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olve the 46 
conduct of human subjects research (DoD Directive 3216.02, March 02, 2002).  47 

• tion 48 
requirements for human subjects protections in accordance with DoD policy. 49 

Effective Date: 03/10/10 

Revision Dates: — 

Subject:  Guidance on Additional Requirements for Protocols Conducted by 
UAB and Sponsored by a Department of Defense (DoD) Component  

Regulations and directives that specifically address the protection of human subjects in 
research sponsored by any component of the US Department of Defense (DoD) include DoD 
Directive 3216.02 (dated March 25, 2002); Section 980 of title 10, USC; 32 CFR Part 219; and 
DoD Directive 6200.2 (dated August 1, 2000), and others.  

OVERVIEW OF REQUIREMENTS  

Identification of DoD Sponsored Research 
When submitting an HSP to the UAB OIRB, the PI must identify the research as 

sponsored or funded by a DoD component (as defined in Department of Defense Directive 
3216.02). The PI is responsible for identifying DoD component requirements specified in the 
grant application guidelines and for advising the OIRB staff and IRB of the requirements. DoD 
components include, but are not limited to: 

• Navy 
• Office of Naval Research 
• Naval Academy 
• US Naval Observatory 
• Army 
• US Army Corps of Engineers 
• cademy (West Point)  Military A
• Air Force 

 Academy • Air Force
• Marines 
• Coast Guard 
• Coast Guard Academy 

• National Guard 
• Missile Defense Agency 
• Defense Advanced Research 

Projects Agency (DARPA) 
• Pentagon Force Protection Agency 
• Defense Intelligence Agency 
• National Geospatial-Intelligence 

Agency 
• National Security Agency 
• National War College 
• Tricare Health System 

Department of Defense Ethics Education Requirements 
DoD-approved education and training in human research protections are required

personnel involved in the conduct, review, or approval of research sponsored by a DoD 
Component. Each DoD Component has educational requirements in the ethical conduct of 
human subjects research. The type and extent of training depend, in part, upon the duties and 
responsibilities of the persons involved in the research. Further, research ethics training is 
incorporated into continuing education for activities of DoD Components that inv

The PI and research team complete all initial and continuing mandatory educa
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• The PI is responsible for identifying specific educational or certification requiremen
of the sponsoring DoD Component and conveying those requirements to the IRB. The
PI consults the DoD Component, a

ts 50 
 51 

s appropriate, to identify education requirements. 52 

53 
54 

cation requirements.  55 

56 
57 
58 

59 
g, as applicable, and the PI submits documentation of training completion 60 

61 

• research 62 
63 

64 
65 

66 
For DoD-sponsored research involving greater than minimal risk to subjects, the DOD 67 

requires appointm68 
to stop 69 
protect the safety and well-being of subjects until the IRB can assess the research monitor’s 70 
report. 71 

• 72 
73 

 account 74 
e 75 

76 
77 

• 78 
79 

onitor and determines whether the 80 
81 
82 
83 

• OIRB staff, with assistance from the PI, determines the need for orientation and/or 
education of the IRB chair, members, staff, and Institutional Official regarding DoD-
specific edu

• OIRB staff assists the PI, study personnel, and all IRB personnel, as identified above, 
in accessing the necessary human subjects training and certifications required for IRB 
approval.  

• The PI, study personnel, and IRB members and staff complete DoD-specific research 
ethics trainin
to the OIRB and to the DoD Component, as appropriate.  

OGCA staff includes relevant certifications, as appropriate, in the sponsored 
agreement.  

• The IRB does not approve DoD-supported research until the PI and research team have 
completed required education and the appropriate certifications are in place. 

Research Monitor Required: Greater than Minimal Risk Studies 

ent of an independent research monitor. The research monitor has the authority 
a research study in progress; remove individuals from the study; and take any steps to 

The IRB is responsible for making the determination that the research is minimal risk 
or greater than minimal risk.  

