[bookmark: _GoBack]HRPO Log Number(s):      

Reviewer Name and Credentials:      
	If the protocol is not associated with extramural funding, delete box.

Proposal Title:       

Proposal Principal Investigator (PI):       

Proposal Number:       

Awardee Institution:       

Award Number:         Award Period:       



Protocol Title:        

[bookmark: Text6]Research Site(s):        

Research Site PI:        

Date Protocol Received in HRPO: Click here to enter a date.

Date Checklist Completed:  Click here to enter a date.

Date(s) Checklist Updated: Click here to enter a date. Click here to enter a date.

	Program Management Office(s): (check all that apply)

	☐ Program Area Directorate:

	
	

	☐ Other      
	
	

	
	
	


[bookmark: Check14]
SBIR/STTR? Choose an item.

	[bookmark: Check8]Targeted Population Types: (check all that apply)

	☐ Normal, healthy adults
	☐ Children
	☐ Decisionally impaired

	☐ Employees
	☐ Service Members
	☐ Pregnant women/fetuses

	☐ Prisoners
	☐ Veterans
	☐ Non English Speaking

	☐ Patient population
	☐ Students
	☐ Existing Specimens

	☐ Other:       
	
	


	Protocol Types: (check all that apply)

	☐ Drug
	☐ Biological Product
	☐ IND

	☐ Medical Device
	☐ IDE
	☐ Non-Medical Device

	☐ Nutritional Supplement
	☐ OTSG Sponsored Product
	☐ Cadaveric Specimens

	☐ COVID-19
	☐ 10 USC 980 Waiver
	☐ Use of Existing Specimens

	☐ Socio-behavioral/Educational Research



	Performance Site Types:  (check all that apply)

	☐ Multi-institutional collaborative project (collaborating institutions are conducting portions of a single protocol)
	☐ Multi-site protocol (each collaborator is independently conducting the entire protocol)
	☐ International Research Site(s)
	
	



[bookmark: Text10]Sample Size (number of subjects/records/specimens):      

[bookmark: OLE_LINK9][bookmark: OLE_LINK10]Protocol Synopsis: (Include a brief, concise description of study design and procedures with human subjects.  For studies with extensive procedures refer to protocol pages for detail.)      

Brief History of HRPO Review and Status of Current Review: (e.g. additional background)      

Does the research require Component-level (CLAR) or Headquarters-level (HLAR) administrative review?  If the research does not require CLAR and/or HLAR, please mark this box: ☐ and delete the table.

Select reason(s).
	CLAR
(applies to all DoD-supported or conducted)
	HLAR


	☐ Non-exempt human subject research that is conducted in a foreign country (unless conducted by a DoD overseas institution, or only involves DoD-affiliated personnel who are U.S. citizens).
	☐ Research involving administration of test articles (e.g. FDA-regulated drugs, devices, biologics) that have not previously been tested in human subjects (i.e. “first in human”) and for which no safety data in humans exist.

	☐ Research that requires a waiver of 10 USC 980 to permit conduct of the research under the exception from informed consent requirements.
	☐ Research for which the COHRP Director has determined administrative review is needed, e.g. research involving procedures that are not commonly performed at the institution, or research that is subject to regulations or laws that the institution does not have sufficient experience or expertise in implementing.

	☐ Research involving a nonviable living human fetus ex utero or a living human fetus ex utero for whom viability has not been ascertained as covered under sections 289g–289g-2 of title 42, USC.
	

	☐ Research in which large scale genomic data are collected from DoD-affiliated personnel.
	

	Research that requires approval by the DoD Office of Human Research Protections (DOHRP) USD(R&E):
	

	☐ Research involving pregnant women, fetuses, or neonates that presents an opportunity to understand, prevent, or alleviate a serious problem affecting their health or welfare in accordance with part 207 of 45 CFR 46, Subpart B.
	

	☐ All research involving prisoners, to include research in which a previously enrolled subject becomes a prisoner in accordance with 45 CFR 46, Subpart C.
	

	☐ Research involving children that presents an opportunity to understand, prevent, or alleviate a serious problem affecting their health or welfare and provides no prospect of benefit to the individual participant in accordance with part 407 of 45 CFR 46, Subpart D and part 54 of 21 CFR 50, Subpart D.
	

	☐ Research that constitutes classified human subjects research as defined in DoDI 3216.02.
	



Is the protocol consistent with the approved Statement of Work?  (If no, provide comments regarding action taken.  If the protocol is not associated with extramural funding, select N/A.):
☐ Yes
[bookmark: Text51]☐ No       
☐ N/A

DoD is supporting:
☐ All human subjects research activities.
☐ Select activities.         (e.g. this is an ongoing protocol with DoD funding added, or DoD is funding additional collection of samples/subjects) 

	Documents Provided for Review (enter version/date when available):

	☐ Protocol      
	☐ Consent Form      
	☐ IRB/Ethics Committee Approval/Determination Memo      

	☐ Institutional Review Board (IRB) Application      
	☐ Assent Form      
	☐ Product Information      

	☐ Site-specific Addendum      
	☐ Parental Permission Form      
	☐ HRPO Submission Form      

	☐ Other Submission Form      
	☐ International Research Study Information Form      
	

	☐ Other:      
	
	



















Exempt Research. This section is intended to review the IRBO’s exemption determination and other factors that may be of note during HRPO review, not a duplicative IRBO review.

