Department of Defense

DIRECTIVE

Aoril 17, 1995
NUMBER 3216. 1

DDR&E
SUBJECT : Use of Laboratory Animals in DoD Prograns

References: (a) DoD Directive 3216.1, “Use of Animals in DoD

Prograns , “ February 1, 1982 (hereby cancel ed)

() Title 9, Code of Federal Regulations, “Aninals
and Ani mal Products, “ Chapter 1, Subchapter A,
“Animal Welfare, “ Parts 1, 2, and 3

(c) Public Law 101-511, Departnment of Defense
Appropriations Act for Fiscal Year 1991, Section
8019, Title 10 United States Code, Section 2241

() Sections 2131 through 2156 of Title 7, United
States Code “The Laboratory Animal Welfare Act
of 1966, " as anended

(e through (f) , see enclosure 1.

A REI SSUANCE AND PURPOSE

1. Reissues reference (a) to update policy governing
activities using animals within the Departnent of Defense.

~ 2. Designates the Secretary of the Arny as the DoD Executive
Agent to devel op and issue Service regulations to inplenent this
Directive.

B. APPLI CABI LI TY

This Directive applies to the Ofice of the Secretary of
Def ense, the MIlitary Departments, the Uniforned Services
Uni versity of the Health Sciences, and the Defense Agencies
(hereafter referred to collectively as “DoD Conponents”) that
perform or sponsor activities using aninals.

C. DEFI NI TI ONS

Terns used in this Directive are defined in enclosure 2.

D. DoD POLI CY

1. Federal statutes, regulations, and publications that
provi de national standards and gui dance for the acquisition,
transportati on, housing, control, naintenance, handling,
protection, treatnent, care, use, and disposal of animals shall
be applicable to all activities using animals. A sumary of the
appl i cabl e docunents cited as references is in enclosure 3.

~— 2. Animals shall be legally obtained fromsuppliers |icensed
by the U S. Departnment of Agriculture (USDA) in accordance with



reference (b) unless specifically exenpted fromthe |icensing
requi rements stated in reference (Db)

3. DoD organizations or facilities maintaining aninmals for
use in research, testing or training shall apply for .
accreditation by the American Association for Accreditation of
Laboratory Aninmal Care (AAALAC) .

4. Alternative nmethods to aninmal species shall be
consi dered, whenever possible, if such alternatives produce
scientifically valid or equivalent results to attain the research
testing and training objectives.

_ 5. The purchase or use of dogs, cats, or nonhuman prinates
In research conducted for devel oping biological, chemcal or
nucl ear weapons is prohibited.

6. The purchase or use of dogs, cats, or nonhuman prinates
for inflicting wounds from any type of weapon(s) to conduct
training in surgical or other medical treatment procedures is
prohi bited. (reference (c)).

/. DoD organizations or facilities wishing to hold training
programs using animls, such as advanced trauma |ife support
(ATLS) trai ning progranms, shall have the training protocol
reviewed and approved by a duly constituted Instirtutional Aninal
Care and Use Committee (IACUC) In accordance wth references (d)
and (e) and paragraph D.8. of this Directive to ensure the hunane
use of animals. DoD organizations or facilities conducting ATLS
training that require housing of aninmals for short periods of
time shall ensure adequate care and shall have the animal housing
facilities inspected and approved by a veterinarian prior to
recei pt of the aninals.

8. all proposals or protocols for aninmal experinents or
denmonstrations in RDT&E, clinical investigation, instructional,
or training prograns conducted or sponsored by a DoD organization
or facility shall be reviewed and approved by a duly constituted
IAaCcUC conposed of a mininmum of five nmenbers. There shall be at
| east one non-scientific nmenber on each IACUC. |n addition,
there also shall be a nenber who represents the general comunity
Interest and is non-affiliated wth the facility sponsoring
Iacuc . The non-affiliated and the non-scientific menbership can
be filled by the sane person. To ensure community representation
at each neeting and inspection, an alternate to the non- .
affiliated menber shall be designated for IACUCs having a single
non-affiliated nmenbership. Since the DoD 1acuCs perform a
Covernnent function in an approval process and do not serve
merely as an advisory body, the non-affiliated and the non-
scientific nmenber(s) to DoD 1acUCs shall either be a Federal
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enpl oyee, wth denonstrated commtnent to the community or a
consul tant consistent with the requirements established by
reference (f)

