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NOTICE TO ALL RESPONDERS
REGARDING PROPOSALS THAT INCLUDE
HUMAN SUBJECTS USE or ANIMAL TESTING
IN RESEARCH.

AS A COMPONENT OF THE DEPARTMENT OF DEFENSE THE
CTTSO IS RESPONSIBLE, BY LAW, TO ENSURE THE
PROTECTION OF HUMAN SUBJECTS AND THE HUMANE
TREATMENT OF ANIMALS USED IN RESEARCH PROJECTS.

OFFERORS PROPOSING SOLUTIONS THA
OF ANIMALS OR HUMAN SUBJECTS WILL
CONDITION OF AWARD, TO DEMONSTRAT
THE FEDERAL PROTECTION STANDARDS
DoD.






https://www.bids.tswg.gov/TSWG/bids.nsf/11B76E2DAF1DE311852572B1005F0862/$FILE/DoDD_3216_2.pdf
https://www.bids.tswg.gov/TSWG/bids.nsf/877CDDFB541AECE0852572B1005F1B11/$file/DoDD_3216_1.pdf
https://www.bids.tswg.gov/TSWG/bids.nsf/D179FB382B180B5A852572B1005FA7EB/$file/Title9_CFR_Chpt1_SubChptA_1-4.pdf
https://www.bids.tswg.gov/TSWG/bids.nsf/5DD5E2BA50F02C18852572B1005F5B8B/$file/Title_32_CFR_Part_219.pdf

BAA Section 2

2.9 ANIMAL OR HUMAN TESTING GOMPLIANGE. oo oo e e e e e
291 Animal Testing....
2.9 2. Human Subjects Tesrmg

2w

The confracior shall comply with all laws and regulabions governing the use of animals or human subjscts
in research projecis.

2.3.1. Animal Testing.

In the event Of an award’ myrﬂafhnﬁz r::;!ltargefmm this BAA that potentialy involves the testing of animals shall melude

submitter Comp liance with Any contracter performing research on warm biocded verlebrate animals shall
comply with the Lagorationy Anima’ Welfare Act of 1866, as amended, 7 U.5.C. §5

. 2131 - 21548, and the regulations promu’gated thereunder by the Secretary of
all federal Tegulatlons a/nd Agriculture in & C.F.R. Parts 1 through 4, pertaning to the care, handling, and

treatrment of veriebrate anmals held or usad for research, teaching, or other

o o S o activities supported by Federal contract awards. In addtion, the contractior sha
dlreCtlveS LS requlred- comply with the provisions of Department of Defense Directive 3218.1, as
. implemented by SECHMAVINST 3800388, and DFARS 252.235-7002, “Anima
Read the BAA Sectlon on VWelfare." which is incorporated info this contract.
. 2.5.2. Human Subjects Testing.
A nlmal or Human Any contract resultng from this BAA that potentialy involves the use of Human Subjects in the
research or study sha'l inchude with the following languape:

Testlng Comp llance The contracter shall cormply with all regu'ations promuigated by the Office of the Secretary of

Cefense in 32 C.F.R. Part 218, pertaining to the protection of human subjects. In addition,

the contracter shall comply with the provisions of Depariment of Defense Directve 32122,

Carefully, cons U/lt With a/ll hurnan subjecis are 1o be used a1 any time during the project. the contractor shall hawve a

Federal assurance that is aczcepiable o the CTTS0 before mvohling human subjects.

" > Additionally. the protocol shall be approved by a Federally-assured Institutional Revew
tea’m member89 l’nCIUdlng Beoard {IRE) office named in the mstiuton's assurance. The contractor shall prepare these
l l l . documents and shall ensure that they are on fle with CTTS0 pricr to the stan of research

imeohving human subjects. Cofiaborators with the contractor, to include [RBs, shall a'so
ega tO ensure comp Ltance comply with regulations to protect human sulbjscts for both classified and unclassified

research. The contracior shall report all changes in the protocs or consent form to the

1S a/Chlevable. CTTES0 Contracting Cfficer's Representative (C0R) as they occur. Release of initial and
follow-up funding will b= contingent upon mdial and continuing reviews, and to other [RB and

compenent requirements.