Section I.  Brief history of Institutional Review Board Office (IRBO) review and/or additional background:       

Is the project subject to the FDA regulations?
Will the project support or conduct the investigation, evaluation, assessment, or study of the safety or effectiveness of a FDA-regulated product such as a drug, biologic, or medical device, including in vitro diagnostic devices?

☐ NO – Explain why:  Click here to enter text.

☐ YES 
Comments:  Click here to enter text.

Research Involving Decedents 

A.  Does the project use human cadavers or cadaveric specimens (defined as a deceased person or portion thereof, and includes organs, tissues, eyes, bones, arteries, or other specimens obtained from an individual upon or after death)?  

☐ YES - Provide a concise description of the project: Click here to enter text.
☐ NO

B.  Does the project use protected health information of decedents under the research exception in the HIPAA Privacy Rule, per 45 CFR 164.512(i)(1)(iii)? 
☐ YES - Provide a concise description of the project: Click here to enter text.
☐ NO 

Section II. What is the determination from the IRBO: Not Research or Exemption Category      
A.  Is the project a systematic investigation (including research development, testing and evaluation) designed to develop or contribute to generalizable knowledge?

☐ YES 

[bookmark: OLE_LINK14][bookmark: OLE_LINK13]☐ NO - the activity is (Check all that apply):

☐ Scholarly and journalistic activities - It involves Click here to enter text.
☐ Public health surveillance activities - It involves Click here to enter text.
☐ Forensic or operational analyses - It involves Click here to enter text.
☐ Feasibility testing - It involves Click here to enter text.
☐ Quality/performance improvement - It involves Click here to enter text.
☐ Case study/report - It involves Click here to enter text.
☐ Other - It involves Click here to enter text.

B.  Does the project qualify as NOT research involving human subjects per categories specified in DODI 3216.02 Glossary?

1. Activities carried out solely for purposes of diagnosis, treatment, or prevention of injury and disease under force health protection programs of DoD, including health surveillance pursuant to Section 1074f of Title 10, U.S.C., and the use of medical products consistent with DoDI 6200.02. 

2. Health and medical activities as part of the reasonable practice of medicine or other health professions undertaken for the sole purpose of diagnosis, cure, mitigation, treatment, or prevention of disease in a patient. 

3. Activities performed for the sole purpose of medical quality assurance (see Section 1102 of Title 10, U.S.C., and DoDI 6025.13). 

4. Activities that meet the definition of operational test and evaluation as defined in Section 139(a)(2)(A) of Title 10, U.S.C. 

5. Activities performed solely for assessing compliance, including occupational drug testing, occupational health and safety reviews, network monitoring, and monitoring for compliance with requirements for protection of classified information. 

6. Activities, including program evaluation and surveys, user surveys, outcome reviews, and other methods, designed solely to assess the performance of DoD programs where the results are only for the use of government officials responsible for the operation or oversight of the program being evaluated. 
[bookmark: OLE_LINK21][bookmark: OLE_LINK22]
☐ YES: the activity is Click here to enter text.
☐ NO 

C.  Does the project involve only data and/or specimens from living individuals whose identity is not associated with the data/specimens and is not able to be readily ascertained by the investigator(s)? 

☐ YES - Provide a concise description of the project:  Click here to enter text.
☐ NO 

D.  Is there a data use agreement in place stating that the researcher will not attempt to identify or reveal the identity of individuals who are sources of the data or their family members?
☐ YES
☐ NO

E.  Does the project involve living individual(s) about whom an investigator will 1) obtain information or biospecimens through intervention or interaction with the individual, and 2) use, study, or analyze the information or biospecimens?

☐ YES - Provide a concise description of the project:  Click here to enter text.
☐ NO 




F.  Does the project involve living individual(s) about whom an investigator will obtain, use, study, analyze, or generate identifiable private information or identifiable biospecimens?

☐ YES - Provide a concise description of the project: Click here to enter text.
     ☐ NO 

G. Inclusion of Prisoners.  Does the human subject research involve prisoners?

☐ YES – the study targets prisoners for enrollment or seeks to examine prisoners as a population - Protocol does not qualify as exempt research and must be submitted for IRB review 
☐ YES – the study could potentially enroll prisoners incidentally, but does not seek to examine prisoners as a population and only incidentally includes prisoners in a broader study – Protocol can qualify for exemption

☐ NO – Protocol can qualify for exemption

Exemption Category 1, Research in Established or Commonly Accepted Educational Settings.  Will the  research be conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods?

☐ YES - Provide a concise description of the research: Click here to enter text.
☐ NO 

Is the activity likely to adversely impact students’ opportunity to learn educational content or the assessment of educators who provide instruction?  If yes, the study is not eligible for exemption and requires IRB review.
☐ YES - Describe: Click here to enter text.
☐ NO 

Exemption Category 2, Educational Tests, Surveys, Interviews, Observations of Public Behavior.  

Does the research include children?

☐ NO – Proceed to criteria below.  
☐ YES, and the activity meets either Criteria 1 or 2 below AND is limited to educational tests or the observation of public behavior when the investigator(s) do not participate in the activities being observed - Provide a concise description of the research under the appropriate criterion below. 
☐ YES, and the activity involves surveys or interviews of children, the observer intervening or interacting with children, or the collection of sensitive, individually identifiable information  – Project does not qualify for exemption and requires IRB review.  Provide a concise description of the project: Click here to enter text.