• The PI identifies a candidate for the position of research monitor, taking into
the nature and disciplinary focus of the study and the likely type of medical expertis
required. The PI attaches to the IRB HSP application a copy of the monitor’s 
curriculum vitae and a letter from the monitor accepting the role.  

The PI conveys to the monitor relevant DoD-specific orientation/education 
requirements of the role (see also Department of Defense Ethics Education above.) 

• The IRB reviews the information regarding the m
individual designated meets the DoD requirements for educational and professional 
expertise (see Definitions above). The IRB also ensures that the research monitor is 
independent of the research team.  
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Research Invo84 
• The P85 

popu bjects. 86 
The PI is responsible for identifying local laws, regulations, customs and practices and 87 

88 
ent 89 

 90 
91 

lving International Citizen Populations 
I provides the necessary information in the HSP, as appropriate, on the subject 

lations, the cultural context, and the languages understood by the human su

following them when designing and implementing the research. 
o The PI is responsible for determining whether the sponsoring DoD Compon

requires an additional ethics review by the host country or a local DoD IRB with
host country representation. PI is responsible for providing information and 
materials required in PRO124 (Procedure for Identification and Communication
of Human Subjects Research to Non-UAB-Affiliated Performance Sites). 

 92 
93 

B may use a 94 • To ensure the IRB has appropriate knowledge of the local context, the IR
consultant in accord with its standard operating procedures outlined in PRO122 
(Procedure for Initial Review of Proposed Research at the Convened IRB Meeting

95 
s). 96 

cial-behavioral 97 
s 98 

99 

100 
designated as sponsors for drug, device or biologic studies 101 

(INDs a102 

Research103 
T104 

undue inf . The PI 105 
should 106 
for thes107 

y 108 
109 
110 

consenting process. 111 

112 
113 

• rdance with UAB IRB policy, the PI must have a witness independent of the 114 
ot 115 

116 

• pensation to ensure that it does not violate the 117 
ary personnel from receiving pay from 118 

119 
120 

• Additional safeguards may not be applicable to minimal risk so
research. The PI and/or OIRB staff consults with the sponsoring DoD component, a
appropriate. 

Provisions for Human Subjects Research Using Investigational Test Articles 
Investigators may not be 
nd IDEs). 

 Involving US Military Personnel as Research Participants 
he PI submits the HSP application incorporating additional safeguards to minimize 
luence from individuals within a potential participant’s chain of command

consult the sponsoring DoD Component, as necessary, to assist him in making provisions 
e additional safeguards. 

• If the research involves greater than minimal risk to participants and involves militar
personnel, the PI must include in the HSP a plan to ensure that officers, senior or other 
non-commissioned officers cannot influence the decision of their subordinates in their 
recruitment plan, including their presence during the 

• The PI must include in the HSP a plan to provide separate recruitment procedures for 
officers and senior non-commissioned officers to participate in the research study. 

In acco
research team present during the recruitment and consenting process. The IRB will n
waive this requirement for DoD sponsored research. 

The IRB will review any proposed com
Dual Compensation Act) which prohibits milit
more than one position for more than an aggregate of 40 hours of work in one calendar 
week. 
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• DoD policies do not apply when U.S. military personnel incidentally participate as 121 
122 
123 

124 
f 125 

126 

Classifie127 
128 

eligible for review under the expedited review procedures. 129 

Resear130 
 131 

if: 132 
• The participant lacks capacity, due to age, condition, or other reason to make a decision 133 

134 
 135 

136 

See

subjects in a study that is not DoD-sponsored or supported and U.S. military personnel 
are not the intended target population. 

Research Involving Prisoners of War and Detainees 
Research involving any person captured, detained, held, or otherwise under the control o

DoD personnel is prohibited. 

d Research 
Classified research must receive prior approval from the Secretary of Defense and is not 

ch in Which Legally-authorized Representatives (LARs) Provide Consent 
According to military law and DoD Directive, informed consent may be provided by a

legally-authorized representative of participants 

regarding consent to participants in the research; and 
• The IRB has determined that the research is intended to be beneficial to the individual

participant. 