9. A headquarters-level adm nistrative review shall be
conducted for proposals involving the use of non-human prinmates
conduct ed or sponsored by subordinate activities of the DoD
Conponent for conformance wth all applicable Federal regulations
and policies. A DoD conponent nay delegate this responsibility
to anot her DoD conponent for purposes of efficiency and
consol idation of functional offices.

10. The DoD Conponents shal| coordinate and cooperate in the
transfer of Governnent-owned nonhuman prinates between facilities
to maximze conservation and proper utilization.

~11.  Proposals intending to use chinpanzees nust be further
reviewed and approved by the Interagency Aninmal Mdel Commttee,
whi ch coordinates national priorities for research utilization of
this species.

12. The DoD conponents that sponsor aninal based research,
tﬁstlng, and training under a DoD grant or contract shall ensure
that:

a. all extranural research proposals using live aninmals
shall be admnistratively reviewed by a DoD veterinarian trained
or experienced in |aboratory animal science and nedicine before
grant or contract award.

'b. the nost recent USDA inspection reports are provided
or obtained for the facility under consideration for a research
contract or grant using aninals, and that durln% the termof the
award, the nost recent USDA inspection reports be reviewed on an
annual basi s.

c. a DoD veterinarian trained or experienced in
laboratory animal science and nedicine shall conduct an initial
site visit to evaluate animal care and use ﬁrograns at contracted
facilities conducting DoD-sponsored research using non-human
primates, marine mammals, dogs, cats, or ﬁro osal s deened to
warrant review. The initial site visit shall occur within 6
months of when the facility has taken delivery of the animals
under DoD contract or grant award. Any facility receiving a DoD-
funded grant or contract for aninmal based research shall notif%

t he DoD conponent sponsor and shall have a site inspection wthin
30 days of notification of |oss of AAALAC accreditation for

cause, or notification that the facility is under USDA

| nvestigation. Site inspections for cause shall evaluate and
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ensure the adequacy of animal care and use in DoD-sponsored
prograns, and provide recommendations to the sponsoring DoD
conponent about continued funding support of the research.

13.  In the case of differences between the standards of care
and use of animals as cited in enclosure 3, the nost stringent
standard shall apply.

14,  Activities covered by this Directive that are performnmed
or sponsored in foreign countries shall be conducted in
accordance wth applicable U S. statutory requirenments, and
regul ations and standards of the host country. If differences
exi st between U S. and host country regul ations or standards,
unl ess prohibited by the host country, the nore stringent
standard shall apply.

15.  While not specifically addressed in this Directive,
cerenonial, recreational, and working animals, such as mlitary
wor ki ng dogs, shall be treated in a hunmane nmanner.

16. Personnel wth complaints of violation of this directive
shal | report such violations to either of the follow ng menbers
of the organization or facility: Iacuc chairperson, attending
veterinarian, the facility Conmander, or |nspector General. The
IAcUC shall review and, if warranted, investigate all reports of
conplaints of aninmal use or nonconpliance with 7 uU.s.c. 2131-2 of
reference (d), applicable Directives, and regul ations.