Will the research involve ONLY the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior (including video or auditory recording) uninfluenced by the investigator and meet at least one of the following three criteria? Note that studies collecting biospecimens or including interventions or manipulations of the subjects’ environment do not qualify for exemption under this category.

☐ YES – Identify appropriate criterion below.  
☐ NO – Study does not qualify for this exemption.

    Criterion 1.  Will obtained information be recorded in such a manner that the identity of the human subjects cannot be readily ascertained, directly or through identifiers linked to the subjects?

☐ YES - Provide a concise description of the research: Click here to enter text.

☐ NO – Project does not qualify under this criterion.

OR

    Criterion 2.  Will any disclosure of the human subjects’ information outside of the research place the subjects at risk of criminal or civil liability, or be damaging to their financial standing, employability, educational advancement, or reputation?

☐ YES – Project does not qualify under this criterion.
☐ NO - Provide a concise description of the research: Click here to enter text.

OR

    Criterion 3.  If the research involves only those methods described in item XXXX with adult subjects, and neither Criteria 1 nor 2 are applicable (i.e. the study collects identifiable, sensitive/potentially harmful information), limited IRB review is required to assess that there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data in accordance with 32 CFR 219. Is Criterion 3 applicable to the proposed activity?  

☐ YES - Provide a concise description of the research and refer for limited IRB review: Click here to enter text.
☐ NO – Project does not qualify under this criterion.

Exemption Category 3, Benign Behavioral Interventions in Conjunction with the Collection of Information from Adult Subjects.  

Does the research include children?

☐ NO – Proceed to criteria below.  
☐ YES – Project does not qualify for exemption and requires IRB review.  

Does the research solely consist of benign behavioral (i.e. not medical) interventions in conjunction with the collection of information from adult subjects through verbal, written, or audiovisual recording?  Interventions must be brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on subjects, and the investigator must have no reason to think subjects will find the study offensive or embarrassing.

☐ YES - Provide a concise description of the research: Click here to enter text.
☐ NO 

Will the subject prospectively agree to the intervention and information collection?

☐ YES – Describe: Click here to enter text.

☐ NO 

Will the research involve deceiving the subjects about the nature or purposes of the research?

☐ YES – Subjects authorize the deception, i.e. prospective agreement to participate in research where the subject is informed he/she will be unaware of, or misled, regarding the nature or purposes of the research. Describe: Click here to enter text.
☐ YES – Subjects do NOT authorize the deception – Project does not qualify for this exemption: Describe: Click here to enter text.
☐ NO 

Is at least one of the following criterion met?  

	Criterion 1.  The information obtained is recorded by the investigator in such a manner that the identity of the subjects cannot be readily ascertained directly or through identifiers linked to the subjects.

☐ YES – Provide a concise description of the research: Click here to enter text.
☐ NO – Project does not qualify under this criterion.

OR

Criterion 2.  Any disclosure of the human subjects’ responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, educational advancement, or reputation.

☐ YES – Provide a concise description of the research: Click here to enter text.
☐ NO – Project does not qualify under this criterion.

OR

Criterion 3.  If neither Criteria 1 nor 2 are applicable (i.e. the study collects identifiable, sensitive/potentially harmful information), limited IRB review is required to assess that there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data in accordance with section 117(a)(7).  Is Criterion 3 applicable to the proposed activity?

☐ YES – Provide a concise description of the research and refer for limited IRB review: Click here to enter text.
☐ NO – Project does not qualify under this criterion.

Exemption Category 4, Secondary Research for Which Consent is Not Required.  Does the research involve secondary research for which consent is not required, that is, the secondary research will use identifiable information or biospecimens and at least one of the following criteria are met?

Criterion 1.  The identifiable private information or identifiable biospecimens are publicly available.

☐ YES – Provide a concise description of the research: Click here to enter text.
☐ NO – Project does not qualify under this criterion.

OR

Criterion 2.  The information will be recorded in such a way that the identity of the human participant cannot be identified, directly or through identifiers linked to the subjects, and the investigator will neither contact the subjects nor re-identify subjects.

☐ YES – Provide a concise description of the research: Click here to enter text.
☐ NO – Project does not qualify under this criterion.

OR

Criterion 3.  The research involves only the collection and analysis of identifiable information that is HIPAA-regulated as healthcare operations, research, or public health activities and purposes, as those terms are defined in HIPAA.  Note that this criterion may not be applicable to research involving biospecimens, and these activities might require a Privacy Board to issue a HIPAA waiver of Authorization.

☐ YES – Provide a concise description of the research and, if applicable, refer for issuance of HIPAA waiver: Click here to enter text.
☐ NO – Project does not qualify under this criterion.

OR

Criterion 4.  The research is conducted by, or on behalf of, a Federal department or agency using government-generated or –collected information for secondary research purposes.  The original data must have been subject to specific federal privacy protections (E-Government Act, Privacy Act, and Paperwork Reduction Act), and the data being used for research must continue to comply with the relevant statutory safeguards, i.e. on compliant information technology systems and must comply with the Privacy Act’s requirements to be maintained in an official system of records.

☐ YES – Provide a concise description of the research and reference the corresponding System of Records Notice (5 USC 552a applies to both the original non-research collection, and the continued maintenance of any identifiable material): Click here to enter text.
☐ NO – Project does not qualify under this criterion.

