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HUMAN STUDIES SUBCOMMITTEE
IRB REVIEWER WORKSHEET – New Study

	Reviewer ‑ 
	     
	Discussed at IRB Meeting on ‑ 
	     

	PI ‑ 
	     
	Study Title ‑ 
	     

	

	        Full Review
	
	         Expedited
	
	              Exempt
	


CRITERIA FOR APPROVAL OF RESEARCH:  Critical areas for the review of human subjects research are listed below.  These points must be adequately addressed within the submission package in order to be reviewed and approved by the HSS.  Please indicate whether the researcher has adequate addressed each of the critical areas.  [Refer to and complete the informed consent checklist for each consent form (attached).]

	1.  PURPOSE AND BACKGROUND
	Assessment
	Comment(s)

	a.  Study purpose and scientific rationale are clear and acceptable (CRB2A)
	YES  NO  DNA
	

	b.  Specific aims of the research are clearly stated
	YES  NO  DNA
	

	c.  Research is relevant to VA mission
	YES  NO  DNA
	

	d.  Results of any related studies are included
	YES  NO  DNA
	

	2.  SUBJECT POPULATION(S)/RECRUITMENT (RSS2B)
	
	

	a.  Number of subjects to be enrolled at this site is identified as well as their duration in the study
	YES  NO  DNA
	

	b.  Is subject selection equitable?  Are criteria for inclusion/exclusion equitable? Does selection of subject population reflect purposes of the research and group that will benefit from research outcomes
	YES  NO  DNA
	

	c.  Recruitment procedures ensure voluntary participation and protect privacy and confidentiality (PCF1B)
	YES  NO  DNA
	

	d. Methods used to obtain information about participants are acceptable? (PCF1B)
	YES  NO  DNA
	

	e. Specific vulnerable population (including children, mentally handicapped individuals, pregnant women, fetuses, and prisoners) if appropriate, are identified and rationale/justification for using special population is provided and acceptable (CRB2C)
	YES  NO  DNA
	

	f.  For special populations there are special safety precautions provided
	YES  NO  DNA
	

	g. The amount of compensation offered is reasonable (RSS1B)
	YES  NO  DNA
	

	h.  Proposed advertisements are acceptable (RSS1B)
	YES  NO  DNA
	

	3.  METHODOLOGY/DATA DISPOSITION
	
	

	a.  Study design is appropriate to study goals (CRB2A)
	YES  NO  DNA
	

	b.  There is an adequate description of all activities involving human subjects
	YES  NO  DNA
	

	c.  There is a clear explanation of frequency and duration of each activity
	YES  NO  DNA
	

	d.  PI has provided data collection tools (questionnaires, interview questions, observation questions, standardized tests, other).  PI has a plan to monitor the data throughout the study to ensure subject safety. There is a process for monitoring and reporting adverse events (CRB2A).  If it is a multi-site trial is there a data and safety monitoring board? (CRB2A)
	YES  NO  DNA
	

	e.  Are there adequate provisions for protecting the confidentiality of research data (appropriate disposal dates identified, Certificate of Confidentiality if necessary, etc.)?
	YES  NO  DNA
	

	4.  POTENTIAL RISKS/BENEFITS (IRB11C&D)
	
	

	a.  Activities involving more than minimal risk are adequately described (considers physical, psychological, social, legal, and economic)? (CRB2G)
	YES  NO  DNA
	

	b.  The PI clearly identifies research risks (CRB2E)
	YES  NO  DNA
	

	b.  Are alternative treatments identified?
	YES  NO  DNA
	

	c.  Risks to subject are minimized (CRB3A&B)
	YES  NO  DNA
	

	
	
	

	
	Assessment
	Comment(s)

	

1)  by using procedures which are consistent with sound research 
design and which do not unnecessarily expose subjects to risk
	YES  NO  DNA
	

	
	
	

	

2)  whenever appropriate, by using procedures already being 
performed on the subjects for diagnostic or treatment purposes
	YES  NO  DNA
	

	d.  Risks to subjects are reasonable in relation to
	YES  NO  DNA
	

	

1)  anticipated benefits to subjects; and,
	YES  NO  DNA
	

	

2)  the importance of the knowledge that may be reasonable to be 
expected from the result 
	YES  NO  DNA
	

	e.  Safeguards have been identified to protect vulnerable populations if entered into study (CRB2C)
	YES  NO  DNA
	

	f.  Adequate provisions will be made to protect the privacy of subjects and to maintain the confidentiality of the data
	YES  NO  DNA
	

	g.  If there are elements warranting special attention (e.g. placebos, radiation exposure, deviations from standards of care) the PI has provided justification for use and explained special precautions that will be taken
	YES  NO  DNA
	

	f.  Concur with the PI’s assessment of the overall level of risk to subjects
	YES  NO  DNA
	

	5.  Study Protocol Contains the Following Elements
	
	

	a.  Statement of objectives and purpose of the study
	YES  NO  DNA
	

	b.  Patient selection criteria, exclusion criteria and estimated number to be studied
	YES  NO  DNA
	

	c.  Summary of study design, including control(s) and steps to reduce bias risks
	YES  NO  DNA
	

	d.  For drug studies, methods to determine dosing, expected maximum dosages, and duration of exposure to drug.
	YES  NO  DNA
	

	e.  Observations and measurements to be made during the study
	YES  NO  DNA
	

	f.  Clinical procedures, laboratory tests and other measures to be taken to monitor the test article’s effects and minimize risks to subjects
	YES  NO  DNA
	

	g.  Summary of data analysis and statistical methods to be used.
	YES  NO  DNA
	

	6.  PI’s QUALIFICATIONS
	
	

	a.   Qualifications of Investigator is appropriate to conduct study (CRB2A)
	YES  NO  DNA
	

	b.   PI and staff have appropriate human subjects training (CRB2A)
	YES  NO  DNA
	

	7.  INVESTIGATIONAL NEW DRUGS
	
	

	a.  Toxicity data provided
	YES  NO  DNA
	

	b.  Animal studies report provided
	YES  NO  DNA
	

	c.  Description of previous studies on humans provided
	YES  NO  DNA
	

	d.  Review of the literature provided by investigator
	YES  NO  DNA
	

	e.  Drug protocol provided as well as FDA 1572, 1571 or FDA letter
	YES  NO  DNA
	

	8.  INVESTIGATIONAL DEVICE
	
	

	a.  Name and source provided
	YES  NO  DNA
	

	b.  Description of purpose and how it will be used
	YES  NO  DNA
	

	c.  Status with the FDA
	YES  NO  DNA
	

	d.  Statement provided regarding risk. Do you agree it is NSR or is it SR
	YES  NO  DNA
	

	e.  Relevant material on the device provided by investigator
	YES  NO  DNA
	

	9.  CONSENT PROCESS
	
	

	a.  Informed consent will be sought from each prospective subject or the subject’s legally authorized representative (PROCEDURE(S) IN PLACE)
	YES  NO  DNA
	

	b.  Informed consent will be appropriately documented
	YES  NO  DNA
	

	c.  The informed consent document(s) covers the necessary elements for the level of risk and the subject groups involved.
	YES  NO  DNA
	

	d.  If waiver of consent or modification of consent is requested, appropriate documentation is provided
	YES  NO  DNA
	


	Conclusion – This study is
	
	
	

	
	Low Risk
	Medium Risk
	High Risk

	Risk/Benefit Ratio is acceptable
	YES 

	NO 

	

	Recommended approval period
	1 year 

	6 months 

	Other 



_____________________________________                       __________________________________________

IRB Member Signature
Date
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