DEPARTMENT OF THE NAVY
 HUMAN RESEARCH PROTECTION OFFICIAL 
SPECIAL POPULATIONS AND SPECIAL RESEARCH CATEGORIES CHECKLIST 

	HRPO CHECKLIST B		



· Complete the following checklist for all Department of the Navy (DON)/USMC-supported research involving human subjects conducted by non-DoD performers involving special populations or special research categories.  (48 CFR 252.235-7004 and DoDI 3216.02, Enc. 3, par 4) 
· Attach this checklist and any related documentation to the HRPO Checklist A and HRPO Checklist C.  (When applicable, e.g., subject becomes a prisoner).
· If contract or non-contract agreement includes multiple protocols, this additional checklist should be completed for each protocol, as applicable. 
· Contact your USMC HRPP Point of Contact for assistance.

	Program Officer (if applicable):
	

	Performer Name:
	

	Proposal Title:
	

	Principal Investigator: 
	 

	Protocol Title:
	



1. DOD-UNIQUE REQUIREMENT- Compensation for Participation in Research
	YES
	N/A
	

	☐
	☐
	Does the protocol adequately address additional DoD requirement for compensation? 
· Compensation for participation in research for blood draw procedures and non-blood draw procedures does not exceed the limits noted in Table 1 and Table 2 below.  (DoDI 3216.02, Enc 3, par 11b)



Table 1:  For Each Blood Draw procedure conducted by Non-DoD Institution:
	Research Subject Type
	Funding Type
	Max Payment Limit

	On-Duty Federal
	Federal or Not Federal
	<= $501

	Off-Duty Federal
	Federal
	<= $501

	Off-Duty Federal
	Not Federal
	As approved by IRB

	Non-Federal
	DoD-funded
	<= $501


1If the research meets the purpose of Section 30 of title 24, United States Code.

Table 2:  For Each Non-Blood Draw procedure conducted by Non-DoD Institution:
	Research Subject Type
	Funding Type
	Max Payment Limit

	On-Duty Federal
	Federal or Not Federal
	No payment allowed

	Off-Duty Federal
	Federal
	No payment allowed

	
	Federal  (but payment is directly from a Federal contractor and not from a Federal source)
	As approved by IRB

	
	Not Federal
	As approved by IRB

	Non-Federal
	Federal or Not Federal 
	As approved by IRB



2. DOD UNIQUE REQUIREMENT- Experimental Subjects
	YES
	N/A
	

	☐
	☐
	If study involves “experimental subjects,” does the protocol adequately address the requirements of 10 USC 980?
Research involving a human being as an experimental subject - An activity, for research purposes, where there is an intervention or interaction with a living individual for the primary purpose of obtaining data regarding the effect of the intervention or interaction.
· Informed consent secured in advance of research participation from experimental subject?  OR
· Informed consent is secured in advance from experimental subject’s legal representative and research must intend to benefit the individual subject.
If informed consent will not be obtained, a USD R&E and SECNAV waiver may be processed if research:  advances development of a medical product necessary for the armed forces;  directly benefits the subjects;  is carried out in accordance with applicable law and reg.  (10 U.S.C. 980, DoDI 3216.02 Encl. 3, par 9.(c), SECNAVINST 3900.39E CH-1 Enc. (3), par 1b , 21 CFR 50.24 emergency research)* 



3. SUBJECT POPULATION- Military or DoD Civilian Personnel
	YES
	N/A
	

	☐
	☐
	Does the protocol adequately address additional protections for Military Personnel and/or Civilians (DoDI 3216.02, Enc. 3, par 7(e))? 
· Protocol addresses minimizing undue influence.  Military/DoD civilian Superiors will not be present during recruitment activities of their subordinates, and will not influence their subordinates regarding participation in research involving human subjects.
· If military/DoD civilian personnel are recruited in a group setting and the research is greater than minimal risk an ombudsman has been identified.
· Military/DoD civilian personnel shall follow their Command’s/Organization’s policies regarding the requirement to obtain permission to participate in research involving human subjects.  HRPOs may require letters of support provided from Commanders/COs of Commands in which recruitment will occur or study will be conducted.





4. SUBJECT POPULATION- Pregnant Women, Human Fetuses, or Neonates
	YES
	N/A
		

	☐
	☐
	Does the protocol adequately address additional protections for pregnant women fetuses as made applicable by DoDI 3216.02?
Note these additional protections apply to research involving fetuses as human subjects, but only apply to research involving pregnant women as human subjects when the research is greater than minimal risk and includes interventions or invasive procedures to the woman or to the fetus. 
· Where scientifically appropriate, preclinical studies, including studies on pregnant animals, and clinical studies, including studies on nonpregnant women, have been conducted and provide data for assessing potential risks to pregnant women and fetuses.
· The risk to the fetus is caused solely by interventions or procedures that hold out the prospect of direct benefit for the woman or the fetus; or, if there is no such prospect of benefit, the risk to the fetus is not greater than minimal and the purpose of the research is the development of important generalizable knowledge which cannot be obtained by any other means;
· Any risk is the least possible for achieving the objectives of the research;
· If the research holds out the prospect of direct benefit solely to the fetus then the consent of the pregnant woman and the father is obtained;
· No inducements, monetary or otherwise, will be offered to terminate a pregnancy;  Individuals engaged in the research will have no part in any decisions as to the timing, method, or procedures used to terminate a pregnancy;  and Individuals engaged in the research will have no part in determining the viability of a neonate.

