A. This award is made under the authority of 31 U S.C. 6304 and 10 U.S.C.
2358. The recipient's statenent of work on page __ and the budget on page(s)

of the proposal dated are incorporated herein by reference.
GOVERNVENT | NTERACTI ON (NOV 2000) (USAMRAA). The active participants in this
award are the U S. Arny Medical Research and Materiel Command (USAMRMC) and
its laboratories identified herein through the U S. Arny Medical Research
Acqui sition Activity (USAVMRAA). The foll owi ng USAMRMC Laboratory will be the
focus of cooperative research conducted under this agreenent:

B. ACCEPTANCE OF AWARD: The recipient is not required to countersign this
assistance award. In case of disagreenent, the recipient shall notify the
Grants Oficer and not assess the grant any costs until such disagreenent(s)
is resol ved

C. TERVS AND CONDI TI ONS: The recipient agrees to the General Terms and
Conditions of the Federal Denonstration Partnership, Phase 1V, dated Cctober
1, 2002 and Departnent of Arny - Agency Specific Requirenments. Mbodifications
to the General Terns and Conditions dated 1 Cctober 2002 are nodified as

i ndicated below. If an article is not listed, there are no changes to that
article.

1. ARTI CLE 6. PATENTS AND | NVENTI ONS

a. The recipient shall use the Interagency Edi son through the
Nati onal Institutes of Health Conmmons (http://ww. i edi son.gov) for filing of
Patent Application and Invention Disclosure. Negative reports are required
and shall be submitted on a DD Form 882 to the Grants O ficer. DD Form 882
can be located at http://ww. usanraa.arny. m | /pages/ Requl atory/ MasterList.htm

b. Invention reports are due annually and at the end of the period of
the award. Annual reports are due 30 days after the anniversary date of the
award and final reports are due 30 days after the expiration of the award.

The award will NOT be closed out until all invention reporting requirenents
are met.
2. ARTI CLE 8. REPORTI NG REQUI REMENTS

RESEARCH TECHNI CAL REPORTI NG
Format Requirenents for Annual /Final Reports

a. Annual reports must provide a conplete summary of the research
acconpl i shments to date with respect to the approved Statenment of Work.
Journal articles can be substituted for detail ed descriptions of specific
aspects of the research, but the original articles nust be attached to the
report as an appendi x and appropriately referenced in the text. The
i nportance of the report to decisions relating to continued support of the
research can not be over-enphasized. A report shall be submitted within 30
cal endar days of the anniversary date of the award (a final report will be
submi tted upon conpletion of the research (last year of the award)).

b. A final report sunmmarizing the entire research effort, citing data
in the annual reports and appended publications shall be subnitted at the end
of the award performance period. The final report will provide a conplete

reporting of the research findings. Journal publications can be substituted
for detailed descriptions of specific aspects of the research, but an origina
copy of each publication nust be attached as an appendi x and appropriately
referenced in the text. Al final reports nust include a bibliography of al
publications and nmeeting abstracts and a |list of personnel (not salaries)
receiving pay fromthe research effort.

C. Al though there is no page limtation for the reports, each report
shal |l be of sufficient length to provide a thorough description of the
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acconpl i shments with respect to the approved Statenent of Work. Submi ssion of
an original and two copies of the report are required. Reports shall be
forwarded to:

Comander

U.S. Arny Medical Research and Materiel Conmmand
ATTN. MCVMR-RM - S

504 Scott Street

Fort Detrick, Maryland 21702-5012

d. Al reports shall have the following elements in this order
front cover, Standard Form (SF 298), table of contents, introduction, body,
key research acconplishnents, reportable outcones, conclusions, references,
and appendi ces. Pages shall be consecutively nunbered throughout the report.
DO NOT RENUMBER PAGES | N THE APPENDI CES BUT DO | NCLUDE THE APPENDI CES | N THE
PAGE COUNT I N BLOCK 15 ON THE SF 298. Mark all pages of the report which
contain proprietary or unpublished data that should be protected. DO NOT USE
THE WORD " CONFI DENTI AL" WHEN MARKI NG DOCUMENTS. Indicate in your letter
acconpanying the report that the report contains proprietary or unpublished
data, and that the distribution statement should indicate the limtations of
t he report.

