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[bookmark: INSTRUCTIONS]PURPOSE and INSTRUCTIONS
This supplement is required for non-exempt studies in which there is United States Department of Defense (DoD) involvement (defined below in question 1). It provides the IRB with information that is essential for determining that DoD-specific criteria for approval have been met.
Upload this completed Supplement to your Zipline application on the Study-Related Documents SmartForm for multi-site studies or the Local Site Documents SmartForm for single-site studies. It is not required for studies that will be reviewed by an external IRB instead of the UW IRB.
See the GUIDANCE Department of Defense for complete information about DoD requirements. 
The specific DoD requirements that the UW IRB will consider are listed in the WORKSHEET Department of Defense. 

	Click or tap here to enter text.

Study Title:

QUESTIONS
1. DoD Involvement. Describe which component of the United States Department of Defense (DoD) is involved in your research, and the nature of the involvement, by completing the table below. See the GUIDANCE Department of Defense for a list of DoD components.
	Type of Involvement
	Name the specific DoD component. 
If none, write “none”.

	Funding from a DoD component.
Example: Office of Naval Research
	Click or tap here to enter text.
	Cooperation, collaboration, or another type of agreement with a DoD component.
Example: Army medical laboratory at Joint Base Lewis-McChord will conduct malaria antigen detection tests
	Click or tap here to enter text.
	Use of property, facilities, or assets of a DoD component.
Example: Some procedures will occur at Madigan Army Medical Center
	Click or tap here to enter text.
	Personnel (military and/or civilian) or data or specimens from personnel from a DoD component will intentionally be recruited as subjects.
Example: Subjects will be Army nurses in Afghanistan
	Click or tap here to enter text.


2. Classified research. Is the research considered to be classified human subjects research, as defined below?
☐   No  → Go to question 3
☐ 	Yes → Consult with HSD through hsdinfo@uw.edu before completing and submitting your application
Research is classified human subjects research when:
· Classified information in required for IRB review and oversight – OR – 
· Classified information must be provided to human subjects, or their guardians, during the recruiting or consent process in order to achieve fully effective informed consent – OR –
· Classified information is provided to, or by, research subjects.
Research is NOT classified human subjects research when: 
· The research is part of a classified program but the research itself does not involve the three characteristics described immediately above for classified human subjects research – OR –
· The research requires subjects to hold a clearance as a means of creating ease of entry or access to controlled spaces where the otherwise unclassified research will occur – OR –
· The research is an authorized operational activity (which means it is not considered to be human subjects research). 

3. Scientific review.  All research involving DoD must be evaluated for scientific merit prior to review. The review must consider the study’s significance, approach (conceptual framework, design, methods, analysis), researcher qualifications, research environment, and feasibility of study completion. Check the relevant box to identify how this requirement is being met. The review does not need to be uploaded. However, the IRB may ask for it during the review process.
☐ 	By the DoD, because it is providing funding for the study through a grant or contract
☐ 	By another government agency, because it is providing funding for the study through a grant or contract
☐ 	By a mechanism initiated by the researcher. Examples: (1) a department, college, or school review committee; (2) review by the Institute of Translational Health Sciences (ITHS); (3) an ad hoc scientific review provided by the researcher’s department chair, division chief, or dean.

4. Identification of specific DoD requirements. Confirm by checking the box that you will carefully read all communications (including any Notice of Award or written contract) from DoD to identify specific DoD requirements for your study. Many of these are the responsibility of the research, not HSD. This may include, for example, requirements to:
· Use a Single IRB to review the involvement of the UW, DoD, and any other institutions or facilities
· Obtain (and periodically repeat) specific human subjects training
· Obtain a federal Certificate of Confidentiality from the DoD
· Provide a data security and confidentiality plan to DoD that meets specific requirements
· Obtain administrative review by a specific DoD human research protection office
· Obtain administrative review by specific DoD facilities or individuals in specific command positions

☐ 	Confirmed

5. Study participant age. Will you allow individuals to participate if they are less than 18 years old?

☐ 	No  → Go to question 6
☐ 	Yes → Check all applicable boxes to describe which type of individuals might participate while less than 18   
years old.
☐ 	Service members (Army, Navy, Marines, Air Force, Coast Guard, Space Force; National Guard and Reserve members who are in active-duty status)
☐ 	Military trainees
☐ 	Students at a service academy (Examples: West Point Academy; Air Force Academy)
☐ 	All others

6. Prisoners of war or military detainees. Will the subject population include POWs or military detainees?
DoD research cannot include these individuals unless the research involves use of investigational new drugs or investigational devices when the purpose is for diagnosis or treatment of a medical condition. 

☐ 	No  
☐   Yes → Consult with HSD about additional requirements and restrictions involved with enrolling these populations.

7. Participants who are DoD-affiliated personnel. Will any of the subjects be DoD-affiliated personnel?
DoD affiliated personnel are members and trainees of the Army, Navy, Marines, Air Force, Coast Guard, Space Force; National Guard and Reserve members who are in active-duty status; and DoD contractors.