	☐
	☐
	Does the protocol adequately address additional protections for neonates? 
· Research involving neonates of uncertain viability and nonviable neonates meets all of the conditions under 45 CFR 46.205(a).
· Research involving neonates of uncertain viability (it has not been ascertained whether or not a neonate is viable) meets all the conditions under 45 CFR 46.205(b).
· Research involving nonviable neonates meets all the condition under 45 CFR 46.205(a).

	☐
	☐
	Does the protocol adequately address requirements for research involving use of fetal tissue? (42 U.S.C. 289g-g2).
If yes, confirm that the protocol includes informed consent documents for donor, researcher, and recipient.



5. SUBJECT POPULATION- Children
	YES
	N/A
	

	☐
	☐
	Does the protocol adequately address additional protections for children as described below?

	
	
	· Exempt Research involving Children
	If exemption category 2 is cited (32 CFR 219.104(d)(2)), the research only involves observation of public behavior when the investigator(s) do not participate in the activities being observed (32 CFR 219.104(b)(3)).
· Research not involving greater than minimal risk (45 CFR 46.404)
(a) IRB finds that adequate provisions are made for soliciting the assent of the children and the permission of their parents or guardians, as set forth in 45 CFR 46.408.
· Research involving greater than minimal risk but presenting the prospect of direct benefit (45 CFR 46.405)
(a) The risk is justified by the anticipated benefit to the subjects;
(b) The relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches;  and
(c) IRB finds that adequate provisions are made for soliciting the assent of the children and the permission of their parents or guardians, as set forth in 45 CFR 46.408.
· Research involving greater than minimal risk but presenting NO prospect of direct benefit to the individual subjects. (45 CFR 46.406)
(a) The risk represents a minor increase over minimal risk;
(b) The intervention or procedure presents experiences to subjects that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social, or educational situations;
(c) The intervention or procedure is likely to yield generalizable knowledge about the subjects' disorder or condition which is of vital importance for the understanding or amelioration of the subjects' disorder or condition;  and
(d) Adequate provisions are made for soliciting assent of the children and permission of their parents or guardians, as set forth in 45 CFR46.408.
· A child advocate has been appointed when research involves children who are wards of the state or any other agency, institution, or entity. (45 CFR 46.409)

	☐
	☐
	Does the protocol adequately address additional protections for children required for research regulated by the Food and Drug Administration (FDA)?

	
	
	· Subpart D—Additional Safeguards for Children in Clinical Investigations. (See 21 CFR 50.50 to 21 CFR 50.56)



6. SUBJECT POPULATION- Prisoners
	YES
	N/A
	

	☐
	☐
	Does the protocol adequately address all research and IRB review requirements for research intending to include prisoners as subjects provided?

	
	
	· Research involving human subjects that includes prisoners must meet the additional relevant protections of subpart C of 45 CFR Part 46, as modified by DoDI 3216.02. NOTE:  Need USD (R&E)’s concurrence/approval (guidance available).
· Research intending to include prisoners as subjects cannot be reviewed by the IRB through an expedited review procedure.
· The IRB reviewing research intending to include prisoners as subjects shall be composed of at least one prisoner representative (At least one prisoner representative must be present for a quorum.).
· Research involving prisoners is limited to specific categories as prescribed by subpart C of 45 CFR Part 46, and DoDI 3216.02, Enclosure 3, par 7b.
· Except for activities covered by investigational new drug or investigational device provisions when for the purpose of diagnosis or treatment of a medical condition in a patient, research involving detainees is prohibited (DoDI 3216.02, Enc. 3, par 7c).  Such activities must be forwarded to the Navy SG for approval (SECNAVINST 3900.39E CH-1, Enc. 4, par 7d).  




7. DOD-UNIQUE REQUIREMENT- Research Conducted in Foreign Countries
	YES
	N/A
	

	☐
	☐
	Does the protocol adequately address the requirements for research that will be performed on subject populations in foreign countries?
· List Countries:                                                                         
· When the research involving human subjects is being conducted in a foreign country, confirm all applicable national laws and requirements of the foreign country have been met and confirm the IRB considered the cultural sensitivities in the setting where the research will take place (DoDI 3216.02, Enc 3, par 4c(2)(e)).
· Confirm all applicable national laws and requirements of the foreign country have been met, by employing one of the following strategies (SECNAVINST 3900.39 E CH-1, Enc. 4, par 3d(2)):
-Consulting with local human research protections expert;
-Consulting with country’s ministry of health, consulate, etc.;
-Establishing collaborative relationships with a foreign university or institution;
-Coordinating with the Navy’s International Program Office;
-Consulting with reputable and knowledgeable NGO.
-Consulting with researchers independent of the research team who are experienced in conducting research in the country were the work will take place.