Exemption Category 5, Research and Demonstration Projects that are Conducted or Supported by a Federal Department or Agency.  Is the research and/or demonstration project conducted or supported by or subject to the approval of department or agency heads, and is designed to study, evaluate, improve, or otherwise examine public benefit or service programs, including procedures for obtaining benefits or services under those programs, possible changes in or alternatives to those programs or procedures; or possible changes in methods or levels of payment for benefits or services under those programs?  Please note that research under this exemption requires the supporting agency to post information about these official activities on a public website prior to commencement.

☐ YES - Provide a concise description of the research: Click here to enter text.
☐ NO 

Exemption Category 6, Taste and Food Quality Evaluation and Consumer Acceptance Studies.  The activity is a taste and food quality evaluation, and one of the following criteria are applicable:

 Criterion 1.  Only wholesome foods without additives are consumed.

☐ YES – Provide a concise description of the research: Click here to enter text.
☐ NO – Project does not qualify under this criterion.

OR

Criterion 2.  A food is consumed that contains a food ingredient, agricultural chemical, or environmental contaminant at or below the level found to be safe by FDA, EPA, USDA, or appropriate governing agency.

☐ YES – Provide a concise description of the research: Click here to enter text.
☐ NO – Project does not qualify under this criterion.

Exemption Category 7, Storage or Maintenance for Secondary Use for which Broad Consent is Required.  Does the research involve the storage or maintenance of identifiable data or specimens for potential secondary research uses and meet both of the following criteria?  Note that this category requires the IRB to conduct a limited IRB review for the elements required in 32 CFR 111(a)(8).

Criterion 1.  Does the research involve storage or maintenance of identifiable private information or identifiable biospecimens to be used for secondary research? 

☐ YES – Provide a concise description of the research and proceed to Criterion 2: Click here to enter text. 
☐ NO – 	 Does not qualify for exempt category 7

AND

Criterion 2.  Was Broad Consent obtained for the storage and maintenance? 
☐ YES – Provide a concise description of the research and proceed to Limited IRB review: Click here to enter text. 
☐ NO –  Does not qualify for exempt category 7

Exemption Category 8, Secondary Research for which Broad Consent is Required.  Does the research involve the secondary use of identifiable data or specimens and meet each of the following criteria?  Note that this category requires the IRB to conduct a limited IRB review for the elements required in section 111(a)(8).

Criterion 1.  Was broad consent for the storage, maintenance, and secondary research use obtained in accordance with 32 CFR 116(a)(1) – (4), (a)(6) and (d)?

☐ YES – Describe: Click here to enter text.
☐ NO –   Does not qualify for exempt category 8.

AND

Criterion 2.  Was the broad consent for the storage, maintenance, and secondary research conducted with either appropriate documentation or waiver of documentation in accordance with 32 CFR 117?

☐ YES – Describe: Click here to enter text.
☐ NO –   Does not qualify for exempt category 8.

AND

Criterion 3.  Is the research within the scope of the broad consent that corresponds to the collection of the data/specimens?  Note that this determination must be made by an IRB that conducts a limited IRB review of the project.

☐ YES – Refer for limited IRB review.  Describe: Click here to enter text.
☐ NO – Does not qualify for exempt category 8.

AND

Criterion 4.  Does the study plan include returning individual results to subjects?

☐ YES – The project does not qualify for exempt category 8: Click here to enter text.
☐ NO – Describe: Click here to enter text.

Consideration for all exempt studies involving interaction with human subjects.  If the research includes interactions with participants, is there consideration of whether some elements of informed consent are warranted (e.g., an information sheet describing study procedures, the voluntary nature of the research, providing contact information for the investigator and describing provisions to maintain the privacy interests of participants)?

☐ YES:  Click here to enter text.
☐ NO

The Privacy Rule and use of protected health information (PHI) in research.

☐ N/A – Institution is not a covered entity

☐ N/A – Project/research will not create, use, or disclose PHI

☐ Covered entity will use PHI to create information that is not individually identifiable as allowed under DODI 6025.18.

☐ Use and/or disclosure of PHI for healthcare operations as defined at DODI 6025.18.

☐ Use of a limited data set where a data use agreement will be obtained.

☐ A waiver/alteration of HIPAA Authorization is requested. – A Privacy Board must issue the waiver.
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 Non-Exempt Research. 

    A.  Institutional Roles and Assurances.  (Add additional rows and copy/paste additional content as applicable. Delete unneeded rows. 
   For DoD Institutions, specify DoD Assurances. International Research Sites must have Federal-wide Assurances. RNIHS=Research Not Involving Human Subjects)
	Institution and HRPO site log number
	Role(s) in the Research
	Research Activities
	Engaged in the Research?
	Assurance #
	Assurance Expiration Date
	Is another IRB reviewing by agreement?

	     
	☐ Prime awardee
☐ Lead / Coordinating Center site
☐ Performance Site:      
☐ Data Center
☐ Ancillary Laboratory
☐ Other:      
	☐ Funding only
☐ Intervene with human subjects (e.g. Recruitment/ Consent)
☐ Accessing /obtaining identifiable data/specimens 
☐ Accessing /obtaining de-identified data/specimens
☐ Other Activities:      
	☐ Yes
☐ No
	     
	Click here to enter a date.	☐ No
☐ Yes:      
☐ N/A

	     
	☐ Sub-awardee
☐ Performance Site:      
☐ Data Center
☐ Ancillary Laboratory
☐ Other:      
	☐ Funding only
☐ Intervene with human subjects (e.g. Recruitment/ Consent)
☐ Accessing /obtaining identifiable data/specimens 
☐ Accessing /obtaining de-identified data/specimens
☐ Other Activities:      
	☐ Yes
☐ No
	     