E RESPONSIBILITIES

1. The Director, Defense Research and Engineering (under
the Under Secretary of Defense for Acquisition and Technology) or

designee shall:

_ a. |ssue policy and procedural guidance concerning
an“nal use consistent wth all applicable Federal regulations and
pol i ci es.

b. Desiggate a DoD representative to the |nteragency
Research Ani nal mmttee who is a veterinarian of appropriate
rank or grade and experience, and preferably also a diplomate of
the Anerican College of Laboratory Aninmal Medicine.

c. Establish the Joint Technical Wrking Goup (JTWG) to
act as the central advisory committee to the Armed Services
Bi onedi cal Research Eval uation and Managenent (ASBREM) Commttee
on all matters on the care and use of animals for research,
testing, clinical investigation, or training wthin the
Depart nent of Defense. The co-chairpersons of the ASBREM
Commttee shall designate the chairperson of JTWG.
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2. The Heads of the DoD Components shall:

~a. Establish appropriate mechanisms to nonitor
conpliance wth this Drective and applicable Federal statutes
and regul ati ons.

~b. Establish offices or facilities that shall serve as
review ng or approving authorities of aninal use proposals from
subordinate activities and extramural facilities proposing
research under contract or grant.

c. Provide nenbers to JTWG as required.

d. Designate the appropriate office(s? wthin the DoD
Conponent that shall perform the headquarters |evel

adm ni strative review of proposals requiring the use of non-hunan
primates and shall serve as the office where exenptions under
paragraph D.2. above may be approved.

e. Support, and as necessary, ensure the devel opnent of
animal care and use training prograns for researchers and nenbers
of the 1acuc, and certification prograns for all personnel
I nvolved in the care, use, and treatnent of aninmals.

3. The Secretary of the Army shall:

a. As Executive Agent, develop and issue, in
consultation wth the other DoD Conponents, joint Service
regul ations to inplenent this Drective.

b. Designate the Commander, U S. Arny Veterinary
Command/ Director, DoD Veterinary Services Activity, a Field
Cﬁerat|ng Agency of the Arny, fice of the Surgeon CGeneral who
shal |l serve as a consultant to the Assistant Secretary of Defense
for Health Affairs and the D rector, Defense Research and
Engi neering for technical and professional matters related to
this Drective.

F EFFECTI VE DATE

This Directive 1s effective immediately.

Encl osures - 3 EQ\//qf/2%~(élﬁgbhﬂ4é‘§*”ffe

1. References
2. Definitions John M Deutch

3. @i dance Docunents Deputy Secretary of Defense
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(e) National Institutes of Health (NIH) Publication
No. 86-23, “Cuide for the Care and Use of Laboratory
Animal s”, United States Departnent of Health and Human
Services, National Institutes of Health, Revised 1985.
(f) Title 5, United States Code, Section 3109.
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DEFI NI TI ON OF TERMS

1 Animal. - Any dog,cat,non-human primate, guinea pig,
hanster, rabbit or any other |live vertebrate animal, whichis

being used or is intended for use for research, training, _
testing, or experinentation purposes. For this Directive, It
includes birds, rats of the genus Rattus and mce of the genus
Mus bred for use in research, training, testing. or
experimentati on purposes. The term excl udes animals used for
cerenonial or recreational purposes, mlitary working animals,
and animals intended for use as |livestock and poultry as food or
fiber; or, livestock or poultry used or intended for use for
inproving animal nutrition, breeding, managenent, or production
efriciency, or for inmproving the quality of food or fiber.

2. Clinical Investigation. - All activities directed towards
clinical research conducted principally wthin nedical treatnent
facilities. The Cinical Investigations programis part of the
Def ense Heal th Program of the Assistant Secretary of Defense

(Health Affairs) and is supported by Major Force Program 8
(MFP-8) funds.

3. Instractional Program. - All educational and

training activities, except training of cerenonial and
recreational animals and training associated wth mlitary
wor ki ng animals or survival skills training.

4, Research, Development, Test, and Evaluation. All
activities which formthe RDT&E program of the Director, Defense
Research and Engi neering (DDR&E) and are supported by Major Force
Program 6 (MFP-6) funds.

B, Alterpatives. - Any systemor nethod that covers one or nore
of the follow ng: replacing or reducing the nunber of |aboratory
animals required for an investigation by conputer sinulation,

cell culture techniques, etc; or, refining an existing procedure
or technique to mnimze the |evel of stress endured by the

aninma 1.

