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Subcommittee of Human Studies (IRB)
Elements of Review Checklist


[bookmark: Text1][bookmark: _GoBack]PI:      	

Study Title:      	

Reviewer’s Name:	     		IRB Meeting Date:	     	

[bookmark: Check1][bookmark: Check2]|_|  Initial Review	            |_|  Continuing Review

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 IRB.  Please indicate whether the researcher has given adequate consideration and safeguards to the following areas of concern. (Refer to and complete the informed consent checklist for each consent form)

	ELEMENT
	Yes
	No
	NA
	Comment

	1.	PURPOSE AND BACKGROUND – Scientific Review Element
	
	
	
	

	a.	Purpose and scientific rationale of the overall study is clear and acceptable
	|_|
	|_|
	|_|
	     

	b.	Specific aims of the research are clearly stated
	|_|
	|_|
	|_|
	     

	c.	Research is relevant to VA mission
	|_|
	|_|
	|_|
	     

	d.	Results of any related studies are included
	|_|
	|_|
	|_|
	     

	2.	SUBJECT POPULATION(S) and RECRUITMENT
	
	
	
	

	a.	Number of subjects (or records or specimens) to be enrolled at this site is identified as well as their duration in the study
	|_|
	|_|
	|_|
	     

	b.	Selection of participants is 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; consider recruitment and payment methods)
	|_|
	|_|
	|_|
	     

	c.	Recruitment procedures described and ensure voluntary participation, minimize possible coercion and protect privacy and confidentiality
	|_|
	|_|
	|_|
	     

	d.	The research setting is appropriate 
	|_|
	|_|
	|_|
	     

	        Is this collaborative research where VA data and affiliate data will be combined in the research study? (Section XVII of the IRB SOP).  If yes, the Principal Investigator’s MOU with the affiliate must be submitted.
	|_|
	|_|
	|_|
	     

	e.	Are methods used to obtain information about participants acceptable?
	|_|
	|_|
	|_|
	     

		When screening patient records and  recording identifiable private information for the purpose of identifying potential research subjects for recruitment, waiver of informed consent is requested and the HIPAA Waiver of Authorization is completed
	|_|
	|_|
	|_|
	     

	f.	Does project include a vulnerable population? mentally disabled, educational/financially disadvantaged)  (IF YES see below)
	|_|
	|_|
	|_|
	     

		Rationale and justification is provided and acceptable
	|_|
	|_|
	|_|
	     

		There are adequate special safety precautions provided to minimize risk  (i.e. increased monitoring, pt. advocates, independent provider assessment) 
	|_|
	|_|
	|_|
	     

	g.	Are there other populations that require additional considerations (i.e  students, employees, individuals who may be subject to coercion, terminally ill)  IF YES:
	|_|
	|_|
	|_|
	     

		There are adequate special safety precautions provided to minimize risk or coercion (i.e. increased monitoring, pt. advocates, independent provider assessment)
	|_|
	|_|
	|_|
	     

	h.	Are specific populations excluded?   If YES 
	|_|
	|_|
	|_|
	     

		Exclusion of population(s) is justified scientifically and ethically 
	|_|
	|_|
	|_|
	     

	i.	If compensation is included, the amount and schedule of payments is reasonable and not coercive.  
	|_|
	|_|
	|_|
	     

	j.	Proposed advertisements and media are acceptable. 
	|_|
	|_|
	|_|
	     

	k.	Flagging of the subject’s medical file is required to protect the subject’s safety.
	|_|
	|_|
	|_|
	     

	3.	METHODOLOGY/DATA DISPOSITION
	
	
	
	

	a.	Study design is appropriate to study goals – Scientific Review Element
	|_|
	|_|
	|_|
	     

	b.	There is an adequate description of all activities involving human subjects
	|_|
	|_|
	|_|
	     

	c.	There is a clear explanation of frequency and duration of each activity
	|_|
	|_|
	|_|
	     

	d.	PI has provided data collection tools (questionnaires, interview questions, observation questions, standardized tests, other).  
	|_|
	|_|
	|_|
	     

	e.	There are adequate provisions to maintain the confidentiality of the data (Will confidentiality be pledged; Are there legal/ethical requirements; Will data release cause risk of harm; Are appropriate risks being used to protect confidentiality). Scientific Review Element
	|_|
	|_|
	|_|
	     

	f.	If there is interaction with participants, are adequate provisions to protect the privacy of participants?  (Will participants have an expectation of privacy; Will participants think that the information sought is any of the researcher’s business; Will participants be comfortable in the research setting; Will participants be comfortable with the research procedures)
If no interaction, check the “NA box.
	|_|
	|_|
	|_|
	     