	Click here to enter a date.	☐ No
☐ Yes:      
☐ N/A

	     
	☐ Sub-awardee ☐ Performance Site:      
☐ Data Center
☐ Ancillary Laboratory
☐ Other:      
	☐ Funding only
☐ Intervene with human subjects (e.g. Recruitment/ Consent)
☐ Accessing /obtaining identifiable data/specimens 
☐ Accessing
/obtaining de-identified data/specimens
☐ Other Activities:      
	☐ Yes
☐ No
	     
	Click here to enter a date.	☐ No
☐ Yes:      
☐ N/A



    B. IRB Reviews and Determinations. (Add additional rows and copy/paste additional content as needed. Delete unneeded rows.)
	Institution
	Reviewing IRB/Ethics Committee
	Initial Approval Date
	Approval Expiration Date
	Type of IRB/ Institutional Review
	IRB’s Determin-ation
	Risk Determination Appropriate?
	Did the IRB approve waivers/alterations of consent?
	HSPS Concur with IRB Review? 

	     
	     
	Click here to enter a date.	Click here to enter a date.

☐ N/A
	☐ Determination 
    ☐ Not Research
    ☐ RNIHS
    ☐ Exempt
    ☐ Not Engaged
☐ Limited IRB Review
☐ Expedited
Category:   
☐ Full Board
	Choose an item.
	Choose an item.	☐ Yes
    ☐ Waiver or alteration of consent (32 CFR 116.(f))
    ☐ Waiver of documentation of consent:
      ☐ (§.117 (c)(1)
      ☐ (§.117 (c) (2)
      ☐ 21 CFR 56.109(c)(1)
    ☐ Other      
☐ No
☐ Not Applicable
	Choose an item.
	     
	     
	Click here to enter a date.	Click here to enter a date.

☐ N/A
	☐ Determination 
    ☐ Not Research
    ☐ RNIHS
    ☐ Exempt
    ☐ Not Engaged
☐ Limited IRB Review
☐ Expedited
Category:   
☐ Full Board
	Choose an item.
	Choose an item.	☐ Yes
    ☐ Waiver or alteration of consent (§.116.(f))
    ☐ Waiver of documentation of consent:
      ☐ (§.117 (c)(1)
      ☐ (§.117 (c) (2)
      ☐ 21 CFR 56.109(c)(1)
    ☐ Other      
☐ No
☐ Not Applicable
	Choose an item.


DHHS IRB Registration Number.  Go to https://ohrp.cit.nih.gov/search/search.aspx?styp=bsc and search on the IRBs tab for the DHHS IRB registration number(s) for the reviewing IRB.

IRB registration number(s) present in the database?
☐ Yes. 
☐ No.  Request Principal Investigator provide in section X.A. of the checklist.

Single IRB (sIRB) requirement met?
☐ Yes.  Name of sIRB      
☐ No.  Provide reason:       
    Exception to requirement:
    ☐ Approved
    ☐ Pending
    ☐ Need to request
☐ Not Applicable.  Provide reason:        (e.g., research conducted outside of the U.S., initial review of study prior to January 2020)

Comments:      

    C.  Individual Investigator Agreements. If one or more investigators have entered into Individual Investigator Agreements with another institution, identify the investigators and institution here:       



II. Required Documentation for HRPO Review.

	[bookmark: Text80][bookmark: Text81][bookmark: Text150][bookmark: Text151][bookmark: Text154][bookmark: Text155][bookmark: Text171]

	Is Element Addressed?
	Comments

	
	Yes
	No
	N/A
	

	  A. Subparts B & D Populations.  For each section, check Yes or No for enrollment of these populations.  If yes, document all subpart determinations and assess whether determinations are appropriate.
	
	

	      1. Will the protocol enroll Children? 
	☐	☐	
	If yes, complete (a) through (c); if no, delete rows (a) through (c) and go to A.2.

	        (a)  What was the risk category under which the protocol was approved?


	☐	☐	☐	☐ 45 CFR 46.404
☐ 45 CFR 46.405
☐ 45 CFR 46.406
☐ 45 CFR 46.407*
* Research involving section 407 is only approvable by the DoD Office for Human Research Protections (DOHRP).

	        (b)  Was Parental Permission addressed? 
	☐	☐	☐	☐ One parent (404, 405)
☐ Both parents (406, 407)
☐ Waiver of Parental Permission (45 CFR 46.408; 32 CFR 219.116.(d))

	        (c)  Assent is addressed (age range requiring assent specified, verbal or written assent or appropriate waiver granted by the IRB).
	☐	☐	☐	☐ Verbal Assent Process
Ages:
☐ Written Assent Process
Ages:
☐ Waiver of Assent (45 CFR 46.408 or 21 CFR 50.55))
    All children?   ☐ Yes    ☐ No *       
* Describe age range or population for which assent is waived.

	      2.  Will the protocol involve enrollment of pregnant women in greater than minimal risk research that includes interventions or invasive procedures to the woman or the fetus?
If unclear, inquire whether pregnant women are eligible to participate.
	☐	☐	
	If yes, complete (a) and (b); if no, delete rows (a) and (b) and go to A.3.

	        (a)  Protocol meets criteria for approval under 45 CFR 46.204.
	☐	☐	☐	If no, protocol must be approved by the DOHRP provided criteria defined within are met.  Consult leadership before proceeding.

