  ADDITIONAL Human Research Protection Official (HRPO) Checklist FOR SPECIAL POPULATIONS AND

SPECIAL RESEARCH CATAGORIES

· Complete the following checklist for all extramural human subject research involving special populations or special research categories. 
· Attach this Additional checklist, and any related documentation to the USMC Human Research Protection Official Checklist for Extramural Research.
· If contract award includes multiple protocols, this additional checklist should be completed for each if applicable. 

· Contact USMC HRPO for assistance .

	Performer Name:
	

	Contract/Grant/Funds Number:
	

	Protocol Title:
	

	Principal Investigator:
	


1. SUBJECT POPULATION- Military/DoD Civilian Personnel

	YES
	N/A
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Subjects include DoD personnel (military and/or civilian).
If Yes, identify military command or DoD agency.



2. SUBJECT POPULATION- Pregnant Women, Human Fetuses, or Neonates

	YES
	N/A
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The research will be performed on pregnant women, human fetuses, neonates, human in-vitro fertilization (45 CFR 46 Part B).

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The protocol provides for consent of: pregnant woman or mother (45 CFR 46.204(d), 45 CFR 46.204(g)); consent of mother and father (45 CFR 46.204(e), 45 CFR 46.205(c) (5)); or consent of either parent (45 CFR 46.205(b) (2)).


3. SUBJECT POPULATION- Children
	YES
	N/A
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The research will be carried out with children (45 CFR 46 Subpart D, DoDD 3216.02 par 4.4.1).

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The research was deemed exempt by the IRB.
If exemption category 2 is cited (§219.101(b) (2)), confirm that the research only involves observation of public behavior when the investigator(s) do not participate in the activities being observed (45 CFR 46.401(b)).


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The protocol addresses assent of the child (45 CFR 46.408).
If yes, confirm that the protocol includes IRB-approved forms or script.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The protocol addresses permission of the parent or guardian (45 CFR 46.408).

If yes, confirm that the protocol includes IRB-approved forms or script.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	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).


4. SUBJECT POPULATION- Prisoners

	YES
	N/A
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The research will be performed on prisoners (defined at SECNAVINST 3900.39D Encl. 1 #20). (See also 45 CFR 46 part C, SECNAVINST 3900.39D 7.a. (2) (b)).
Under Secretary of the Navy (UNSECNAV) approval is required. (SECNAVINST 3900.39D 7.a. (2) (b)).*

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The research will be performed on Prisoners of War or Captured or Detained Personnel (defined at SECNAVINST 3900.39D 6.a. (8)).  (See also DoDD 3216.02 par 4.4.2, SECNAVINST 3900.39D 6.a. (8), SECNAVINST 3900.39D Encl.1 #21).
Research on Prisoners of War and on Captured or Detained Persons is prohibited (SECNAVINST 3900.39D 6.a. (8)).


5. SUBJECT POPULATION-Other
	YES
	N/A
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The research will be performed on subject populations in foreign countries.

If yes, list countries.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The research will be performed on an indigenous subject population (e.g., tribal community).

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The research involves human beings as experimental subjects (defined at DoDD 3216.02 Encl.2  E.2.1.3.) and informed consent will be obtained in advance (DoDD 3216.02 par. 4.2.).
If advance informed consent will not be obtained, contact ONR343. A SECNAV waiver may be processed if research: advances development of a medical product necessary for the armed forces; directly benefits the subject; is carried out in accordance with applicable law and reg. (10 U.S.C. 980, DoDD 3216.02 par 4.2, SECNAVINST 3900.39D 7.a. (1)(a) and (b), 21 CFR 50.24 emergency research).



	 FORMCHECKBOX 

	 FORMCHECKBOX 

	If research involves human beings as experimental subjects (defined at DoDD 3216.02 Encl.2  E.2.1.3.), who do not have the capacity to consent for themselves (due to age, condition, or other reason), and the research is beneficial to the subject, prior informed consent will be provided by a legally authorized representative of the subject. (DoDDIR 3216.02 par.4.2.1.)
For these efforts the reviewing IRB must have addressed and determined that the research was beneficial to the subjects. (10 U.S.C. 980 and DoDD 3216.02 par 4.2.1.).
If advance informed consent will not be obtained, contact ONR 343.  A SECNAV waiver may be processed if research: advances development of a medical product necessary for the armed forces; directly benefits the subject; is carried out in accordance with applicable law and reg. (10 U.S.C. 980, DoDD 3216.02 par 4.2, SECNAVINST 3900.39D 7.a. (1)(a) and (b), 21 CFR 50.24 emergency research).


6. SPECIAL RESEARCH CATEGORIES

	YES
	N/A
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The research is a potentially or inherently controversial topic likely to attract media attention (SECNAVINST 3900.39D 7.a. (2) (c)).
UNSECNAV approval required.*

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The research is classified (SECNAVINST 3900.39D 6.j. and 7.a. (4)).
SECDEF approval required via DoD DDR&E.*

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The research includes severe or unusual physical or psychological intrusions (SECNAVINST 3900.39D 7.a. (2) (a)).
UNSECNAV approval required.*

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The research involves human subjects for testing the effects of chemical, biological, or nuclear agents or weapons (DoDD 3216.02 par 4.4.5, SECNAVINST 3900.39D 7.a. (3) (a)).
DoD DDR&E approval required.*

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The research requires action by an official of the Department of Health and Human Services (45 CFR 46.207(b), 45 CFR 46.306, 45 CFR 46.407, SECNAVINST 3900.39D 7.a. (3) (b)).
DoD DDR&E approval required.*

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The research involves 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/donee.


7. Research with test/investigational articles including drugs, devices, biologics/vaccines
	YES
	N/A
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The research includes a 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.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The research involves an Investigational New Drug (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. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The research involves off-label and investigational use of marketed Drugs, Biologics and Medical Devices.
If yes, confirm that IRB-approved protocol addresses submission of an IND or IDE or identifies that submission is not required (IND exemptions at 21 CFR 312.2).


Program Officer Review.  To the best of my knowledge the information included in this checklist accurately describes the research effort that I am sponsoring.  

____________________________
_________________

PO Signature
Date
____________________________
PO Printed Name

HRPO Review

____________________________
_________________

HRPO Signature
Date
____________________________

HRPO Printed Name
* Contact USMC HRPO for assistance
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