	4.	POTENTIAL RISKS/BENEFITS
	
	
	
	

	a.	For activities involving more than minimal risk:  all risks are adequately described in the protocol, (Physical, psychological, social, legal, and economic risks to participants are minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose participants to risk.) If this is minimal risk, check this box. |_|
	|_|
	|_|
	
	     

	b.	The PI clearly identifies research risks.
	|_|
	|_|
	|_|
	     

	c.	Alternative treatments are identified.
	|_|
	|_|
	|_|
	     

	d.	Physical, psychological, social, legal and economic risks to participants are minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose participants to risk. (Would an alternative scientific design or alternative procedure or alternative participant population reduce the likelihood or magnitude of harm but still answer the scientific question; Would fewer procedures or participants answer the scientific question) Scientific Review Element
	|_|
	|_|
	|_|
	     

	e.	Physical, psychological, social, legal and economic risks to participants are minimized whenever appropriate, by using procedures already being performed on the participants for diagnostic or treatment purposes.  (Are procedures that will answer the scientific question being done anyway and if so, can the data from these procedures be used to reduce the likelihood or magnitude of harm?)
	|_|
	|_|
	|_|
	     

	f.	Physical, psychological, social, legal and economic risks to participants are reasonable in relation to anticipated benefits to subjects and the importance of the knowledge that may be reasonable to be expected from the result.  (Does the investigator have sufficient time to conduct and complete the research; Is the research feasible; Is the research likely to answer its proposed question)
	|_|
	|_|
	|_|
	     

	1)	Please check one of the following benefit level determinations:
|_|	Prospect for direct benefit to participants
|_|	Little prospect for direct benefit to participants, but likely to yield generalizable knowledge
|_|	No prospect for direct benefit to participants, but likely to yield generalizable knowledge
|_|	No prospect for direct benefit to participants and unlikely to yield generalizable knowledge.
	
	
	
	     

	g.	The research plan makes adequate provisions for monitoring the data collected to ensure the safety of the subjects. (Who will monitor the data; What data will be monitored? How frequently will data be monitored; What analyses will be performed on the data; Will unexpected harms be detected promptly).  There is a process for monitoring and reporting adverse events. If it is a multi-site trial is there a data and safety monitoring board?
	|_|
	|_|
	|_|
	     

	h.	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.
	|_|
	|_|
	|_|
	     

	5.	STUDY PROTOCOL CONTAINS THE FOLLOWING ELEMENTS
	
	
	
	

	a.	Statement of objectives and purpose of the study.  Scientific Review Element
	|_|
	|_|
	|_|
	     

	b.	Patient selection criteria, exclusion criteria and estimated number to be studied
	|_|
	|_|
	|_|
	     

	c.	Summary of study design, including control(s) and steps to reduce bias risks
	|_|
	|_|
	|_|
	     

	d.	For drug studies, methods to determine dosing, expected maximum dosages, and duration of exposure to drug.
	|_|
	|_|
	|_|
	     

	e.	Observations and measurements to be made during the study. Scientific Review Element
	|_|
	|_|
	|_|
	     

	f.	Clinical procedures, laboratory tests and other measures to be taken to monitor the test article’s effects and minimize risks to subjects
	|_|
	|_|
	|_|
	     

	g.	Summary of data analysis and statistical methods to be used. Scientific Review Element
	|_|
	|_|
	|_|
	     

	h.	adequate monitoring of adverse events ( i.e. DSMB)
	|_|
	|_|
	|_|
	     

	6.	PI’s QUALIFICATIONS
	
	
	