	        (b)  Where appropriate, consent of the father is required.
	☐	☐	☐	     

	    3.  Does the protocol involve the use of Neonates as subjects? 
	☐	☐	
	If yes complete (a) and (b); if no, delete rows (a) and (b) and go to B.

	        (a) Protocol meets criteria for approval under 45 CFR 46.205.
	☐	☐	☐	If no, protocol must be approved by the DOHRP provided criteria defined within are met.  Consult leadership before proceeding.

	        (b) Where appropriate, consent of the father is required.
	☐	☐	☐	     

	B.  Scientific Review:  Documentation of adequate scientific review is provided.
	☐	☐	☐	Date of review or approval:      
Scientific review by:      

	C.  Investigator-related information provided?
	
	
	
	

	    1.  Documentation of required human subjects protection training for “Principal,” “Sub-Investigators” & “Associate” Investigators.
	☐	☐	☐	[bookmark: Text152]     

	    2.  Conflict of Interest statement provided by Principal, Sub-Investigators, & Associate Investigators (if appropriate).
	☐	☐	☐	[bookmark: Text156]     

	D.  Roles and responsibilities of key study personnel provided.
	☐	☐	☐	     



III. Protocol, Consent Form, and HIPAA Authorization Requirements.  The HRPO should only require changes to these documents if there are DoD required issues identified and should make an effort to minimize the number of required changes required to the protocol.

	[bookmark: Text203][bookmark: Text207]Elements
	Is Element Addressed?
	Comments/Location of Item

	
	Yes
	No
	N/A
	

	A.  10 USC 980
	
	
	
	

	    1.  Does the study involve an experiment (where the primary purpose is to determine the effect of the intervention)?
	☐	☐	
	If no to 1, 10 USC 980 does not apply.  Delete rows 2 through 6, and continue to Section III.B. If yes to 1, describe here and continue to question 2.
     

	    2.  Are all subjects able to provide their own informed consent for this protocol?
	☐	☐	☐	If yes to 2, 10 USC 980 requirements are met.  Delete rows 3 through 6, and continue to Section III.B.  If no to 2, continue to question 3.

	    3.  If the protocol requires informed consent from a legally authorized representative (LAR) or parent, does the research plan describe how the research is intended to be beneficial to each subject?
	☐	☐	☐	If no to 3, protocol does not comply with 10 USC 980.  Include a point of consideration for Approval Authority in recommendations section.  If yes to 3, describe the intent to benefit and continue to question 4.
     

	    4.  Will the LAR’s informed consent be obtained in advance?
	☐	☐	☐	If yes to 4, protocol complies with 10 USC 980. Delete rows 5 and 6, and continue to III.B.  If no to 4, describe and continue to 5.
     

	    5.  Is the research intended to advance the development of a medical product necessary to the armed forces?
	☐	☐	☐	If yes, protocol may be eligible for waiver of 10 USC 980. 
If no, research is not eligible for a waiver and may not be feasible as written given regulatory constraints. 
In either case, continue to 6 and discuss with approval authority prior to advising PI.

	    6.  For greater than minimal research or research subject to U.S. FDA regulations, IRB determined protocol may be approved under 21 CFR 50.24 (or comparable OHRP guidance).
	☐	☐	☐	If the protocol will move forward with a waiver request additional evaluation of compliance with regulatory requirements is required.  Completion of a Memo for Record (MFR) may be appropriate.  Consult with COHRP guidance on how to proceed.

	B.  Volunteers are informed in the consent form that the DoD is funding, supporting and/or conducting the research, as appropriate.
	☐	☐	☐	[bookmark: Text43]     

	C.  Access to research and medical records
	
	
	
	

	    1.  Consent document allows Federal or DoD representatives access to research records. 
	☐	☐	☐	     


	    2.  HIPAA Authorization form or section of the consent document allows for disclosure to Federal or DoD representatives.
	☐	☐	☐	     

	D.  Medical Care for Research-Related Injury
	
	
	
	

	    1. For greater than minimal risk research conducted by a DoD organization, provisions are in place to provide relief from expenses in the event of research related injury and the provisions are consistent with the DoDI.
	☐	☐	☐	     

	    2. For research conducted by non-DoD organizations, the consent form does not indicate DoD will provide medical care for research-related injury. 
	☐	☐	☐	     

	E.  Will the study enroll DoD-affiliated personnel (Service Members, Reserve Service Members, National Guard Members, DoD civilians, and DoD contractors) as the target population?
	☐	☐	☐	If yes, continue to next section.  If no, continue to next applicable section.
     





IV. DoD-affiliated Personnel as Subjects.  If the research does not target DoD-affiliated personnel, please mark this box: ☐ and delete the remainder of this section.

