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	   Reviewer Worksheet: DOD, DOJ, DOE, or School Based 
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	Reviewer Name:
	     

	Protocol Number:
	     
	
	Review Date:
	     


1.
Do any of the research activities involve the Department of Defense
 (DoD) in any of the following ways?  
	
	The study is funded by a component of the DoD

	
	The study involves cooperation, collaboration, or other type of government agreement with a  component of the DoD

	
	The study uses property, facilities, or assets of a component of DoD

	
	The subject population will intentionally include personnel (military and/or civilian) from a component of the DoD, or data or specimens from DoD personnel


If Yes to any of the above, please answer these questions: If no skip to 2

	Y N N/A
	STUDY DESIGN RELATED

	
	Has scientific merit of the research been considered?

IF NO STOP - RESEARCH MAY NOT BE APPROVED

	


	1. Does the IRB consider the research procedures for any of the subjects to be greater than minimal risk
?

a. If yes – has an appropriate Research Monitor with expertise consonant with the nature of the risks of the study been identified?

b. Has the IRB approved a written summary of and confirmed with that monitor his/her duties, authorities, and responsibilities?

IF NO TO EITHER a or b, STOP - RESEARCH MAY NOT BE APPROVED

	Y N N/A
	CONSENT SPECIFIC ISSUES

	





	2. Does the research meet the following DOD specific definition of ‘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. Research involving a human being as an experimental subject is a subset of research involving human subjects. This definition does not include activities that are not considered research involving human subjects, or research involving the collection or study of existing data, documents, records, or specimens from living individuals.

If NO, skip to question 3.  If YES, answer a) and b)below:

a. Will informed consent /assent be obtained from all experimental subjects prior to any research procedures?

If NO to 2.a Has the requirement for prior informed consent has been waived by the Head of a DoD Component with respect to a specific research project to advance the development of a medical product necessary to the Armed Forces if the research project may directly benefit the subject and is carried out in accordance with all other applicable laws and regulations.

IF NO, STOP - RESEARCH MAY NOT BE APPROVED

b. Will adults with decisional impairment be enrolled in the research? 

If YES
i. If so, will consent be obtained from the experimental subject’s legal representative?
 If YES
1. Does the research intend to benefit the individual subject?
IF NO, STOP - RESEARCH MAY NOT BE APPROVED

	Y N N/A
	VULNERABLE SUBJECT POPULATIONS

	



	3. Research Involving Prisoners
a. The research is being reviewed at a convened IRB meeting (research intending to include prisoners as subjects cannot be reviewed by the expedited procedure.
AND

b. At least one prisoner representative is present at the IRB meeting for quorum to be met.

IF NO to either, STOP - RESEARCH MAY NOT BE APPROVED

	
	4. The research involves prisoners of war
The DoD directive 3216.2 (section 4.4.2) prohibits research involving prisoners of war.  This includes any person captured, detained, held, or otherwise under the control of DoD personnel (military and civilian, or contractor employee).  Such persons include enemy prisoners of war, civilian internees, retained persons, lawful and unlawful enemy combatants.  Such persons do not include DoD personnel being held for law enforcement purposes.

IF RESEARCH INVOLVES PRISONERS OF WAR STOP - RESEARCH MAY NOT BE APPROVED

	

	5. Does the research involve pregnant woman, fetuses and/or neonates as human subjects? 
If YES, please note that Subpart B of 45 CFR 46 regulations apply, with the following differences/limitations:

a. For purposes of applying Subpart B of 45 CFR 46 (see main reviewer checklist), the phrase ‘biomedical knowledge’ shall be replaced with ‘generalizable knowledge.’
b. The applicability of Subpart B (see main Reviewer Worksheet) is limited to research involving pregnant women as participants in research that is more than minimal risk and includes interventions or invasive procedures to the woman or the fetus, or involving fetuses or neonates as participants.

	
	6. Fetal research 

a. Research involving human subjects using  fetal tissue must comply with the US Code Title 42, Chapter 6A, Subchapter III, Part H, 289g  as participants

IF NO STOP - RESEARCH MAY NOT BE APPROVED


2.
Are any of the research activities funded by the Department of Justice
 (DOJ)?   FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO

If Yes please answer these questions: If no skip to 21

	Y N N/A


	1. The research will obtain a privacy certificate approved by the National Institute of Justice (NIJ) human subject protection officer before any research begins.

	
	2. All investigators and research Staff will sign employee confidentiality statements, which are maintained by the investigator, before any research begins.

	

	3. The research procedures may involve uncovering child abuse, or suicidal risk or risk of harming others, or other information that could prompt State-required mandatory reporting requirements.

a. If yes, the submission includes a separate consent for research staff to contact protective services to report suspected or self-disclosed [child or elder as applicable] abuse [NIJ SAMPLE TEMPLATE https://www.nij.gov/funding/humansubjects/Documents/sample-form-consent-for-reporting.doc]   


3.
Are any of the research activities funded by the Department of Education AND/OR conducted in Public Education Settings
?   FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO
If Yes please answer these questions:

	Y   N  N/A




	Where research activities involve access to educational record data:
1. Written permission of subjects/parents will be obtained for all research activities
OR

2. Waiver of parental (or qualified student) permission is requested.
a. If yes, to above, the investigator must submit to the IRB a FERPA/PPRA exception letter from the educational institution that holds the educational records.

	
	For non-Department of Education funded studies which are to be performed in schools, the investigator has submitted to the IRB a copy of an approval notification from an authorized individual within the school or school district.


1 See IRB Guidance � HYPERLINK "http://www.childrenshospital.org/research/institutional-review-board/guidelines-and-policies" ��11.11 Research Involving Department of Defense Funding�


� For DOD regulated research, Minimal Risk refers to risks ordinarily encountered in daily life or during the performance of routine physical or physiological examination or tests. It shall not be interpreted to include the inherent risks certain categories of human subjects face in their everyday life. For example the risks imposed in research involving human subjects focused on a special population should not be evaluated against the inherent risks encountered in their work environment (e.g., emergency responder, pilot, soldier in a combat zone) or having a medical condition (e.g., frequent medical tests or constant pain.)


�� HYPERLINK "http://www.dtic.mil/whs/directives/corres/pdf/321602p.pdf" �� See Department of Defense Instruction Number 3216.02 Glossary, Page 38.�


� See IRB Guidance � HYPERLINK "http://www.childrenshospital.org/research/institutional-review-board/guidelines-and-policies" ��11.16 Research Involving Department of Justice Funding�


� See IRB Guidance � HYPERLINK "http://www.childrenshospital.org/research/institutional-review-board/guidelines-and-policies" ��11.5 Guidelines for Research Funded by the Department of Education and School Based Research�
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