8. RESEARCH WITH TEST/INVESTIGATIONAL ARTICLES REGULATED BY FOOD & DRUG ADMINISTRATION (FDA) INCLUDING DRUGS, DEVICES, BIOLOGICS/VACCINES 
	YES
	N/A
	

	☐
	☐
	Does the protocol adequately address FDA requirements for clinical investigations of medical device?  (Medical device defined at 21 U.S.C. 321(h)).
If yes, confirm that IRB-approved protocol addresses Investigational Device Exemption requirements (21 CFR Part 812) and/or that an IDE application has been submitted to the FDA in previous 30+days or the FDA has approved an IDE application.

	☐
	☐
	Does the protocol adequately address FDA requirements for clinical investigations of Investigational New drug or biologic?  (Defined at 21 CFR 312.3).
If yes, confirm that the IRB-approved protocol addresses Investigational New Drug requirements: exemption; an IND submission to the FDA in previous 30+ days; or effectivity of FDA-issued IND. 

	☐
	☐
	Does the protocol adequately address FDA requirements for clinical investigations of off-label use of marketed Drugs, Biologics, or Medical Devices?
If yes, confirm that IRB-approved protocol addresses submission requirements of an IND or IDE or identifies that such submission is not required (IND exemptions at 21 CFR 312.2, IDE exemptions at 21 CFR 812.2c).



9. SPECIAL RESEARCH CATEGORIES
	YES
	N/A
	

	☐
	☐
	The research is a potentially or inherently controversial topic likely to attract media attention.  (SECNAVINST 3900.39E CH-1  Enc. 3, par 2b(5))
UNSECNAV approval required.*

	☐
	☐
	The research is classified.  (DoDI 3216.02 Enclosure 3, 13.(a), SECNAVINST 3900.39E CH-1 Enc. 3, par 2b(5))
SECDEF approval required via USD(R&E).*

	☐
	☐
	The research involves human subjects for testing the effects of chemical, biological, or nuclear agents or weapons.  (DoDI 3216.02 Enclosure 2, 3.(f)(1), SECNAVINST 3900.39E CH-1 Enc. 3, par 2b(1)
USD(R&E) approval required.*

	☐
	☐
	The research requires action by an official of the Department of Health and Human Services for certain research under 45 CFR 46 Subparts B through D.  (45 CFR 46.207(b), 45 CFR 46.306, 45 CFR 46.407, DoDI 3216.02, Encl. 3, par 7.)
USD(R&E) approval required.*

	☐
	☐
	The research will involve participants from an indigenous population (e.g., tribal community).



Program Officer Review

To the best of my knowledge the information included in this checklist accurately describes the research effort being sponsored.


Program Officer Signature					Date:

HRPO Review


HRPO Signature						Date:
HRPO Checklist B [Version Date: 02-ARP-2019]		1	

(* Contact USMC HRPO for assistance)

HRPO Checklist B [Version Date: 02-APR-2019]		2
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Program Officer   (if  applicable) :   

Performer Name:   

Proposal Title:   

Principal Investigator :       

Protocol Title:   

  1 . DOD - UNIQUE REQUIREMENT -   Compensation for Participation in Research  

YES  N/A   

?  ?  Does the protocol adequately address additional DoD requirement for  compensation?       Compensation for participation in research for blood draw procedures  and non - blood draw procedures does not exceed the limits noted in  Table 1 and Table 2 below.    (DoDI 3216.02, Enc 3, par 11b)  

  Table 1:  For Each Blood Draw procedure conducted by Non - DoD Institution:  

Research Subject Type  Funding Type  Max Payment Limit  

On - Duty Federal  Federal or Not Federal  <= $50 1  

Off - Duty Federal  Federal  <= $50 1  

Off - Duty Federal  Not  Federal  As approved by IRB  

Non - Federal  DoD - funded  <= $50 1  

1 If the research meets the purpose of Section 30 of title 24, United States Code.     Table 2:  For Each Non - Blood Draw procedure   conducted by Non - DoD Institution :  

Research Subject  Type  Funding Type  Max Payment Limit  

On - Duty Federal  Federal or Not Federal  No payment allowed  

Off - Duty Federal  Federal  No payment allowed  

Federal  (but payment is  directly from a Federal  contractor and not from a  Federal source)  As approved by IRB  

Not  Federal  As approved by IRB  