 POL025 (UAB Policy on Definition of "Legally Authorized Representative" for 
paired Adults) and 

137 
Decisionally Im PRO125 (Procedure for Review of Decisionally Impaired

d in Human Subjects Research). 

sent and Exception from Informed Consent in Emergency Medicine 

 138 
Adults Involve139 

Waiver of Con140 
• If a research subject meets the definition of “experimental subject,” DoD regulations 141 

prohibit a waiver of consent unless the PI obtains a waiver from the Secretary of 142 
143 

ct meets the 144 
145 

 146 
 Secretary of Defense has issued a waiver. The IRB may waive the 147 

consent process if the research does not meet the definition of “experimental 148 
149 

icine 150 
 obtains a waiver from the Secretary of Defense. 151 

152 
153 
154 

Multi-Sit arch Requirements 155 
ent 156 

betwee157 
responsib158 

Defense. 
o The IRB makes the determination as to whether the research subje

definition of “experimental subject.” The IRB shall not approve a waiver of 
consent if the research subject meets the definition of “experimental subject”
unless the

subject.”  

• DoD regulations prohibit an exception from informed consent in emergency med
research unless the PI

o The IRB shall not approve an exception from informed consent in emergency 
medicine research unless the PI has obtained a waiver from the Secretary of 
Defense. 

e or Collaborative Rese
The PI in conjunction with OGCA staff should ensure that the formal research agreem
n participating institutions includes a statement of work and specifies the roles and 

ilities of each party.  
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• er 159 
I consults the sponsoring DoD Component and OIRB 160 

Director early in the proposal development process to identify additional requirements 161 
162 

163 
164 

When developing a proposal for DoD funding or other support that involves oth
collaborating institutions, the P

for multi-site research.  

• In order to ensure consistent protection of subjects under DoD requirements, a PI 
conducting DoD-sponsored multi-site research submits information to the IRB in 
accordance with PRO152 (Procedure for Identification and Communication of Huma
Subjects Research to UAB-Affiliated Perform

n 165 
ance Sites) and PRO124 (Procedure for 166 

Identification and Communication of Human Subjects Research to Non-UAB-167 
168 

169 
ming OIRB staff of the DoD Component’s requirements 170 

for the provision of care in the case of a res171 
stricter172 
language173 
consisten  document. 174 

Additio175 
O176 

IRB appr177 
sponsorin178 

179 
180 
181 

• ral 182 
f 183 

 184 
185 
186 

• y research within the DoD 187 
188 
189 

 190 
191 

192 
193 

ubjects and survey review 194 
vant DoD designee.  195 

Affiliated Performance Sites). 

Provisions for Research-related Injury 
The PI is responsible for infor

earch-related injury. If the DoD Component has 
 requirements than the Common Rule or UAB, the PI and OGCA should ensure this 

 is included in the research agreement and the OIRB staff will verify the language is 
t with the language in the consent

nal DoD Review Required Prior to Study Initiation 
nce the IRB completes its review and issues approval, the PI submits documentation of 
oval, the risk level, and the expiration date of the research to the DoD Component 
g or supporting the study.  

• The PI may not initiate the study until the human research protection officer (HRPO) 
within the sponsoring DoD Component reviews and approves the IRB approval and 
other submitted documentation. 

The DoD may also request additional documentation to verify compliance with fede
and DoD policies, including minutes related to the research. As appropriate, OIRB staf
provides the PI any additional information pertinent to IRB review, which may not be
under a PI’s purview (e.g., IRB minutes). The PI sends requested information to the 
DoD. 

If the study is for DoD-sponsored survey research or surve
that involves DoD personnel, military or civilian, the PI and the OIRB identify any 
requirements for an additional level of DoD review of the study. Surveys typically 
require DoD Survey Review and approval. The PI submits surveys and all required
documentation relevant to survey research review to the requesting DoD Component. 

