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	DoW-Supported Extramural Research: Initial Submission Checklist



	General Submission Information

	· Human Research Protection Official (HRPO) review is a regulatory review for DoW compliance, IAW DOWI 3216.02. AFRL HRPO office team members will reach out if additional documentation is required.
· Submissions are processed in order of receipt, unless HRPO is informed of a mission priority urgency.
· A written HRPO correspondence will be issued to the performer and government program manager at the completion of the review. Activity with humans may NOT begin until HRPO Concurrence/Approval is issued.



	[bookmark: _Hlk112074307]DoW Contact Information

	Complete this section with input from the DAF Program Officer (PO)/Program Manager (PM)/Technical Point of Contact (TPOC). 

	DAF PO/PM/TPOC Name:
	

	DAF PO/PM/TPOC Institution:
	

	DAF PO/PM/TPOC Email:
	

	Are you provided a copy of the Contract/Grant/Award and Statement of Work/Proposal?
	☐ Yes
	☐ No

	Contract/Grant/Award Number:
	

	Contract/Grant Officer Name:
	

	Contract/Grant Officer Email:
	



	Non-DoW Contact Information

	The remainder of this document should be completed by the PI or their designee. 

	Principal Investigator Name:
	

	PI Institution:
	

	PI Email:
	 

	Institutional Review Board (IRB)/Ethic Committee (EC) Information

	IRB/EC Name:
	
	☐ AFWERX/SpaceWERX IRB Process

	Protocol Title:
	

	Engaged means individuals who have direct contact with subjects, their identifiable data, or specimens.

	Does Award activity include DoW-affiliated personnel ‘engaged’ in the research?
	☐ Yes
	☐ No

	Does Award activity include personnel from other institutions ‘engaged’ in the research?
	☐ Yes
	☐ No

	Will this study be conducted at other sites beyond the PI’s institution?
	☐ Yes
	☐ No

	If Yes to any of the 3 questions above, Explain:



	Section 1: General Study Information

	1.1 What type of study is being submitted? (leave blank if you checked AFWERX/SpaceWERX above)

	Research Type 

	☐	Not Research/Research not involving Human Subjects (Skip Section 3 and 4)

	☐	Exempt Human Subjects Research

	☐	Non-Exempt Human Subjects Research
 (Expedited or Full Board)
	☐ Minimal Risk
	OR
	☐ Greater than Minimal Risk

	1.2 Where will this research be conducted?
	☐ USA
	☐ Online
	☐ European Union (EU)

	
	☐ Other:

	1.3 If in the EU, was the study reviewed in compliance with the General Data Protection Regulation (GDPR)?
	☐ NA
	☐ Yes
	☐ No

	1.4 If outside the USA, the IRB/EC approval letter addresses the following: 
- Confirm the HSR is compliant with applicable laws and requirements of each region in the foreign country where the research is conducted. The IRB/EC has considered the local research context and cultural sensitivities of foreign subjects.
	☐ NA
	☐ Yes
	☐ No

	1.5 If outside the USA, has the PO/PM notified the Command of the conducted or support HSR in their area of responsibility?
(IAW DoWI 3216.02 Section 1.2.g.)
	☐ NA (conducted in NORTHCOM)
	☐ Yes
	☐ No



	Section 2: Ethical Considerations

	2.1 Does the PI or other ‘engaged’ personnel have any Conflict of Interest (COI) to declare?
	☐ Yes
	☐ No

	2.2 Does this project involve Artificial Intelligence (AI) enabled tools or capabilities?
- The protocol or IRB/EC must include provisions for the DoW Ethical Principes for AI.
	☐ Yes
	☐ No



	Section 3: Protocol & Study Population

	These are the general categories of a research protocol. Certain studies (e.g., exemption determinations, studies using data only) may not include all the elements noted below and should therefore be marked as ‘No.’

	3.1 Does the protocol address the following elements? 

	Yes
	No
	Protocol Elements
	Additional Information

	☐	☐	Study purpose and hypothesis
	What is the goal/aim of this effort? Is it exploratory? Is it to further develop a prototype?

	☐	☐	Procedures and design
	Is there a description of research procedures and any procedures that are considered experimental?

	☐	☐	Research tools and use
	Equipment, screening tools, surveys, questionnaires, data collection sheets, screen shots of on-line forms, videos.

	☐	☐	Equipment 
	Submit all IRB/EC approved tools and/or investigator brochures for any equipment, devices, or drugs to be used.

	☐	☐	Data management, privacy and confidentiality
	How will data be maintained (identifiable, de-identified, coded, etc.); where will the research records be kept (locked files in a secure office, password protected and/or encrypted electronic records); Who will have access and for what purposes; and if/when/how will data be destroyed?