FRONT COVER:  Sample front cover provided at
https://nrnc.detrick.arny.ml/rrptechrep.asp. The Accession Docunent (AD)
Nurmber shoul d remai n bl ank

STANDARD FORM 298: Sanpl e SF 298 provided at
https://nrnc.detrick.arny. ml/rrptechrep.asp. The abstract in Block 13 nust
state the purpose, scope, major findings and be an up-to-date report of the
progress in terns of results and significance. Subject terms are keywords
that may have previously assigned to the proposal abstract or are keywords
that may be significant to the research. The nunber of pages shall 1nclude
all pages that have printed data (including the front cover, SF 298, table of
contents, and all appendices). Please count pages carefully to ensure
legibility and that there are no m ssing pages as this del ays processing of
reports. Page nunmbers should be typed: please do not hand number pages.

TABLE OF CONTENTS: Sanple table of contents provided at
https://nrnc.detrick.arny. ml/rrptechrep.asp.

I NTRODUCTI ON:  Narrative that briefly (one paragraph) describes the
subj ect, purpose and scope of the research

BODY: This section of the report shall describe the research
acconpl i shments associated with each task outlined in the approved Statenent
of Work. Data presentation shall be conprehensive in providing a conplete
record of the research findings for the period of the report. Appended
publications and/or presentations may be substituted for detailed descriptions
but must be referenced in the body of the report. |[|f applicable, for each
task outlined in the Statement of Wirk, reference appended publications and/or
presentations for details of result findings and tables and/or figures. The
report shall include negative as well as positive findings. Include problens
i n acconplishing any of the tasks. Statistical tests of significance shall be
applied to all data whenever possible. Figures and graphs referenced in the
text may be enbedded in the text or appended. Figures and graphs can al so be
referenced in the text and appended to a publication. Recommended changes or
future work to better address the research topic nmay al so be included,
al t hough changes to the original Statenent of Wrk nust be approved by the
Grants Oficer. This approval must be obtained prior to initiating any change
to the original Statement of Wrk

KEY RESEARCH ACCOWPLI SHVENTS: Bulleted list of key research
acconpl i shments emanating fromthis research
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REPORTABLE QUTCOMES: Provide a list of reportable outcomes that have
resulted fromthis research to include:

manuscri pts, abstracts, presentations; patents
and |icenses applied for and/or issued; degrees
obt ai ned that are supported by this award;

devel opnent of cell lines, tissue or serum
repositories; infomatics such as databases and
ani mal nodels, etc.; funding applied for based
on work supported by this award; enpl oynment

or research opportunities applied for and/or
recei ved based on experience/training supported
by this award.

CONCLUSIONS:  Summari ze the results to include the Inportance and/or
i mplications of the conpleted research and when necessary, recommend changes
on future work to better address the problem A "so what section" which
eval uates the know edge as a scientific or nedical product shall also be
i ncluded in the conclusion of the report.

REFERENCES: List all references pertinent to the report using a
standard journal format (i.e. format used in Science, MIlitary Medicine,
etc.).

APPENDI CES: Attach all appendi ces that contain information that
suppl enents, clarifies or supports the text. Exanples include original copies
of journal articles, reprints of nmanuscripts and abstracts, a curricul um
vitae, patent applications, study questionnaires, and surveys, etc.

Bl NDI NG Because all reports are entered into the Departnent of
Def ense Techni cal Reports database collection and are mcrofiched, it is
recomended that all reports be bound by stapling the pages together in the
upper left hand corner. Al original reports shall be |egible and contain
original photos/illustrations. Figures shall include figure | egends and be
clearly marked with figure nunbers.

TRAI NI NG REPORTI NG REQUI REMENTS
Annual Summary

An original and two copies of a 2-5 page annual sunmary, presenting a
description of the training and research acconplishnents to date, shall be
submitted within 30 cal endar days after the anniversary date of the award to:

Commander

U S. Arny Medical Research and Materiel Command
ATTN. MCVR-RM - S

504 Scott Street

Fort Detrick, Maryland 21702-5012

The content of the report should address the training and research
acconpl i shnents associated with the tasks outlined in the approved Statenent
of Work. Any technical or unexpected difficulties encountered and/ or any
deviations fromthe original Statenment of Wrk should be addressed. Journa
articles can be substituted for detailed descriptions of specific aspects of
the research/training, but the original articles nmust be attached to the
report as an appendi x and appropriately referenced in the text.