. DoD nsored Programg. - All proposal s or de

signs for animal experinents or denonstration in RDT&E, clini cal
| nvestigation, or instructional prograns conducted or funded by
grant, award, |oan, contract, or cooperative research and

devel opnent agreenent (CRADA).
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ADDI TI ONAL FEDERAL STATUTES , REGULATI ONS,
AND GUI DELI NES ON THE USE or ANl MALS

~The follow ng docunents provide national standards and
gui dance for the protection, treatnent and use of animals:

a. Aninmal Welfare Act (Title 7, United States Code, Sections
2131-2158, as anended, and Title 9, Code of Federal Regulations,
Parts 1-4, inplementing rules and regulations) . Administered by
Regul atory Enforcenment and Ani nal re (REAC), Animal and Pl ant
Heal th I nspection Service (APHIS) of the Departnent of
Agriculture. Requires licensing of dealers, identification of
animal s, maintenance of records, subm ssion of reports,
establ i shment of an Institutional Aninmal Care and Use Comm ttee
(IAacucC), and conpliance with standards for the humane handl i ng,
care, treatnent, and transportation of animals by deal ers and
research facilities.

b. Endangered Species Act of1973 (Title 16, United States Code,
Sections 1531-1543, as anended, and Title 50, Code of Federal
Regul ations, Parts 10-14 and 217-227, inplenmenting rules and
re?Mzﬂ|ons) . Provides a program under the U S. Fish and
Wldlife Service, Departnment of Interior, for conserving

t hreatened and endangered species. Requires inport/export
permts, maintenance of records, and submi ssion of reports on the
care and handling of endangered, threatened, and conserved

speci es.

c. Mrine Mammal Protection Act (Title 16, United

States Code, Sections 1361-1384, as anended, and Title 50, Code
of Federal Regulations, Parts 10-14 and 216-227, inﬁlenenting
rules and regulations) . Provides a program under the Departnents
of Commerce (National Marine Fisheries Service) and Interior

(U S. Fish and Wldlife Service) for the protection of marine
mammal s and marine manmal products.  Requires acquisition
permts, maintenance of records, subm ssion of reports, and

| nspections on the care and handling of marine manmmal s.

d. Convention on International Trade in Endangered Species of
Wl d Fauna and Flora (C TES) (r1As 8249, as anended, and Title
50, Code of Federal Regulations, Part 23, inglenpnting rul es and
regulations) . CITESis a treaty invoIV|ng_1 6 signatory nations
admnistered in the United States by the Fish and Wldlife
Service of the Departnment of the Interior. CITES regul ates the
| nport and export of inperiled species covered by the treaty but
| nposes no restrictions or control on interstate shipments.

e. Lacey Act (Title 18, United States Code, Section 42, as
3-1
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amended, and Title 50, Code of Federal Regulations, Part 16 and
Subpart B, |nplenent|n?_rules and regulations) . A ﬁrogran1under
the US. Fish and Wldlife Service, Departnent of the Interior.
Prohibits the inportation of certain wld animals or their eggs
If the Secretary of the Interior determnes that they are
injurious to humans, the interest of agriculture, or other
specified national interests.

f. Quide for the Care and Use oflLaboratory Animals. Public
Health Service, National Institutes of Health, NH Publication
No. 86-23, Revised. Provides guidelines for institutional
policies, husbandry, requirenents, veterinary care, and physical
pl ant requirenments for prograns involving the care and use of

| abor at ory ani nal s.

g. Q@ide for the Care and Use of Agricultural Animals in |
Agricultural Research and Teaching.  Published by the Consortium
for Developing a GQuide for the Care and Use of Agricultural
Animal s in Agricultural Research and Teaching, 309 West O ark
Street, Chanpaign, IL 61820, March 1988. Provides guidelines
for the care and use of the major agricultural aninmal species in
the United States in research and teaching.
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