	☐	☐	Data sharing plan/agreement(s) and plans for future use (if applicable)
	If research data will be shared the protocol must describe who, what, where, how and when if there is any plan to share research data with others and/or used for future research.

	☐	☐	Recruitment and informed consent plan
	Submit copies of all approved materials to be used (scripts, emails, flyers, social media posts, etc.

	☐	☐	Participant selection
	Inclusion/exclusion criteria; Number of subjects targeted; and any certain countries/populations targeted.

	☐	☐	Benefits for participation
	Monetary compensation is not a benefit.

	☐	☐	Reasonably foreseeable risks and discomforts
	Include the expected frequency/severity.

	☐	☐	Safety monitoring
	Certain risks may require a mitigation plan to be included in the protocol.

	☐	☐	Scientific rationale/merit
	Only Required for non-exempt HSR. Check one below:

	
	☐ My IRB letter states this requirement.
	☐ Independent Scientific Review provided

	
	☐ My Institution has a policy on documentation of scientific merit. The policy must be provided to HRPO.
	☐ Other: 

	


	3.2 Will DoW-affiliated personnel be identified for recruitment? *Contact HRPO for more info.
	☐ Yes*
	☐ No

	If Yes, Select the category(ies)
	☐ Other Components
	The Commander of the DoW-affiliated personnel and/or the Commander of the DoW facility must provide a letter of support.

	
	☐ DAF
	The supporting DAF institution must establish a HRPP (template memo provided) or if they have an HRPP, provide personnel command approval and/or facility letter of support.



	Section 4: Information Sheet (Exempt HSR)/ Informed Consent (Non-Exempt HSR) 

	4.1 Does the Information Sheet/Informed Consent contain a statement that DoW is supporting the research?
	☐ Yes
	☐ No

	4.2 Does the Information Sheet/Informed Consent contain a statement that DoW representatives may have access to the research records?
	☐ Yes
	☐ No

	4.3 Will this study enroll individuals with diminished capacity, such as children or those that require a legally authorized representative (LAR)?
	☐ Yes
	☐ No

	4.4 Does this study involve any of the following:
* 10USC980 may apply, Contact the HRPO Office to discuss.
	☐ N/A

	☐ Waiver of Documentation of Informed Consent
	☐ Waiver of Informed Consent*
	☐ Alteration of Informed Consent


	Section 5: Additional Requirements

	5.1 Does this study involve a product that may be regulated by the Food and Drug Administration (FDA), to include devices, drugs, and/or biologics?
	☐ Yes
	☐ No

	If Yes, it is required that the IRB/EC documents consideration of FDA regulatory requirements, the risk of the investigational product, and compliance with applicable regulations. Submission of manufacturer information and FDA Approval or Clearance information for each product may be required.

	5.2 Will this study involve Protected Health Information?  
If Yes, IRB/EC must approve a HIPAA authorization or waive documentation of HIPAA authorization.
	☐ Yes
	☐ No

	5.3 Select the following special populations for subject enrollment?                                          
Additional documentation from the IRB/EC’s deliberation regarding the 45CFR46 relevant Subparts may be required.                                                   
	☐ N/A

	☐ Pregnant Women, Fetuses and Neonates (Subpart B)
	☐ Prisoners (Subpart C)
	☐ Children (Subpart D)

	5.4 Does this activity include Large Scale Genomic Data from DoW-Affiliated Personnel? 
If Yes, Contact the HRPO Office in advance for additional documentation requirements.
	☐ Yes
	☐ No



Instructions: When you are ready to submit your HRPO package, or if you have questions, contact us at AFRL.IR.HRPO@us.af.mil. You will be provided a DoW SAFE link for submission. PIs must submit only IRB/EC final approved versions of all documents with the initial submission. At review completion, a HRPO concurrence letter will be issued to the DAF PO/PM/Award Officer with CC to the PI.
Required Submission Package Component:
☐ DoW-Supported Extramural Research: Initial Submission Checklist (E.g. this checklist)
☐ Contract/Grant/Award
☐ Statement of work/Proposal
☐ IRB/EC Submission package (E.g. Every item that was reviewed by the IRB/EC)
☐ IRB/EC Approval letter plus any additional items the IRB provided such as stamped documents
☐ Principal Investigator’s biosketch/CV and CITI or other human subjects protection training (only if the study is HSR)
☐ Additional supplemental materials that may be relevant based on this Initial Submission Checklist

Before submitting, update the distribution designation on this form, as ‘Distribution A’ applies only when it is blank.
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