The report shall contain a cover, Standard Form (SF 298) and table of
contents (refer to sanples provided at
https://nrnc.detrick.arny.ml/rrptechrep. asp).
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The content must incl ude:
1) a bulleted list of key acconplishnents;

2) alist of reportable outcones that have resulted fromthis award to
i ncl ude:

manuscri pts, abstracts, presentations; patents
and |icenses applied for and/or issued; degrees
obt ai ned that are supported by this award;

devel opnent of cell lines, tissue or serum
repositories; infomatics such as databases and
ani mal nodels, etc.; funding applied for based
on work supported by this award; enpl oynent

or research opportunities applied for and/or
recei ved based on experience/training supported
by this award.

Manuscri pts/ Reprints, Abstracts

A copy of manuscripts or subsequent reprints resulting fromthe research shal
be subnmitted to the USAMRMC. An extended abstract suitable for publication in
the Proceedi ngs of the Breast Cancer Research Programis required in relation
to a DOD BCRP neeting planned during the termof this award. The extended
abstract shall (1) identify the acconplishnments since award and (2) follow
instructions to be prepared by the USAMRMC and pronul gated at a | ater date.
The extended abstract style will be dependent on the discipline.

SELECT ONE OF THE FOLLOW NG " PAYMENTS" CLAUSES

3. ARTI CLE 10. PAYMENTS ADVANCE PAYMENTS AND | NCREMENTAL FUNDI NG

a. Paynments. Advance paynents will be nmade to the recipient.

b. El ectronic Funds Transfer. All advance paynents to the recipient
wi |l be nade by el ectronic funds transfer (EFT). The recipient shall contact

t he Def ense Finance and Accounting System (DFAS) naned on the face page of
this award to nake arrangenments for EFT. Failure to do so may result in
nonpaynent .

C. It is estimated that the total cost to the Governnent for the ful
performance of this award shall be $ . There have been funds
allotted for paynent of allowable costs incurred in the perfornmance of this
award in the amount of $ . It is estimted that such funded

amount shall be sufficient to cover allowabl e expenses until additional funds
are provided for this award. Subject to the availability of funds, it is
estimated that additional funds will be provided by nodification in accordance
with the follow ng increnental schedul e:

$ On or about 200_
$ On or about 200_
$ On or about 200_
d. Paynments under this award will be nade to the recipient in

Accordance with the schedule outlined below. |If the recipient fails to
perform the Gants Oficer shall notify DFAS in witing to w thhold paynents.

e. Advance Paynent Schedul e:

Year One $
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Anpunt On _or About

Upon execution of this award
(Ent er DAY/ MONTH YEAR)
(Ent er DAY/ MONTH YEAR)
(Ent er DAY/ MONTH YEAR)

B hH B H

Year Two

&+

Anmount On _or About

(Enter DAY/ MONTH YEAR)
(Enter DAY/ MONTH YEAR)
(Enter DAY/ MONTH YEAR)
(Enter DAY/ MONTH YEAR)

P B H&hH

Year Three $
Anpunt On _or About

$ (Enter DAY/ MONTH YEAR)
$ (Enter DAY/ MONTH YEAR)
$ (Enter DAY/ MONTH YEAR)
$ (Enter DAY/ MONTH YEAR)

Year Four $
Anmpunt On _or About

(Enter DAY/ MONTH YEAR)
(Enter DAY/ MONTH YEAR)
(Enter DAY/ MONTH YEAR)
(Enter DAY/ MONTH YEAR)

P B H &

f. Interest Bearing Account. The recipient shall deposit all advance
paynments in an interest bearing account. Interest over the anmount of $250 per
year shall be renmitted annually to the Departnent of Health and Hunan
Servi ces, Payment Managenent System P.O Box 6021, Rockville, MD 20852. A
copy of the transmttal letter stating the amount of interest remtted shall
be sent to the U . S. Army Medical Research Acquisition Activity, ATTN. MOVR-
AAA- | 820 Chandler Street, Fort Detrick, MD 21702-5014.

