

Applications for funded projects will be subject to public releasenhee=OIA to the extent
that they are incorporated in an award document; applications that are not selected for funding
will not be subject to public release.

D. Marking of Proprietary or Confidential Information

Conspicuously and legibly mark any proprigtar confidential information that is included in
the application.

E. Inquiry Review Process (IRP)

Although not required by law or acquisition regulation, CDMRP offers a courtesy to all
applicants in an effort to maintain high integrity in its review procedéan application is not
recommended for funding and a factual or procedural error is believed to have occurred during
the review of the application, the organization or Pl may submit an inquiry within 15 business
days after the notification email isr#t. Inquiries submitted after 15 business days will not be
considered.
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The inquiry must specifically address a factual or procedural error that is believed to have
occurred during review of the application, as defined below:

A Factual error: An errorin the review (peer or programmatic) that is restricted to, or based
on, fact. Differences of opinion between reviewers or between reviewer(s) and an applicant
are not factual errors.

A Procedural error: An error in the review (peer or programmatic) tisatestricted to review
process adherence. Review process did not follow the procedures as outlined in the research
announcement describing peer and programmatic review (e.g., documents requested in the
research announcement and submitted with the atigjpplication were left out of the peer
or programmatic review package).

Inquiries should be submitted through the CDMRP Help Debkklat@eBRAP.org An inquiry
review panel consisting of CDMRP staff will determinkether an error occurred in either peer
or programmatic review and, if so, recommend corrective action where appropriate. The
determination of an error in the review process is not a guarantee of funding. The final
determination of the IRP and the funglidecision are not subject to appeal. Questions related to
the IRP prior to or after submitting an inquiry should be directed to the CDMRP Help Desk at
help@eBRAP.org

F. Information Service

Applicants may use the tedbal reference facilities of the U.S. Department of Commerce
National Technical Information Servickt{ps://www.ntis.goyto obtain information about
existing research to avoid duplication of scientific and engineering effort.

G. Freedom of Information Act Requests

The FOIA (5 USC 552) provides a statutory basis for public access to official government

records. The definiton of Arecordso includes documentat:i
connection with the transaction of public business. Records must be made available to any

person requesting them unless the records fall under one of nine exceptions to the Act
(www.usdoj.gov/oip/index.htrl

When a FOIA request asks for information contained in a successful application that has been
incorporated into an award document, the submitter will be contacted and given an opportunity

to object to the release of all or part of the information that m@gporated. Avalid legal basis

must accompany each objection to release. Each objection will be evaluated by USAMRDC in
making its final determination concerning which information is or is not releasable. If

information requested is releasable, the sui t t er wi | | be given notice
release and will be provided a reasonable opportunity to assert available action.

H. Information Release

A partnerof an award will be required to agree to the release of information pertaining to the
research and devel opment supported by the feders
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limited to news releases, articles, manuscripts, brochures, advertisements, still and motion
pictures, speeches, trade association meetings, and symposia.

The following statements must be included in all information releases:

(1) All releases shall identify the award number and include a statement acknowledging the
federal sponsoring agency. The release shall also contain a statement that the opinions,
interpretationsconclusions, and recommendations are those of the author and are not
necessarily endorsed by the DOD. The requirement with specific language will be
included in the award notice. Below is an example:

AThis wor k was suppor tm8ecrétary of Defenseddr Haealthe o f
Affairs and the Defense Health Agency J9, Research and Development Directorate, or the
U.S. Army Medical Research Acquisition Activigy the U.S. Army Medical Research

and Development Command, in the amounirtget tdal costg, through theifisert

program namgunder Award No.HiT942523-1-XXXX). Opinions, interpretations,
conclusions and recommendations are those of the author and are not necessarily
endorsed by the Department of Defense. 0

(2)A 1 n ¢ ondu buwusinghagimalsetise enaestigator(s) adheres to the laws of the
United States and regulations of the Depar
assurances, approvals, documents and information specified on the ACURO website
(https://mrdc.health.mil/index.cfm/collaborate/research_protectionsjacuro

@Al n the conduct of research utilizing reco
Guidelinesfor esear ch i nvol ving r ebttpsthoviwmidn.goy DNA m

@Al n the conduct of r es e aortXinsihenirwestigatorng haz a
adhered to the CD®IIH Guide for Biosafety in Microbiologial and Biomedical
L ab or athitps:f/veve.cdo.gov/gafelabs/resourdesls.htm)

Failure to include the above statements and adhere to the above regulations, when required,
may resultin loss of funding.

l. Contracted Fundamental Research

Any awards to universities or industry and funded by Basic Research funds (6.1), or to

universities for orcampus research and funded by Applied Research funds (6.2), meet the DOD
definitioedoFumGamenaal Research. o The resul
unrestricted to the maximum extent possible. The research shall not be considered fundamental

in those rare and exceptional circumstances where the effort presents a high likelihood of

disdosing performance characteristics of military systems or manufacturing technologies that are
unigue and critical to defense, and where agreement on restrictions have been recorded in the
award.
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J.  Sharing of Application Information

The USAMRDC shares applitan information with other federal funding agencies (e.g., NIH,
National Science Foundation, VA) to inform funding priorities and decisions, and to increase
transparency. In addition, award data are made available to the public through the CDMRP
websiteand to other organizations such as the International Cancer Research Partnership. By
sharing and leveraging this information, duplication of effort can be avoided, allowing for the
support of more investigators with federal funds. The CDMRP believesutiatsharing allows

for a more expeditious translation of research results into knowledge, products, and procedures
to improve human health. Updates on CDMiRRded awards including awardee information

and published results are shared on the Defensanitatinformation Center (DTIC).