Rec-]uired contract statements in the event an award arises ‘rom a submission toa BAA.



BAA - Section Three
Full Proposals

Submitters must include a statement
regarding human subject use, or animal
testing involvement in research

3.7.5.13. Human Subjects and Animal Testing.

The proposal shall provide a statement regarding the anticipated use of human subjects or animals in
testing; or if none, so state. If yes, procedures for complying with all laws and regulations governing
the use of animals or human subjects in research projects shall be included in the technical proposal.
See section 2 General Information, “Animal or Human Testing Compliance” in this document for
details.
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Mandatory Contract Clauses
For animal testing Iin research projects

231 Animal Testing.
Any contract resultng from this BAA that potentaly mvohies the tesiing of animals shall nclude

the following languags:

Any contractor performing resesrch on warm blooded verdebrate animals shall
comphy with the Laboratony Anima’ Welfare Act of 1868, as amended, 7 LUL5.C. 55
2131 - 2158, and the regulations promuigated thereunder by the Secretary of
Agricutture in 8 C_F.R. Parts T through 4, pertaning to the care. handling, and
treatrnent of veriebrate ammals held or used for research, teaching, or other
activities supported by Federal contract awards. In addition, the contracior sha
comply with the provisions of Department of Cefense Directive 32181, as
implemented by SECMAVINGST 3000385, and DFARS 252.235-7002, “Anirma’
Welfare" which is incorporated info thes contract.

In the event of contract award the Government requires compliance with:

* The Laboratory Animal Welfare Act of 1966,
2156, and the regulations promulgated thereu
Agriculture in 9 C.F.R. Parts 1 through 4, per
and treatment of vertebrate animals held or u
other activities supported by Federal contract

* Department of Defense Directive 3216.1, as i
3900.38B, and DFARS 252.235-7002, “Anima




Proposers intending to submit
solutions that include animals

* Review all Government regulations as stipulated in
the BAA package with all team members, including
legal, for applicability to proposed project.

e Assemble documentation and obtain certifications
required for full compliance.

e In the event of an award, submi
prepared to offer proof of compl




Mandatory Contract Clauses
For human subjects In research projects

2.9.2. Human Subjects Testing.
Any contract resulting from this BAA that potentially involves the use of Human Subjects in the
research or study shall include with the following language:

The contractor shall comply with all regulations promulgated by the Office of the Secretary of
Defense in 32 C.F.R. Part 219, pertaining to the protection of human subjects. In addition,
the contractor shall comply with the provisions of Department of Defense Directive 3216.2. If
human subjects are to be used at any time during the project, the contractor shall have a
Federal assurance that is acceptable to the CTTSO before involving human subjects.
Additionally, the protocol shall be approved by a Federally-assured Institutional Review
Board (IRB) office named in the institution’s assurance. The contractor shall prepare these
documents and shall ensure that they are on file with CTTSO prior to the start of research
involving human subjects. Collabarators with the contractor, to include IRBs, shall also
comply with regulations to protect human subjects for both classified and unclassified
research. The contractor shall report all changes in the protocel or consent form to the
CTTSO Contracting Officer's Representative (COR) as they occur. Release of initial and
follow-up funding will be contingent upon initial and continuing reviews, and to other IRB and
companent requirements.

EBAA excerpt, section ]

The Government requires compliance with

provisions in 32 C.F.R. Part 219 and
DoDDirective 3216.2 in the event of an
award.

The submitter’s Federal assurance must be
acceptable to the CTTSO before involving

human subjects.

Research protocol shall be approved by

the IRB named in the assurance.

Submitters must have the documents on
file with CTTSO prior to the start of

research involving human subjects.

All persons or entities involved with
project are required to comply with
Government regulations for classified
and unclassified research.

Any changes in the protocol or consent
form are to be reported as they occur.

All funding for the project is contingent
upon full compliance throughout the life
of the project.




The Principle Investigator Role

Principle Investigators are company or agency representatives that are responsible
to:

* Protect the rights and welfare of research participants in accordance with the CFR and
DoD Directive.