ADVANCE PAYMENTS AND FULL FUNDI NG

a. Payments. Advance paynents will be made to the recipient.

b. El ectroni ¢ Funds Transfer. Al advanced paynents to the recipient
shal |l be nade by electronic funds transfer (EFT). The recipient shall contact
t he Def ense Finance and Accounting System (DFAS) naned on the face page of
this award to nake arrangenments for EFT. Failure to do so may result in
nonpayment .

c. If the recipient fails to perform the Gants Oficer shall notify
DFAS in witing to withhold paynents.

d. Advance Paynent Schedul e
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Year One $

Armount On _or About

$ Upon execution of this award
$ (Ent er DAY/ MONTH YEAR)
$ (Ent er DAY/ MONTH YEAR)
$ (Ent er DAY/ MONTH YEAR)

Year Two $

Anpunt On _or About

$ (Ent er DAY/ MONTH YEAR)
$ (Ent er DAY/ MONTH YEAR)
$ (Ent er DAY/ MONTH YEAR)
$ (Ent er DAY/ MONTH YEAR)

Year Three $

Anpunt On _or About

$ (Ent er DAY/ MONTH YEAR)
$ (Ent er DAY/ MONTH YEAR)
$ (Ent er DAY/ MONTH YEAR)
$ (Ent er DAY/ MONTH YEAR)

Year Four $

Anpunt On _or About

$ (Ent er DAY/ MONTH YEAR)
$ (Ent er DAY/ MONTH YEAR)
$ (Ent er DAY/ MONTH YEAR)
$ (Ent er DAY/ MONTH YEAR)

e. Interest Bearing Account. The recipient shall deposit all advance
paynents in an interest bearing account. |Interest over the ampunt of $250 per
year shall be renmtted annually to the Departnent of Health and Hunan
Services, Paynent Managenent System P.QO Box 6021, Rockville, M 20852. A
copy of the transmittal letter stating the amount of interest remtted shall
be sent to the U S. Arny Medical Research Acquisition Activity, ATTN. MOVR-
AAA- | 820 Chandler Street, Fort Detrick, MD 21702-5014.

COST REI MBURSEMENT PAYMENTS AND | NCREMENTAL FUNDI NG

a. Paynments. Paynents under this award shall be made to the
reci pient on a cost reinbursement basis. The recipient shall subnmt one
original Standard Form 270, Request for Advance or Rei nbursement (form
available at http://ww. usanraa.arny. nl/pages/Requl atory/ MasterlList. htn,
nonthly, but not |less frequently than quarterly, to:

U S. Arny Medical Research Acquisition Activity
ATTN:  MCVR- AAA-

820 Chandl er Street

Fort Detrick MD 21702-5014
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No paynent will be nmade if the recipient fails to subnmit the required form
Failure to invoice at least quarterly may result in delay of payment and nay
be cause for term nation of the grant.

b. El ectronic Funds Transfer. Al payments to the recipient
wi Il be nade by el ectronic funds transfer (EFT). The recipient shall contact
t he Def ense Finance and Accounting System (DFAS) naned on the face page of
this award to nake arrangenments for EFT. Failure to do so may result in
nonpaymnent .

C. It is estimated that the total cost to the Governnent for
the full performance of this award shall be $ . There have been
funds allotted for paynent of allowable costs incurred in the performance of
this award in the ampunt of $ . It is estimted that such funded

amount shall be sufficient to cover allowabl e expenses until additional funds
are provided for this award. Subject to the availability of funds, it is
estimated that additional funds will be provided by nodification in accordance
with the follow ng increnmental schedul e:

$ On or about 200_
$ On or about 200_
$ On or about 200_

COST REI MBURSEMENT PAYMENTS AND FULL FUNDI NG

a. Payments. Paynments under this award shall be made to the
reci pient on a cost reinbursenent basis. The recipient shall submt one
original Standard Form 270, Request for Advance or Rei nbursenment (form
avail able at http://ww. usanraa.army. ml/pages/ Requl atory/ MasterlList.htm
mont hly, but not |less frequently than quarterly, to:

U S. Arny Medical Research Acquisition Activity
ATTN.  MOVR- AAA-

820 Chandl er Street

Fort Detrick MD 21702-5014

No payment will be nmade if the recipient fails to subnmit the required form
Failure to invoice at least quarterly may result in delay of payment and may
be cause for term nation of the grant.

b. El ectroni ¢ Funds Transfer. All paynments to the recipient
wi |l be nade by el ectronic funds transfer (EFT). The recipient shall contact
t he Def ense Finance and Accounting System (DFAS) naned on the face page of
this award to nake arrangenments for EFT. Failure to do so may result in
nonpaynent .

