	VISN 6 IRB Research Record Assessment Checklist



	Facility:      
Date of Assessment:      
Investigator:         FORMCHECKBOX 
MD   FORMCHECKBOX 
PhD   FORMCHECKBOX 
  Other

Assessor:      
	IRB ID#:       
Promise/Protocol #:      
Initial IRB Approval Date:        R&D Approval Date:       
Protocol Title:      


	 FORMCHECKBOX 
  INITIAL HUMAN RESEARCH APPLICATION

 FORMCHECKBOX 
  CONTINUING REVIEW OF RESEARCH
	Yes
	NO
	N/A
	COMMENTS

	1  INITIAL HUMAN RESEARCH REVIEW REQUEST
	
	
	 FORMCHECKBOX 

	

	    REQUEST FOR EXEMPTION
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	    Appropriate Exemption Category Selected?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	1.1  Request to Review Research Proposal/Project Application
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.1.1  Is there a complete protocol, including references?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.1.2  Principal Investigator/Co-Investigator(s) identified?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.1.3  Contact/Location information complete?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.1.4  Agency/Sponsor identified?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.1.5  Type of submission clearly identified?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	      1.1.5(a)    Request of expedited review attached, if applicable?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	      1.1.5(b)    Appropriate expedited category selected?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.2  Does the proposed research protocol involve the use of  investigational drugs?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	  1.2.1  Is there a 10-9012 completed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	  1.2.2.  IND Drug Information sheet attached/signed/dated, as applicable?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	  1.2.3.  Marketed Drug Information sheet (drug insert) attached, as applicable?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.3   Service support letters attached, as applicable?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.3.1  If yes, letters are signed and dated?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.4.   Does the proposed research involve the use of investigational devices?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.4.1 If yes, did the IRB consider the device to be a:

              FORMCHECKBOX 
  Significant Risk Device           FORMCHECKBOX 
  Non-significant Risk Device
	     

	   1.4.2  IDE device information attached, as applicable?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.5   Does the proposed research involve the use of radiation requiring the approval of the radiation safety officer?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.6   Does the proposed research involve the use of banking of human subject’s specimens, requiring CRADO approval? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.7   Conflict of Interest form attached?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.8   Survey/Questionnaire instruments attached?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.9   Funding source identified?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.10  Does the application provide appropriate study population identification?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.11  Does the application identify the Informed Consent process?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.12  Does the proposed research protocol describe where the research (setting) is to be conducted?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.13  Does the proposed research protocol consist solely of inpatient procedures?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.14  Is the proposed research protocol an investigator-initiated research protocol?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.15  Is Informed Consent waived for this study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.15.1  If yes, the IRB considered and documented the criteria at 45 CFR§46.116(c) or (d)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.16  Informed Consent form includes: 
	
	
	 FORMCHECKBOX 

	Informed Consent Waived

	   1.16.1 Required Elements:

	   1.16.1(a)   A statement that the study involves research.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.1(b)   Purpose of the research.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.1(c)   Expected duration of the subject’s participation.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.1(d)   Description of the procedures used to conduct the research.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.1(e)    A statement identifying any experimental procedures used.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.1(f)    Description of any reasonably foreseeable risks or discomforts.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.1(g)   Description of any potential benefits from the research, either to subject or to others.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.1(h)   Description of alternative procedure or sources of  treatment available to subject.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.1(i)    Statement describing the extent (if any) to which confidentiality of records will be maintained (see section 3 below).
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.1(j)    Statement that regulatory authorities, including the FDA (if applicable), may inspect the records.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.1(k)   For research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or whether further information can be obtained.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.1(l)     An explanation of whom to contact for answers to pertinent questions about the research and research subjects’ rights, and whom to contact in the event of a research-related injury to the subject.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.1(m)   Statement that participation is voluntary.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.1(n)    Statement that refusal to participate will involve no penalty or loss of benefits tow which the subject is otherwise entitled.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.1(o)    Statement that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.16.2   ADDITIONAL ELEMENTS OF INFORMED CONSENT AS NECESSARY:

	   1.16.2(a)    Statement that the treatment or procedure may involve unforeseeable risks to the subject (or embryo or fetus, if subject may become pregnant).
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.2(b)    Anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.2(c)    Additional costs to the subject consistent with Federal laws concerning veterans’ eligibility for medical care treatment.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.2(d)    Consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.2(e)    Statement that significant new findings developed during the course of the research that may relate to the subject’s willingness to continue participation will be provided to the subject.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.2(f)    Approximate number of subjects involved in the study.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.16.3   Will the subject receive payment related to participation in the study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.3(a)    If yes, is the amount and schedule of payments contained in the consent form?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.16.3(b)    If yes, is the amount of and schedule of payments non-coercive?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.16.4   Does the Informed Consent Document contain exculpatory language (a statement that the subject or his/her legally authorized representative (LAR) waive or appear to waive any legal rights or exempt the investigator or sponsor from liability due to negligence)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.17  EDUCATION REQUIREMENTS: 