	

	a.	Qualifications of Investigator is appropriate to conduct study
	|_|
	|_|
	|_|
	     

	b.	PI and staff have current, appropriate human subjects training
	|_|
	|_|
	|_|
	     

	c.	Conflict of interest issues have been evaluated  Scientific Review Element
	|_|
	|_|
	|_|
	     

	7.	INVESTIGATIONAL DRUGS
	
	
	
	

	Does this research involve Investigational Drugs and therefore fall under the FDA regulations?  If yes, address the following.
	|_|
	|_|
	|_|
	     

	a.	Toxicity data provided
	|_|
	|_|
	|_|
	     

	b.	Animal studies report provided
	|_|
	|_|
	|_|
	     

	c.	Description of previous studies on humans provided
	|_|
	|_|
	|_|
	     

	d.	Review of the literature provided by investigator
	|_|
	|_|
	|_|
	     

	e.	Full protocol provided plus Investigator Brochure 
	|_|
	|_|
	|_|
	     

	f.	VA form 10-9012
	|_|
	|_|
	|_|
	     

	g.	Did Investigator provide IND?
	|_|
	|_|
	|_|
	     

	h.	If no IND, is one required to be obtained?
	|_|
	|_|
	|_|
	     

	8.	INVESTIGATIONAL DEVICE  
	
	
	
	

	Does this research involve Investigational Device?  If yes, address the following:
	|_|
	|_|
	|_|
	     

	a.	Name and source provided
	|_|
	|_|
	|_|
	     

	b.	Description of purpose and how it will be used
	|_|
	|_|
	|_|
	     

	c..	IDE number and FDA correspondence provided 
	|_|
	|_|
	|_|
	     

	d.	Relevant material on the device provided by investigator
	|_|
	|_|
	|_|
	     

	e.	Explanation provided regarding risk. 
	|_|
	|_|
	|_|
	     

	f.	Is this a SR device?
	|_|
	|_|
	|_|
	     

	g.	Is this a NSR device?
	|_|
	|_|
	|_|
	     

	9.	INFORMED CONSENT 
	
	
	
	

	Informed consent will be sought from each prospective participant or the participant’s representative in accordance with the regulations as follows:
	|_|
	|_|
	|_|
	

	a.	The investigator will obtain the legally effective informed consent of the participant or the participant’s legally authorized representative (LAR). (Has the investigator indicated whether consent will be obtained from the participant, from a legally authorized representative, or both?; If a legallyauthorized representative will be used, do the individuals to be used meet the regulatory definition? (subjects were determined to be incompetent or have impaired decision making capacity; if the research presents some probability of harm, there must be at least a greater probability of direct benefit to the participant)  The consent process and plan have been devised to ensure that participant’s representatives are well informed regarding their roles and obligations (Will the participants or representatives understand the facts; Will the participants or representatives appreciate the implications of decision; Will the participants or representative be able to decide; Will the participants or representatives be able to communicate a decision; Is the plan for assent of the participant adequate )
	|_|
	|_|
	|_|
	     

	b.	Information provided to the participant or the representative during the consent process is in a language understandable to the participant and/or LAR. (What language do the participants or representatives speak; can the research team communicate in understandable language to the participants or representatives)
	|_|
	|_|
	|_|
	     

	c.	No information will be provided to the participant or the representative that waives or appears to waive any of the participants’ legal rights, or that release or appears to release the investigator, the sponsor, the institution or its agents from liability for negligence.  The information communicated does not include exculpatory language. (Is the information factual regarding, the policy, plan, expectation or law; does the information avoid stating an outcome like something will or will not happen).
	|_|
	|_|
	|_|
	     

	d.	The circumstances of the consent provide the prospective participant or the representative sufficient opportunity to consider whether to participate. (How much time will be devoted to the consent discussion; How much time will be allowed for a decision)
	|_|
	|_|
	|_|
	     

	e.	The circumstances of the consent process minimize the possibility of coercion or undue influence. (Is there a power differential; Are there communication issues; Are there issues regarding the capacity to make a decision; Are there excessive motivating factors; Is the recruitment process acceptable; Are advertisements acceptable; Are payment arrangements acceptable; Should a third party witness consent process, e.g., when research involves adults with diminished decision making capacity.) Scientific Review Element
	|_|
	|_|
	|_|
	     

	f.	The proposed plan for the assessment of the capacity to consent was adequate.  Informed consent is adequate and appropriately documented.  Who will conduct the consent interview and where will it be done has been covered.
	|_|
	|_|
	|_|
	     

	g.	The informed consent document(s) covers the necessary elements for the level of risk and the subject groups involved.
	|_|
	|_|
	|_|
	     