4, ARTI CLE 12. USE OF HUMAN SUBJECTS

a. The recipient or its subrecipients, are authorized to
conduct research under this award involving hunmans as research subjects for
the foll owi ng protocols:

Protocols not identified are not approved.

b. Recipients and subrecipients are required to submt documentation of
| RB review of protocols and consent forns fromeach of the funded
institutions. Research at funded institutions nmay not begin until the U S
Arnmy Surgeon Ceneral’s Human Subjects Research Review Board (HSRRB) approves
t he protocol and consent formfor that site. Review by the HSRRB is separate
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from and in addition to, review by any other IRB. Recipients will be
notified in witing of HSRRB approval or disapproval.

C. Reci pi ents and subreci pients who enroll additional unfunded
institutions are responsible to ensure that the institute conducts research in
accordance with 45 CFR 46 and other applicable federal and state regul ati ons.
Prior to inclusion of any unfunded institution’s participation under this
award, the recipient is responsible to notify the Grants Oficer

d. Vol unteer Regi stry Data Sheet (USAVRDC Form 60-R). |n accordance
with the "Use of Human Subj ects" provision above, the Volunteer Registry Data
Sheet, USAMRDC Form 60-R (form avail abl e at
http://ww. usanraa. arny. n | /pages/Requl atory/ MasterlList.htnis to be conpl eted
at the tine the subject consents to participate and is entered into the study.
The formshall be submitted to the Conmmander, U.S. Arny Medical Research and
Mat eri el Command, ATTN. MCMR-RCQ HR, 504 Scott Street, Fort Detrick, M
21702-5012 upon conpl etion of the research project or upon
expiration/term nation of the award, whi chever occurs first.

e. Unl ess the research has been rul ed exenpt fromthe requirenents of
t he Federal Conmon Rule (32 CFR 219) by the HSRRB, the local IRBis required
to conduct continuing review of the recipient's research at |east annually, or
nmore often if the local IRB deens it necessary, in accordance with the Federa
Common Rule. Pursuant to Ofice for Human Research Protections gui dance,
reci pients nust subnit the following to the local IRB for continuing review a
protocol summary and status report on the progress of the research, including
(1) the nunber of subjects accrued; (2) a description of any adverse events or
unanti ci pated problens involving risks to subjects or other and of any
wi t hdrawal of subjects fromthe research or conplaints about the research; (3)
a sunmary of any recent literature, findings obtained thus far, amendnents or
nodi fications to the research since the last review, reports on multi-center
trails and any other relevant infornmation, especially information about risks
associated with the research; and (4) a copy of the current informed consent
docunent. Recipients are required to submt all continuing review reports,
and the final report approved by the local IRB, to the HSRRB within seven
wor ki ng days of each review. Subm ssions to the HSRRB shoul d be sent to:
Conmander, U.S. Army Medical Research and Materiel Command, ATTN. MCMR- RCQ HR
504 Scott Street, Fort Detrick, MD 21702-5012. Subm ssions may al so be faxed
to: 301-619-7803 (ATTN. MCVR- RCQ HR) .

f. The reci pient nust subnit any proposed nodifications or amendnents
to the protocol or consent formto both the local IRB and the HSRRB for review
and approval. A change of the Principal Investigator is considered to be a
nodi fication of the protocol. Research pursuant to such nodifications or
anendnents may not be initiated without | RB and HSRRB approval except when
necessary to elimnate apparent i mmedi ate hazards to the subject(s).

