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WORKSHEET: Department of Defense Involvement
PURPOSE
This worksheet is used by IRB staff and members as guidance to facilitate the review of DOD supported human subjects research. Final documentation of DOD supported research is found in the CHECKLIST: Master, in the study file. This worksheet is not required to be completed or retained.
    1.    Research Study Information
PI Name (optional):
Study Title (optional):
DORA #:
Committee:
Submission Type:
Other:
DORA CRR#:
DORA MOD#:
END PART ONE
    2.    Department of Defense Involvement
2.1. Name of the DOD component(s) involved in the research:              
2.2 Type of DOD involvement (check all that apply):
END PART TWO
    3.    IRB Determinations
3.1. For Air Force research ONLY. AFMOA/SGOT research focus area: selected by the IRB, based on the information in the IRB application.
AFMOA/SGOT = Clinical and Biomedical, Research & Development Division of Air Force Medical Operations Agency (Air Force Instruction 40-402, section 2.6.5)
 
Check all that apply:
3.2. LAR: for research involving consent by a legally authorized representative person on behalf of a subject (for example, parents for children, or a proxy for incapacitated subjects), is the research more likely than not to be beneficial to individual subjects?
3.3. Risk level: Does the research involve more than minimal risk to subjects, where minimal risk is defined as "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"?
The appropriate type of monitor is:
An appropriate and qualified monitor has been named and has accepted the position:
The monitor has appropriate roles and responsibilities:
END PART THREE
    4.    Fulfilled DOD Requirements
4.1. Confirm that the DOD requirements described in the following items on the Paper DOD supplement have been met. Check all that apply.  If a topic is not applicable, "Confirmed" should be checked.
Confirmed:
Item:
Topic:
3.1.
Prohibitions and limitations
3.3.
Documentation required by the IRB
4.1.
Survey, questionnaires, and interviews
4.2.
Use of legally authorized representatives (LARs)
5.1.
Level of risk
5.2.
Research monitor
5.3.
Research-related injuries
5.4.
Protections for military personnel
6.1.
Air Force prohibitions and limitations
7.1.
Army prohibitions and limitations
7.2.
Army scientific or scholarly review and approval
8.1.
Navy prohibitions and limitations
8.2.
Navy scientific or scholarly review and approval
8.3.
Navy requirements concerning international research
END PART FOUR
    5.    Other Requirements
5.1. Data entry. In DORA: the "DOD" Special Studies Tag has been selected on the Details tab for this study. In Zipline: 
"DOD" has been selected under Regulatory oversight in the Submit Pre-Review activity.
END PART FIVE
Choose only one from the list of options.
Choose as many as needed from the list of options.
Shows all logic branching and hidden guidance in the form.
Hides all logic branching and guidance in the form. In some instances, where the logic branching is complex, it will also reset the form. Hover over the button for tool tips.
Reveals further information, instructions, or examples for the adjacent question.
Hides the information, instructions, or examples for the adjacent question.
Visual cue that there is an attachment associated with the adjacent question or line.
TAB
Tab out of the input field and it will expand to the size of the text.
ENABLE COMMENTS in ADOBE READER or ACROBAT
Choose File, Print, then change printer to Adobe PDF. In the printer dialog box under "Documents and Forms" make sure that "Comments and Forms" is selected. Click the "Print" button. The form will now be "flattened" and able to take comments.   This removes the ability fill in the form, so save the "flattened" version with a different name if the form is not completed, or changes need to be made.
PDF SIGNATURE FIELDS
HSD currently accepts both ink and "electronic" signatures. Click in the signature field and follow the instructions to create a PDF signature, or use another type of electronic signature.
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