¢ Comply with institutional assurance.

* Understand Federal policies and procedures.

¢ Conduct research according to the IRB-approved protocol.

* Comply with IRB determinations.

* Ensure all potential participants fully understand the content of research.

* Obtain and document the informed consent of each participant.

* Report any changes and/or developments to the CTTSO PM upon occurrence.

* Report any serious and unexpected adverse events of the research to the CTTSO PM.

¢ Transmit updated assurances, IRB approval and continuing IRB reviews, IRB approved
protocols, unsigned consent forms, this includes all updates to any documentation to the

CTTSO PM.

* Ensure the institution engaged in CTTSO-sponsored rese
that is acceptable to CTTSO before involving human subj
protocol is approved by the IRB named in the institution

* Ensure collaborators with the institution, to include IRB
protect human subjects for both classified and unclassifie

* Ensure that all changes in the protocol or consent form a
Program Manager immediately upon occurrence. NOTE:
on funding is tied to reviews and other IRB and compone




Documentation Requirements

Federal Assurances must include:

A statement of principles governing the institution’s
responsibilities.

* The Institutional Review Board(s) must be named.
* A list of IRB members.
* A written procedure describing the review process and,

* A written procedure for reporting problems or suspensions.
Click here to see a I'ederal Wide Assurance (FFW'A)

Other supporting documents include:

* A human subject’s certificate stating that the pro
approved by the IRB designated in the assuranc

Click here to review a certificate.

* A copy of the unsigned consent form.

For more information regarding consent forms see “Common Ru
Requirements for informed consent; and Sec. 219.117, Docu


https://www.bids.tswg.gov/TSWG/bids.nsf/034FA3B5723848B5852572B1005F8174/$file/IRBexample.doc
https://www.bids.tswg.gov/TSWG/bids.nsf/CDE4A911050070E0852572B1005F6E58/$file/Sample_Assurance1.pdf

Risk to Subjects

Determine when documentation must be on file with the CTTSO.
Risk Is accessed during the evaluation process.

Minimal risk means that the probability and magnitude of harm or discomfort
anticipated in the research are not greater in and of themselves than those
ordinarily encountered in daily life or during the performance of routine
physical or psychological examinations or tests. (Source: 32 CFR 219 —
Definitions)

Research involving GREATER than minimal risk invelves:

* Use of investigational new drugs or devices.

*  Most invasive procedures.

* Intentional deception of subjects, such as misleading

* Surveys or interviews likely to be stressful to the subj
complex or problematic behaviors, such as sexuality,
dysfunction, or substance abuse)

* Non-exempt research that involves vulnerable popul
prisoners, mentally retarded, mentally disabled, or pr




What if | don’t have an assurance?

Small businesses and non-DoD entities that do not have an assurance should visit the

Department of Health and Human Services, Office for Human Research Protections

(OHRP) website for guidance.

S

5*' -/ United States Department of . s Questions & Answers
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"l

IRE Registration
Assurances
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Public Cutreach

International

OHRP Home | About OHRP | Search OHEP | Contact OHRP | OHEP Mews

Office for Human Research Protections (OHRP)

Assurances

Yersion Date 10/25/200&

Obtaining an approved assurance from OHRP is & two-step process, First, you must ensure that the IRB
(=) yvou designate under the Assurance are registered with OHRP, If not, submit the registration.
Second, you must complete the Assurance application, below,

EAQS on Assurances

LIST OF APPROYED ASSURAMNGES AMD REGISTERED IRPs/IECSs

Basic Assurance Requirement

If wour institution is engaged in human subjects research (not otherwise exempt) that is conducted or
supported by any agency of the U.5. Department of Health and Human Services {HHS), then your

institution must have an OHRP-approved assurance of compliance with the HHS regulations (45 CFR
AL AN Fme blnem membme b imin s e s s ie e

http://www.hhs.gov/ohrp/assurances/assurances index

Read the information
carefully. To access areas
below the viewing screen
use the scroll bar.

To apply for a Federal

Wide Assurance follow the
guidance under Assurance
Submaission.



http://www.hhs.gov/ohrp/assurances/assurances_index.html
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