Singl e Project Assurance. The recipient's Single Project

Assurance, dated , is incorporated by reference and i s assigned
nunber .
5. ARTI CLE 13. USE OF LABORATORY ANl MALS

a. The recipient or its subrecipients, are authorized to conduct

research under this award involving aninals as research subjects for the
foll owi ng protocols:

Protocols not identified are not approved.
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b. ANl MAL WVELFARE

(1) For those facilities that are required to do so by
federal law, the recipient shall register its research facility with the
Secretary of Agriculture in accordance with 7 U . S. C. 2136 and 9 CFR
Subchapter A, Part 2, Subpart C, and Section 2.30.

(2) The recipient shall acquire regulated aninmals only from
deal ers licensed by the Secretary of Agriculture under 7 U.S. C. 2133 and 9
CFR, Subchapter A, Part 2, Subpart A, Sections 2.1 through 2.11, or from
sources that are exenmpt fromlicensing under those sections.

(3) The reci pient agrees that the care and use of aninmals wll
conformwi th the pertinent laws of the United States and regul ati ons of the
Department of Agriculture (see 7 U S.C. 2131 et.seq. and 9 CFR Subchapter A,
Parts 1 through 4), and that the research will adhere to the principles set
forth in the Guide for Care and Use of Laboratory Aninals, National Research
Counci |, 1996.

(4) The Grants O ficer may i mmedi ately suspend, in whole or
in part, work and further paynents under this award for failure to conply with
t he requirenents of paragraphs (1) through (3) of this clause.

(a) The suspension will stay in effect until the recipient
conplies with the requirenents.

(b) Failure to conplete corrective action within the tine
specified by the Gants Oficer nmay result in termnation of this award and
renoval of the recipient's name fromthe list of facilities approved for
f undi ng.

(5) The recipient nmay request registration of its facility
and a current listing of licensed dealers fromthe Regional Ofice of the
Ani mal and Plant Health Inspection Service (APH S), United States Depart nment
of Agriculture (USDA), for the region in which its research facility is
| ocated. The location of the appropriate APHI S regional office, as well as
i nfornmati on concerning this programnay be obtained by contacting the Senior
Staff Officer, Animal Care Staff, USDA/ APH S, Aninmal Care, 4700 Ri ver Road,
Unit 84, Riverdale, MD 20737-1234 (Phone nunber 301-734-4981 or enai
ace@isda. gov) .

(6) The recipient shall include this clause, including this
paragraph (6), in all subcontracts/subawards involving research of live
vertebrate ani mal s.

C. POST- AWARD OVERSI GHT OF THE USE OF LABCRATORY ANI MALS

Post - awar d oversi ght of the use of |aboratory aninals shall be the
responsibility of the recipient's Aninmal Care and Use Committee (ACUC). The
Princi pal Investigator will notify the Grants Oficer in witing of any
significant changes to the proposed use of animals which was the basis for
award. These changes nust be approved by the recipient's ACUC and t he
USAMRMC. I n addition, the ACUC shall inmediately notify the Grants O ficer of
any violations of law, or regulation involving aninmal care, or of changes in
the facility's accreditation status by the Association for the Assessnent and
Accreditation of Laboratory Animal Care, International (AAALAC

d. Ani mal Use Reporting
(1) The recipient shall annually prepare and electronically
submit the U S. Arnmy Medical Research and Materiel Conmand Aninmal Use Report

detailing the use of animals in the research and devel opment sponsored by the
Arnmy. The web site containing information for el ectronic subm ssion of this
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report may be found at
http://ww. usanraa. arny. n |/ pages/ Reqgul at ory/ Mast erLi st. htm

(2) Aletter with additional instructions concerning use of the
electronic web site will be nailed at the end of the fiscal year. The
reporting period shall be each Federal Fiscal Year, i.e., 01 October through
30 Septenber, and the report shall be electronically received by the U S
Arnmy Medical Research and Materiel Conmand no |later than 1 Decenber of that
year.