K. Sharing of Data and Research Resources

The CDMRP intends that information, data, and research resources generated under awards
funded by the research announcement be made available to the research community (which
includes both scientific and consumer advocacy communities) and to the public at large.

Data and research resources generated by funded research should be made available to the
research community (which includes both scientific and consumer advocacy cieshamd

to the public. The expectations for sharing of data and research resources apply to all types of
research funded by the research announcement. This includes all data and research resources
generated during the psanjomtedindtewvapler i od of perf

1 Unique Dataare defined as data that cannot be readily replicated. Examples of unique data
include large research data collections that are expensive to replicate; studies of unique
populations, such as patients to whaocess is not widely available; studies conducted at
unique times, such as during military conflict; studies of rare phenomena, such as rare
diseases. (Adapted fronttps://sharingqiih.gov/datamanagemer&ndsharingpolicy)

1 Final Research Dataare defined as recorded factual material commonly accepted in the
scientific community as necessary to document and support research findings. These are not
the summary statistics or tableather, final research data are the data on which summary
statistics and tables are based. Final research data do not include laboratory notes or
notebooks, partial datasets, preliminary analyses, drafts of scientific papers, plans for future
research, @er review reports, communications with colleagues, or physical objects, such as
gels or laboratory specimens. (Adapted fioitps://sharing.nih.gov/dat@managemerand

sharingpolicy.)

T Research Resourcesclude, but are not limited to, the full range of tools that scientists and
technicians use in the laboratory, such as cell lines, antibodies, reagents, animal models,
growth factors, combinatorial chemistry, DNA libraries, cloaed cloning tools, methods,
laboratory equipment and machines. (Adapted fintips://grants.nih.gov/grants/intell
property 64FR72090.pdf

Data and research resources generatedmh CDMRP-funded research should be made as
widely available as possiblehile safeguarding the privacy of participants and protecting
confidential and proprietary data and thirgarty intellectual property.
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By sharing and leveraging data and researaburess, duplication of effort can be avoided,
allowing for the support of more investigators with federal funds. The USAMRDC believes that
such sharing allows for a more expeditious translation of research results into knowledge,
products, and proceduresimprove human health. Depending on the research announcement,
the Pl may be required to participate in the following:

T Traumatic Brain Injury: If the project includes traumatic brain injury (TBI) research, the PI
may be required to make TBI data gexted via an award available to the research
community by depositing dielentified research data into the Federal Interagency TBI
Research (FITBIR) Informatics Systehttps://fitbir.nih.goy.

1 Clinical Trials: If theproject includes a clinical trial(s), the Pl may be required to register the
clinical trial(s) individually on the registry and database ClinicalTrials.gov
(https://www.clinicaltrials.goV!/

For additionalif or mat i on on CDMRPG&s e x psharingarefeartons and g
AnPolicy on Sharing Data & Research Resources,
Reference Material dtttps://ebrap.org/eBRAP/public/Program.htfor unique datsharing

guidelines and requirements, refer to the instructions in the specific research announcement.

L. Title to Inventions and Patents

In accordance with the Baybole Act (35 USC 200 et seq.) gthartnerand collaborators may
elect to retain title to their subject inventions, subject to meeting the reporting and patent filing
requirements and retained rights to the U.S. government. The U.S. government shall, at a
minimum, retain norexclusive rghts for the use of such inventions. Instructions iratkiard
concerning subject inventions must be followed.
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APPENDIX 4
QUALIFICATION AND RESTRICTIONS INFORMATION

A. Partner Qualification

To protect the public interest, the federal government ensures the integrity of federal programs by
conducting business with qualifigértnersonly. The USAMRDC utilizes the Exclusions within the
Performance Information functional area of SAM to identify individuals and organizations
unqualified to receive federal awardglore information about Exclusions reported in SAM is
available atttps://www.sam.gov/SAMThe USAMRDC also reviews and considers information
about the applicant in the Office of Management and Budget (@MBignated integrity and
performance system, currently the Federal Awardee Performaddatagrity Information System
(FAPIIS), prior to making an award, as described in the research announcement, Section E.3.

B. J-1 Visa Waiver

Each organization, including organizations located outside of the United States, is responsible for
ensuring thatite personnel associated with any application recommended for funding are able to
complete the work without intercession by the DOD forlasa Waiver on behalf of a foreign
national in the United States under-a Visa.

Note: The federal government Whot provide funds to support scientists from countries
meeting the criteria for designation as a State Sponsor of Terrorism
(https://www.state.gov/j/ct/list/c14151.hymAdditional informatioron J1 Visa Waivers can be
located at the following Department of State websiteel.state.gov/visa/temp

C. PostEmployment Restrictions

There are certain pesimployment restrictions on formideral officers and employees as
defined in 18 USC 207. Pestnployment restrictions may exist if a former federal officer or
employee participates in the proposed project; the situation should be addressed with the
USAMRDC Office of the Staff Judge Adeate at Fort Detrick
(https://installations.militaryonesource.mil/militaiystallation/fortdetrick/legal/legal
assistanceprior to expending time and effort in preparation of an application.
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