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Monitoring of IRB Meeting Minutes 
Actions Taken by the Convened IRB.  IRB minutes will include all actions taken by the convened IRB and the votes underlying those actions (32 CFR 219.109) on the initial or continuing review of research; review of protocol or informed consent modifications or amendments; unanticipated problems involving risks to subjects or others; adverse event reports; reports from sponsors, cooperative groups, or DSMB/DMCs; reports of continuing non-compliance with the human subject regulations or IRB determinations; suspensions or terminations of research; and other actions.  IRB actions for initial or continuing review of research include those listed below.  
	Criteria to Consider
	Yes
	No
	N/A

	a. IRB approval recommendations are noted in the minutes 
	|_|
	|_|
	|_|

	Modifications required to secure approval do not require interpretation by reviewer (e.g. words like clarify and explain are NOT used).
	|_|
	|_|
	|_|

	b. Each IRB action is documented on its own enclosure or with the relevant action
	|_|
	|_|
	|_|

	c. The minutes include the basis for requiring changes in or disapproving research (32 CFR 219.109(d)).
	|_|
	|_|
	|_|

	d. The minutes include a summary of the discussion of all controverted issues and their resolution (32 CFR 219.115(a)(2)).
	|_|
	|_|
	|_|

	The level of risk of the research.
	|_|
	|_|
	|_|

	The approval period for the research, including identification of research that warrants review more often than annually.
	|_|
	|_|
	|_|

	Identification of any research for which there is need for verification from sources other than the investigator that no material changes are made in the research.
	|_|
	|_|
	|_|

	Justification for waiver or alteration of informed consent, addressing each of the 4 criteria at 32 CFR 219.116(d).  Briefly, the criteria that the IRB must find and document are: (1) the research involves no more than minimal risk to subjects; (2) the waiver or alteration will not adversely affect the rights and welfare of subjects; (3) the research could not practicably be carried out without the waiver or alteration; and (4) whenever appropriate, the subjects will be provided with additional pertinent information after participation.
	|_|
	|_|
	|_|

	Justification for waiver of the requirement for written documentation of consent in accordance with the criteria at 32 CFR 219.117(c).
	|_|
	|_|
	|_|

	Justification for approval of research involving pregnant women, human fetuses and neonates, addressing each of the criteria specified under Subpart B of the DHHS human subject regulations.
	|_|
	|_|
	|_|

	Justification for approval of research involving children, addressing each of the categories and criteria specified under Subpart D of the DHHS, or Subpart D of the FDA human subject regulations in the case of FDA regulated research.  The IRB Chair or Vice Chair is responsible for providing notification to DON HRPP of the IRB’s findings concerning research requiring review by a panel of experts.  For FDA regulated research similar notification shall go to the FDA Commissioner. 
	|_|
	|_|
	|_|

	Special protections warranted in specific research projects for groups of subjects who are likely to be vulnerable to coercion or undue influence, such as children, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons, regardless of source of support for the research.
	|_|
	|_|
	|_|

	Justification for approval of research planned for an emergency setting, with specific reference to the criteria specified under the special FDA exception at 21 CFR 50.24.  Note: Planned emergency research must be approved by the Secretary of the Navy.  
	|_|
	|_|
	|_|

	Any IRB discussions or determinations regarding (i) unanticipated problems involving risks to subjects or others; (ii) serious adverse events; and (iii) any other items on which the IRB takes formal action.
	|_|
	|_|
	|_|

	Serious and/or continuing noncompliance.
	|_|
	|_|
	|_|

	e. The minutes identify research approved or other action since the last meeting conducted through expedited review.
	|_|
	|_|
	|_|

	f. IRB minutes state the name of persons who recused themselves and relevant protocol.
	|_|
	|_|
	|_|

	g. Duration of the meeting by recording when the meeting came to order and when the meeting was adjourned are noted in the minutes
	|_|
	|_|
	|_|

	h. Names of alternates members who deliberate and vote on the research.
	|_|
	|_|
	|_|

	i. Names of alternates members who do NOT deliberate or vote on the research.
	|_|
	|_|
	|_|

	j. Other considerations (add comments below).
	|_|
	|_|
	|_|


Comments or Concerns:      




										
Signature of Reviewer						Date 
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