(3) For agreements with expiration dates prior to 30 Septenber
instructions for subm ssion of the final aninal use report may be found at
http://ww. usanraa. arny. nm |/ pages/ Requl atory/ MasterList.htm

(4) The recipient shall also furnish a copy of the nost recent
USDA | nspection Report. This report can be submtted via fax or mail to:

Commuander

U S. Arny Medical Research & Materiel Comrand
ATTN:  MCMR- RCQ AR

504 Scott Street

Fort Detrick MD 21702-5012

FAX: (301) 619-4165

(5) The recipient is responsible for ensuring that a separate

U.S. Arny Medical Research and Materiel Command Ani nal Use Report and USDA
I nspection Report be subnitted for any subcontract/subaward facility.
5. ARTI CLE 13. USE OF LABORATORY ANl MALS

a. The recipient or its subrecipients, are authorized to conduct
research under this award involving aninals as research subjects for the
foll owi ng protocol s:
Protocols not identified are not approved.

b. USE OF LABCRATCRY AN MALS ( OCONUS)

Al'l laws, custons, and practices of the country in which the research is to be
conducted shall be conplied with insofar as use of laboratory animals is

concerned. In those instances where the local |laws and regulations are in
conflict with the laws and regul ations of the United States and the Depart nment
of Agriculture, the nore humane and stringent will be followed. The follow ng

U S. standards and regul ations for the protection, treatnment, and use of

ani mal s shoul d be adhered to where practicable: 7 U S. Code 2131 et. seq. and
9 Code of Federal Regul ations, Subchapter A Parts 1 — 4, and that research
wi Il adhere to the principles set forth in the Guide for Care and Use of
Laboratory Aninmals, National Research Council, 1996.

C. PCST- AWARD OVERSI GHT OF THE USE OF LABORATORY AN MALS

Post - award oversight of the use of |aboratory animals shall be the
responsibility of the recipient's Animal Care and Use Committee (ACUC). The
Principal Investigator will notify the Grants Officer in witing of any
significant changes to the proposed use of animals which was the basis for
award. These changes nust be approved by the recipient's ACUC and the
USAMRMC. I n addition, the ACUC shall inmediately notify the Grants O ficer of
any violations of |law or regulations involving animal care, or of changes in
the facility's accreditation status by the Association for the Assessnent and
Accreditation of Laboratory Aninmal care, International (AAALAC).
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d. ANl MAL USE REPORTI NG

(1) The recipient shall annually prepare and el ectronically
submit the U S. Arnmy Medical Research and Materiel Conmand Ani nmal Use Report
detailing the use of animals in the research and devel opnent sponsored by the
Armmy. The web site containing information for the el ectronic subnission of
this report may be found at
http://ww. usanraa. arny. n | /pages/ Requl atory/ MasterlList. htm

(2) A letter with additional instructions concerning use of the
electronic web site will be mailed at the end of the fiscal year. The
reporting period shall be each Federal Fiscal Year, i.e., 01 Cctober through
30 Septenber, and the report shall be electronically received by the U S
Armmy Medi cal Research and Materiel Conmand no |later than 1 Decenber of that
year.

(3) For agreements with expiration dates prior to 30 Septenber,
i nstructions for subm ssion of the final aninal use report may be found at
http://ww. usanraa.arny. ml/pages/ Regul at ory/ MasterList. htm

(4) The recipient is responsible for ensuring that a separate
U.S. Arny Medical Research and Materiel Conmand Animal Use Report be subnmitted
for any subcontract facility.

6. ARTI CLE 14. USE OF HUMAN ANATOM CAL SUBSTANCES USE OF HUMAN ANATOM CAL
SUBSTANCES
a. The recipient, or its subrecipients, are authorized to conduct

research under this award involving human anatom cal substances for the
foll owi ng protocol s:

Protocols not identified are not approved.

b. Any anat om cal substance (organs, tissues, or tissue fluids)
linked by identifiers to a particular person and used for research under this
award shall be donated for the purpose of research or investigation. The
donor shall be the person fromwhomthe substance is renoved or, in the event
of death or legal disability of the person fromwhomthe substance is renoved,
the next of kin or |egal representative of such person. Donation shall be
made by written consent and shall relinquish all ownership and/or rights to
the substance. Al hunman anatom cal substances used in research under this

award shall be lawfully acquired. It should be noted that a general autopsy
consent formor a consent to performsurgery, in and of thenselves, may not be
adequate. |f excised or autopsy tissue is to be used, the protocol shal

i nclude a copy of the consent formused to obtain the tissue.
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