Guidance

VersionDate:January{3,201€ Pagelof 5



Guidance- Departmentf DefensgDoD) Requirement

Education

Forallpersonnelvhoconductreviewapprovepverseesupportor managdumanparticipantsesearch,

initial and continuing research ethics education is redRiBedr EC staff, chair, and members; and
Researchers afRésearcBtaff are responsible to become aware of the specific requirements contained in
DoD regulations and requirements athutated themselves about these requirements when appropriate.

IRB Considerations

DuringthereviewtheIRB shouldconsidethefollowingwhenevaluatinghe appointmentor aresearch
monitor:

X Requiredor researcimvolvegreatethanminimalrisk,althoughtheIRB ororganizationaifficial
can require this for a portion of the research or studies involving no more than minimal risk, if
appropriate.
X Theresearcimonitoris appointedy nameandmustbeindependentf theteamconductinghe
research.
X Theremaybemaorethanoneresearcimonitor (e.gif differentskillsor experiencareneeded).
x Themonitormaybeanombudsmanr amembef thedatasafetynonitoringboard. TheIRB
must approve a written summary of the monitors’ duties, authorities, and responsibilities.
X ThelRB or HRPPofficialmustcommunicatavith researcimonitorsto confirmtheirduties,
authorities, and responsibilities.
X Thedutiesof theresearcimonitor are determinean thebasisof specifiaisksor concernabout
the research.
o0 May perform oversight functions (e.g. observe recruitment, enroliment procedures, and the
consent process, oversee study interventions and interactions, review monitoring plans and
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Additional Safeguardgor Participants

Forresearckbonductedvith internationapopulations,

X TheResearchdraspermissiorio conductresearcin thatcountryby certificatioror localethics
review.

x TheResearchéollowsalllocallaws regulationgsustomsandpractices.

WhenresearcinvolvesJ.S.militarypersonneldditionaprotectiondor militaryresearclparticipant$o
minimize undue influence include:

Officersarenot permittedo influencehedecisiorof theirsubordinates.
Officersandseniomon-commissionedfficersmaynot be presentitthetimeof recruitment
Officersandseniomon-commissionedfficershave aeparatepportunityto participate.
Whenrecruitmeninvolvesapercentagef aunit,anindependemmbudsmais present.

Therearelimitationson dualcompensationncluding:
o Prohibitanindividual

X X X X X
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Records maintained that document compliance aramopliance with DoD regulations must be made
accessibl®r inspectiorandcopyingoy representatives theDoD atreasonablémesandin areasonable
manner as determined by the supporting DoD component.

Surveyperformedon DoD personnemustbesubmittedreviewedandapprovedytheDoD afterthe
research protocol is reviewed amt@ged by the IRB.

Whenconductingnultisiteresearchaformalagreemertietweerorganizationsrequiredo specifithe
roles and responsibilities of each party.

Resources

Instruction3216.0%.13 http://www.dtic.mil/whs/directives/corres/pdf/321602p.pdf

Instruction3216.0Pepartmentf DefensdnstructionProtectiorof HumanSubjectandAdherencéo
Ethical Standards in DeSupported Research

AAHRPPElementst.1.A.,I.1.E.,l.1.F.)1.3.,1.5.D.,I1.2.D.,1.2.E.,Il.2.F.,11.2.G.,11.2.H.,1l.3.A.,11.3.B.,
1.3.C.I1.3.F.,I1.3.G,,Il.4.A,1l.4.B.,11.4.C.I1.5.A.,1.5.B.II.L1.E., lIl.L1.F., 111.2.D.
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