• The PI notifies OGCA and OIRB staff upon receipt of relevant HRPO authorization 
and/or DoD Survey Review approval, as appropriate. OGCA staff establishes the 
account only after receiving certification of final human s
and approval from the HRPO or rele
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Scienti rior Scientific 196 
Review Required 197 

198 
human subjects receive scientific review prior to IRB review. Therefore, the Department Chair 199 
(or designee) needs to complete departm200 
Oversig by the investigator 201 
with the Project Review/Am202 

Non-com203 
204 

• 205 

206 

207 
208 

209 

estigation or inspection of the institution’s HRPP conducted by outside 210 
211 

212 
213 

214 

fic Review for Substantive Amendments of Approved Protocols: P

DoD requires that all substantive amendments to approved DoD research involving 

ental scientific review and approval (e.g., Protocol 
ht Review Form – PORF or departmental equivalent) for submission 

endment Form to the IRB for review. 

pliance Reporting Requirements 
UAB will report to DoD any of the following for DoD-related research: 

Suspension or Termination of the research; 

• Initiation and results of investigations of alleged non-compliance;  

• Unanticipated problems involving risks to subjects or others, and/or serious adverse 
events 

• Any audit, investigation or inspection of DoD-supported research; 

• Any audit, inv
government entities (e.g., FDA or OHRP); 

• Significant communication between institutions conducting research and other federal 
departments and agencies regarding compliance and oversight; 

• Any restriction, suspension or termination of the institutions’ assurance. 

See PRO128 (Procedure for Compliance Issues with Human Subjects Regulations or I
Requirements or Determinations), 

RB 215 
POL024 (UAB Policy on Reporting to Institutional Officials 216 

PRO106and Regulatory Agencies), and  (Procedure to Ensure Prompt Reporting Of 217 
218 
219 

220 
 221 

, UAB will notify the official specified in the applicable award. Following 222 
completion of the investigation, UAB will provide entiary record, the report of 223 
the investigation, recommendations mad ’s adjudicating official, and the 224 

225 
This in er, 226 
or othe

Unanticipated Problems Involving Risks to Subjects or Others). All findings of serious non-
compliance shall be reported to the DoD, Director, Defense Research and Engineering. 

Research Misconduct 
For DoD funded activities in which an inquiry identifies sufficient evidence to proceed to

an investigation
a copy of the evid

e to the institution
written response of the individual that is the subject of the allegation to any recommendations. 

formation will be provided to the Contracting Officer, Grants Officer, Agreement Offic
r designated official. See SUP400 (UAB Policy Concerning the Maintenance of High 227 

cholarly Activities). 228 

229 
s for DoD-sponsored research in accordance with 230 

Ethical Standards in Research and Other S

Maintenance of Records 
OIRB staff maintains IRB record

PRO126 (Procedure for Maintenance of IRB Records). In addition, the PI may be required to 231 

339  Page 6 of 7  



maintain other research-related and compliance documents in their files. The PI is responsible for 232 
onent to determine their specific 233 

234 

ES 235 
arch 25, 2002, Certified Current as of April 236 

nd Adherence to Ethical Standards in DoD 237 
ttp://www.dtic.mil/whs/directives/corres/pdf/321602p.pdf) 238 

Title 10 United States Code Section 980 239 

SECNAVINST 3900.39D - “Human Research Protection Program” 240 

Title 24 United States Code Section 30 241 

DoD Directive 6200.2 – “Use of Investigational New Drugs for Force Health Protection” 242 

DoD Directive 3210.7 – “Research Integrity and Misconduct” 243 

32 CFR 219 (National Defense regulations) 244 

45 CFR 46, Subparts B, C, and D (HHS regulations) 245 

21 CFR 50, 56, 312, 812, 600 (FDA regulations) 246 

42 CFR 93 (PHS regulations) 247 

fulfilling these requirements and should contact the DoD Comp
requirements.  

REFERENC
Department of Defense Directive, DoD 3216.02, M

24, 2007 – Protection of Human Subjects a
Supported Research” (h
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