	[bookmark: OLE_LINK1][bookmark: OLE_LINK2]Elements
	Is Element Addressed?
	Comments/Location of Item

	
	Yes
	No
	N/A
	

	A. If the study includes any risks to DoD-affiliated personnel’s fitness for duty (e.g. health, availability to perform job, data breach), the informed consent document informs them about these risks and that they should seek command guidance before participating.
	☐	☐	☐	     

	B. If applicable, the consent document includes potential risks for the revocation of clearance, credentials, or other privileged access or duty.
	☐	☐	☐	     

	C. Letter of Support is provided from Commanders of units from which recruitment will occur.
	☐	☐	☐	     

	D. If the research takes place at a DoD facility/installation, approval from the command or DoD Component responsible for the facility was obtained.
	☐	☐	☐	

	E. Appropriate measures are in place to prohibit military and civilian supervisors, officers, and others in the chain of command from influencing their subordinates to participate in the study.
	☐	☐	☐	     

	F. Military & civilian supervisors, officers, and others in the chain of command are not present during the recruitment or consent process.
	☐	☐	☐	     

	G. For greater than minimal risk research in which DoD-affiliated personnel are recruited in a group setting, an ombudsman has been identified.
	☐	☐	☐	     

	H. Requirements are met regarding duty/leave status and compensation of U.S. military personnel and civilian employees involved in research.
	☐	☐	☐	     

	I. Does the research involve DoD-conducted, supported, or assisted large scale genomic data (LSGD) collected from DoD-affiliated personnel?
	☐	☐	☐	If yes, additional DoDI 3216.02 requirements for LSGD research apply. Please consult COHRP guidance.
     







V.  International Research.  If there are no international research sites, please mark this box: ☐ and delete the remainder of this section.

	Elements
	Is Element Addressed?
	Comments/Location of Item

	
	Yes
	No
	   N/A
	

	A. The HRPO International Research Study Information Form is completed and accurate.
Note:  The accuracy of the information provided on this form should be verified by using the current version of OHRP’s International Compilation of Human Subject Research Protections and other internal and external reliable online resources.
	☐	☐	☐	     

	B. Host Nation Regulatory Structure: Did the protocol receive Host Nation regulatory review and/or approval per in-country requirements?
	☐	☐	☐	

	C. Subpart Populations.  Safeguards are in place to protect the rights and welfare of special populations.
	☐	☐	☐	     

	1. Has the host nation Ethics Committee(s) reviewed and approved the protocol in accordance with 45 CFR 46: Subparts B and D?
If no, request (boilerplate language to be provided).
	☐	☐	☐	

	2. Legal age of consent/assent in-country is provided.  
	☐	☐	☐	Legal age of consent: Click here to enter text.
Legal age of assent: Click here to enter text.

	D. Healthcare System/Structure.
	
	
	
	

	1.  The healthcare system of the community/study population is adequately described.
	☐	☐	☐	     

	2.  Local standards of care (SOC) for the condition/disease under study are described.  

Document in Comments section.
	☐	☐	☐	     

	3.  In the event of a research related injury, the following information is adequately described in the consent form: 
- The institution providing medical care.
- The type of care that will be available (e.g. immediate, long-term, etc.).
-The duration of the care (i.e. indefinite or definite).
- The cost of this care to the volunteer.

Document in Comments section.
	☐	☐	☐	     

	4.  The health care system corresponds to the provisions set forth in the consent form for research-related injuries.
	☐	☐	☐	     

	E. Specimens/Data.  If applicable, it is explicitly stated in consent form that samples/data will be taken out of the host country.

If not, request that this information be added
	☐	☐	☐	     

	F. Translation documentation is provided for finalized documents, in all languages of study participants and English, along with verification of translation.
	☐	☐	☐	     

	G. Unique issues/regulations regarding data privacy and health information are adequately described. 
	☐	☐	☐	     



VI.  Drugs, Biologics, or Dietary Supplements. If no drugs, biologics, or dietary supplements used in the research, please mark this box: ☐ and delete the remainder of this section.

A.  Will the protocol use a new drug, biologic, or dietary supplement (hereafter referred to as drug), or/and one that is already lawfully marketed in the U.S.?
☐ New drug.  Continue to section C, Investigational New Drug (IND), below and complete Tables 1, 2, and 3.
☐ Marketed drug.  Does the protocol, SOW, proposal, or other documentation indicate that research with the marketed drug will support a submission to the U.S. FDA?
												☐ Yes.  Not eligible for an IND exemption, continue to section C, IND, and complete Tables 1, 2, and 3 below.
	☐ No, the marketed drug is being used as approved by FDA, and the PI has attested in the HRPO Submission Form that the investigation is not intended to be reported to FDA in support of a new indication for use, or to support any other significant change in the labeling for the drug.  Complete section B, IND Exemption.
	☐ No, but it appears the marketed drug is NOT being used as approved by FDA.  Complete section B, IND Exemption.
	☐ Unclear, more information is needed.  May need to request that the Principal Investigator answer the following question:  “Will data from this research be submitted, or held for later submission, to the FDA?” Explain:      

B.  IND Exemption.  Choose one:
☐ The clinical investigation uses a lawfully marketed drug that will be used in accordance with the labeling and indications as reviewed by the FDA, and meets all exemption criteria in 21 CFR 312.2(b)(1) (go to this site for the exemption criteria:  https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=312.2).  Answer the following question, and complete Table 1 below.

Did the Key Investigator provide adequate documentation of IRB or Institutional (e.g., regulatory affairs office) review and determination that the study meets the criteria for proceeding under the IND exemption criteria?
☐ Yes. Comments:       
☐ No, no/inadequate documentation present regarding IND exemption.  Include request for documentation in Section IX.A below.

☐ The study uses a marketed drug, but it does NOT appear to meet all exemption criteria in 21 CFR 312.2(b)(1), i.e., the investigation uses a different route of administration or dosage level or use in a population that significantly increases the risks or decreases the acceptability of the risks associated with use of the drug (go here for the exemption criteria:  https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=312.2).
Explain:       

Include request for information/documentation in Section IX.A below.  May need consultation with COHRP.