☐ 	No  → Go to question 8
☐ 	Yes → Answer the questions below:

7.a.	Recruiting. Confirm by checking the box that:
· Specific written approval for recruiting will be obtained from the personnel’s command or specific DoD component – AND –
· Miliary and civilian supervisors, officers, and others in the chain of command:
· Will not be present at any recruiting sessions or consent processes involving their subordinates – AND –
· Will be informed that they are prohibited from influencing their subordinates about participating in the research – AND –
· Will have separate recruitment/consent sessions (if they will be subjects) from the units under their command
☐   Confirmed
7.b. Ombudsperson during recruitment. If the research involves greater than minimal risk AND recruiting will occur in a group setting, you must identify someone to serve as an independent ombudsperson who will be present at group recruitment meetings to monitor that the voluntary nature of individual participation is adequately stressed and that the information provided about research is adequate and true. Provide the ombudsperson’s: name, title, position, institutional affiliation (if any), phone number, and email address (if available) in the box below. 
	The IRB cannot complete the approval process until this information is provided and the IRB has determined that the individual is an appropriate ombudsperson.
	Click or tap here to enter text.




7.c. 	Payment. Confirm by checking the box that any payment for participation in research that occurs while the participants are on duty will be limited to payment for blood donation and will not be greater than $50 per blood sample.

☐   Confirmed

7.d. 	Risk to fitness for duty. Describe what risks to fitness for duty the study may create and how they will be managed. Include a description of these risks in the consent form. Example: health, availability to perform job, impact of data breach.
	Click or tap here to enter text.




7.e. 	Risk of revocation of clearance, credentials, or other privileged access of duty. Describe how (if at all) participation in the study could result in the revocation of a participant’s security clearance, DoD credentials, or other privileged access of duty, and how those risks will be managed. Include a description of these risks in the consent form.
	Click or tap here to enter text.




7.f. 	Risk to national security associated with the genomic data of DoD-affiliated personnel. The disclosure of genomic data may pose a risk to national security. Does this study involve the collection or generation of large-scale genomic data?
Large-scale genomic data are defined by DoD as data derived from genome-wide associated studies; single nucleotide polymorphism arrays; genomic sequencing; transcriptomic, metagenomic, epigenomic analyses, and gene expression data; etc. Examples include but are not limited to projects that involve generating the whole genome sequence for more than one gene from more than 1,000 individuals or analyzing 100 or more genetic variants in more than 1,000 individuals. 

☐ 	No  → Go to question 7.g.
☐ 	Yes → Confirm your understanding of these DoD requirements by checking the boxes below:
☐ 	You must have a federal Certificate of Confidentiality (CoC) for this research. Consult with HSD through hsdinfo@uw.edu about how to know whether the research already has a CoC or about how to apply for one from the DoD.
☐ 	You will not begin collecting or generating large-scale genomic data until the DoD component(s) involved in the research have conducted an administrative security review of the adequacy of your proposed administrative, technical, and physical safeguards for these data.

7.g. 	Army-required consent information. Confirm by checking the box that the following required information is included in the consent form and (if appliable) the HIPAA authorization form:
· (If applicable) A statement that the DoD or a DoD organization is funding the study.
· A statement that representatives of the DoD are authorized to review the research records.
· If HIPAA authorization will be obtained, representatives of the DoD must be listed as one of the parties to whom private health information will be disclosed. 

☐ 	Confirmed
☐ 	n/a – not an Army study


8. “Experimental subjects”.  Will any participants be “experimental subjects” as defined below? 
Experimental subjects are human subjects who are participating in non-exempt research that involves an intervention or interaction for the primary purpose of obtaining data regarding the effects of the intervention or interaction. This does not apply to records-related procedures or research screening activities. 
☐	No  → Go to question 9
☐ 	Yes → Check the boxes below to confirm your understanding of the consent restrictions that apply to these subjects:
☐ 	Consent cannot be waived except for records-related procedures, screening activities, and research that involves the planned “emergency exception to consent” (aka EFIC research). The exception to consent for EFIC research must be approved by the relevant DoD human research protections office in addition to the IRB.
☐ 	Although consent cannot be waived, the IRB may alter or waive specific required elements of consent for minimal risk research with experimental subjects so long as the consent process: (1) indicates that the subject’s participation in the research is completely voluntary; and (2) informs the subjects about the research risks.
☐ 	Consent can be obtained for a subject’s legally authorized representative ONLY if the intent is for the research to be beneficial to the individual subjects.

9. Protection from medical expenses. If the research involves collaboration with a DoD component, institution or facility that meets the definition of engagement (consult with hsdinfo@uw.edu to determine whether DoD is engaged), then it is considered to be DoD-conducted research. This means that if the research involves greater than minimal risk, there are specific requirements about the treatment of research-related injuries and how it is described in the consent form. However, the details and wording may vary depending up on which DoD component is involved. Researchers are expected to consult with the relevant DoD human research protection office to find out what is available for subjects and how to describe it in the consent form.

Check the appropriate box.
☐	  Consultation or requirements have been obtained from the DoD and have been incorporated into the 
consent form
☐ 	Consultation with the DoD component is still pending and any required consent language will be provided as soon as it is available. Note: The IRB review process cannot be completed with full approval until this language has been provided to the IRB.
☐   This requirement does not apply, because the study involves no more than minimal risk and/or the DoD is  
not engaged in conducting the research.

10. Requirements for reporting to DoD. Please confirm by checking the box that the study team will comply with the requirements for reporting specific situations and activities to the relevant DoD individual or office, as described in the Reporting Requirements section of the GUIDANCE Department of Defense.

☐ 	Confirmed


Keywords: Federal agencies

	03.02.2023
	SUPPLEMENT Department of Defense
	

	Version 2.2
	
	

	
	Page 2 of 3




image1.png
UNIVERSITY of WASHINGTON
HUMAN SUBJECTS DIVISION