	10.	WAIVER OF INFORMED CONSENT
	
	
	
	

	Is there a request for waiver of informed consent?
	|_|
	|_|
	|_|
	     

	Is there a request for waiver of documentation of informed consent (verbal consent)?  If yes, is there a transcript of what will be described to the participants?
	|_|
	|_|
	|_|
	     

	If waiver is requested, is appropriate justification provided?
	|_|
	|_|
	|_|
	     

	11.	HIPAA AUTHORIZATION
	
	
	
	

	Is there a HIPAA Authorization?
	|_|
	|_|
	|_|
	[bookmark: Text4]     

	The HIPAA Authorization contains “a description of the information to be used or disclosed that identifies the information in a specific and meaningful fashion.”
	|_|
	|_|
	|_|
	     

	Expiration of the Authorization is consistent with the expiration of the protocol.
	|_|
	|_|
	|_|
	     

	Identifies the non-VHA entities to whom the researchers may disclose the subjects’ PHI.
	|_|
	|_|
	|_|
	     


	Is the HIPAA Authorization consistent with the protocol and informed consent form?
	|_|
	|_|
	|_|
	[bookmark: Text3]     

	12.  HIPAA WAIVER OF AUTHORIZATION
	
	
	
	

	Is there a request for HIPAA Waiver of Authorization?
	|_|
	|_|
	|_|
	[bookmark: Text5]     

	The HIPAA Waiver is for recruitment or screening only.
	|_|
	|_|
	|_|
	[bookmark: Text6]     

	The HIPAA Waiver satisfies the criteria as documented on the HIPAA Waiver form.
	|_|
	|_|
	|_|
	[bookmark: Text7]     



Conclusion:
[bookmark: Check3][bookmark: Check4][bookmark: Check5]Risk Level Determination:  This study is:	|_| Minimal Risk          |_| Greater than Minimal Risk          |_| High
[bookmark: Check6][bookmark: Check7]The Risk/Benefit Ratio is acceptable:	|_| Yes       |_| No
Recommended next review in:	|_| 12 months    |_| 6 months    |_| 3 months  |_| Specify:      
[bookmark: Text2]If more frequent review cycle than 12 months, please describe:      
NOTE:  Studies which may be considered for more frequent review include:
1.	Withdrawal of therapy, whether or not it is replaced by experimental treatment, when there is significant risk of morbidity or mortality;
2.	Any invasive surgical procedure, even if the experimental procedure replaces a standard surgical procedure that is thought to involve higher risk;
3.	Significant risk of serious impairment;
4.	Risks when there is no potential clinical benefit to the subject (e.g., Phase I studies);
5.	Vulnerable subjects


Summary of IRB Review:
	Y
	N
	Based on the information above, have the following criteria been met for approval:

	|_|
	|_|
	Minimization of Risks  - both physical and non-physical to human subjects have been minimized

	|_|
	|_|
	Reasonable Risk/Benefit Ratio.  

	|_|
	|_|
	Equitable Selection of Subjects.  

	|_|
	|_|
	Review and Approval of the Informed Consent Form (or appropriate waiver is requested)

	|_|
	|_|
	Securing Informed Consent and Documentation of the Informed Consent Process (unless appropriate waiver)

	|_|
	|_|
	Monitoring Safety.  

	|_|
	|_|
	Privacy and Confidentiality.  

	|_|
	|_|
	Protection of Vulnerable Subjects.  

	|_|
	|_|
	Conflict of Interest for personnel has been appropriately reviewed.

	|_|
	|_|
	Investigator's Educational Requirements and Certification

	|_|
	|_|
	Adequate Resources and/or budget have been identified

	|_|
	|_|
	Overall study is scientifically valid and will yield interpretable results. 



ADDITIONAL COMMENTS:      	


			
IRB Member Signature	Date
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