C.  IND.
☐ The protocol evaluates a new drug, or supports a new indication or change in labeling for a marketed drug, and requires an IND submission to the FDA.  Complete the three following tables.

Table 1. Drug Information.
	Protocol or other documents include:
	Yes
	No
	N/A
	Comments/location

	Name(s), composition(s) and source(s) of drug(s)
	☐	☐	☐	     

	Description of dosage form, packaging and labeling 
	☐	☐	☐	     

	Dose range, schedule, and route of administration 
	☐	☐	☐	     



Table 2. IND Information.
	Product Name(s)
	IND# or status
	Who holds the IND?

	     
	[bookmark: Text75]     
	☐ Sponsor:       
☐ Investigator:      



Table 3. Required Documents.
	Required Documents
	Is Element Addressed?
	Comments/Location of Item

	
	Yes
	No
	N/A
	

	Investigator’s Brochure or equivalent information provided.
	☐	☐	☐	     

	Form FDA 1572 provided for the PI and all Sub-Investigators?
	☐	☐	☐	     

	FDA correspondence:  documentation from FDA assigning the IND number or other FDA correspondence related to “this study may proceed” provided.
	☐	☐	☐	     



Comments:      

Exception From Informed Consent (EFIC) for Emergency Research Trials:  Has the research team submitted an IND application to the FDA as required for EFIC trials under 21 CFR 50.24(d)?  
☐ N/A, not an EFIC trial.

☐ Yes. Comments:            Note:  also complete the HRPO 10 USC 980 waiver/50.24 checklist

☐ No.  Explain:      

VII.  Devices. If no devices are used in the research, please mark this box: ☐ and delete the remainder of this section.

A.  Is the focus of the study to evaluate the safety and effectiveness of a medical device (to include decision support software, mobile medical applications, in vitro diagnostic (IVD) devices and assays with IVD devices)? 
☐ Yes. Describe and go to section B:       
☐ No, device(s) is only used as a tool, e.g. means to collect data, obtain images, etc. in this protocol. If no, stop and go to Section VIII.

B.  Does the protocol, SOW, proposal, or other documentation indicate that research with the device will support a submission to the FDA?
															☐ Yes.  Continue to section C.
☐ No, and the PI has attested in the HRPO Submission Form that data from this research will not be submitted, or held for later submission, to the FDA as part of an application for a research or marketing permit.  If no, stop and go to Section VIII.
	☐ Unclear, more information is needed.  May need to request that the Principal Investigator answer the following question:  “Will data from this research be submitted, or held for later submission, to the FDA?”  Include in requests for information in Section IX.A below; discuss with AA as needed.

C.  IRB/FDA Review Pathway.  Which of the following did the clinical investigation receive? (Choose one)
☐ IRB review and approval under the abbreviated requirements at 21 CFR 812.2(b) (i.e., non-significant risk device study).  Complete Tables 1 and 2 below.
☐ Prior submission to FDA as a significant risk device study.  Complete Tables 1 and 2 below.
☐ IRB review as an exempted investigation under 21 CFR 812.2(c) (go to this site for the exempted investigation criteria:  https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=812.2)
Provide the applicable exempt criterion (e.g., 21 CFR 812.2(c)(3):       
☐ No evidence of the IRB’s review under the applicable FDA regulations.  Include request for information/documentation in Section IX.A below.

Comments:       

D.  HRPP Assessment.  Do you concur with the IRB’s review and determination regarding device study status?
☐ Yes.
☐ No.  Provide reason:       
☐ Pending additional information.





Table 1.  Device Information
	Device Name(s)
	Device Study Risk Determination*
	IDE Number
(if applicable)
	Who holds the IDE?

	     
	Choose an item.	     
	☐ Sponsor:       
☐ Investigator:        



Table 2.  Required Information.
	Required Information
	Is Element Addressed?
	Comments/Location of Item

	
	Yes
	No
	N/A
	

	Device manual or equivalent provided?




	☐	☐	☐	     

	Does the protocol describe the intended use of the medical device for this study?
	☐	☐	☐	     

	Do the documents reviewed by the IRB contain an adequate description of the medical device?
	☐	☐	☐	     

	Do the documents reviewed by the IRB contain a summary of experience with the device?
	☐	☐	☐	     



EFIC for Emergency Research Trials:  Has the research team submitted an IDE application to the FDA as required for EFIC trials under 21 CFR 50.24(d)?

☐ N/A, not an EFIC trial.

☐ Yes. Comments:            Note:  also refer to COHRP

☐ No.  Explain:      

Comments:       

[bookmark: OLE_LINK7][bookmark: OLE_LINK8]VIII.  Protocol Assessment & Considerations.  

[bookmark: Text227]    A.  Additional comments pertinent to review and approval of the protocol:       

    B.  HRPO Assessment.       

    C.  Considerations for HRPO Approval Authority (HRPO AA).

        1.  

        2.  




IX.  Recommendations.

    A.  Required Information/Documents.

        1.  

        2.  

    B.  Revisions to be made to the protocol (Version/Date ___).   

        1.  

        2.  

    C.  Revisions to be made to the consent form (Version/Date ____).   

        1.  

        2.  

X.  HRPO Review

    A.  HRPO comments.  Include responses to considerations, list of additional issues identified, etc.  If returned documents require revisions, note here.
Click here to enter text.

    B.  HRPO Signature




_______________________________
HRPO Signature			Date
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