	   1.17.1   Scope of Practice for study personnel 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.17.2   Human Subjects Training Certificate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   1.17.3   Good Clinical Practice Certificate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.18   IRB Initial Approval letter included
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.19   Does the proposed research protocol involve the use of genetic testing?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.20   Does the proposed research protocol involve the use of biosafety hazards requiring biosafety committee approval?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.21   Does the proposed research protocol identify physical, psychological, social, and/or economic risks that may result from participation in the research?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.22   Does the proposed research protocol describe steps that are taken to minimize the occurrence of physical, psychological, social, and/or economic risks that may result from participation in the research?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.23   Did the IRB consider the risks of the proposed research to be acceptable to human participants?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	1.24   Are there any procedures in the proposed research protocol that should be added, deleted, or modified to minimize the risk to human subjects?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	2  SUBJECT SELECTION AND RECRUITMENT

	2.1  Does the proposed research protocol or New Protocol Application describe the methods used to identify and recruit potential subjects?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	2.2  Does the proposed research protocol or New Protocol Application contain information about scientific and ethical justification for excluding classes of person who might benefit from the research?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	2.3  Did the IRB consider that there are classes of persons who might benefit from the research who are being excluded from the proposed research protocol?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	2.4  Does the proposed research protocol or New Protocol Application contain subject inclusion criteria?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	2.5  Does the proposed research protocol or New Protocol Application contain subject exclusion criteria?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	2.6  Does the proposed research protocol or New Protocol Application contain information about the nature of compensation offered to subjects for participation in the research?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	2.7  Does the proposed research protocol or New Protocol Application contain information about proposed advertisements or recruitment methods for subjects?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	2.8  If an advertisement (flyer, banner, email notice) is to be used, is it included in the submitted materials?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	3  CONFIDENTIALITY

	3.1  Does the proposed research protocol or New Protocol Application describe methods used to obtain information about participants?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	3.2  Did the IRB consider the information describing methods used to obtain information about participants in the proposed research protocol or New Protocol Application to be acceptable and/or sufficient?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	3.3  Does the proposed research protocol or New Protocol Application describe provisions for protecting the confidentiality of research data?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	3.4 Did the IRB consider the information describing provisions for protecting the confidentiality of research data in the proposed research protocol or New Protocol Application to be acceptable and/or sufficient?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	4  IRB DECISIONS

	4.1 Did the IRB classify this study as minimal risk, or greater than minimal risk (or a similar nomenclature of risk classification?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	4.2 Did the IRB document a decision concerning the action of the proposed research protocol in a letter to the investigator?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	4.3 If the proposed research protocol was approved, did the IRB document in correspondence to the investigator the continuing review interval?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	4.4 Did the IRB document its continuing review interval in relation to its determination of the risk of the research protocol?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5    CONTINUING REVIEW
	
	
	   FORMCHECKBOX 

	

	5.1 Did the IRB review the protocol prior to expiration of the continuing review period?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5.2 Is the correct study status checked?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5.3 Did the IRB receive information from the principal investigator documenting the number of subjects entered into the study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5.4  Did the IRB receive information from the principal investigator documenting the gender of subjects entered into the study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5.5  Did the IRB receive information from the principal investigator documenting the minority status of subjects?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5.6  Did the IRB receive information from the principal investigator documenting the number of subjects considered as vulnerable populations?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5.7  Did the IRB receive a copy of the current Informed Consent Document with the IRB approval affixed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5.8  Did the IRB receive a copy of the current HIPAA Release Authorization document?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5.9  Did the IRB receive documentation stating that all AEs (SAE and UAE) were reported?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5.10 Did the IRB document its review of Serious Adverse Events during the continuing review evaluation?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5.11 Did the IRB document its review of amended or updated Investigator’s Brochures during eh continuing review evaluation?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5.12 Did the IRB document its review of new information available regarding the research project that may change the risk/benefit ration during the continuing review evaluation?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5.13 Did the IRB document its review of research findings to date, including summary of subject experiences (benefits, adverse reactions) during the continuing review evaluation?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5.14 Did the IRB document its review of the summary of safety monitoring reports during the continuing review evaluation?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5.15 Did the IRB document its review of unanticipated problems involving risks to subjects during the continuing review evaluation?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5.16 Did the IRB document its review of enumeration of subjects withdrawn, and the reasons for withdrawal during the continuing review evaluation?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	6    ADVERSE EVENTS
	
	
	   FORMCHECKBOX 

	

	6.1  Appropriate AE form completed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   6.1.1   Principal Investigator signed/dated form?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   6.1.2   Was event reported within guidelines outlined in local Standard Operating Procedures?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	7      CHANGES IN PERSONNEL
	
	
	   FORMCHECKBOX 

	

	7.1  Appropriate notification/modification form submitted?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	7.2  Request made by Principal Investigator (PI changes should be requested by the outgoing PI)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	7.3  Revised Informed Consent Document submitted (PI changes or “whom to contact’ changes)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	7.4  Educational Requirement documents submitted (refer to question 1.19 above)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	8    AMENDMENTS
	
	
	   FORMCHECKBOX 

	

	8.1  Appropriate form submitted by PI?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   8.1.1  Protocol revision
	
	
	 FORMCHECKBOX 

	

	      8.1.1(a)  Updated protocol submitted?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	      8.1.1(b)  Summary of changes submitted?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   8.1.2   Informed Consent Document revision
	
	
	 FORMCHECKBOX 

	

	      8.1.2(a)  Updated ICF submitted?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	      8.1.29b)  Summary of changes submitted?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	8.2  Appropriate IRB board review?

	   8.2.1  Expedited review with appropriate category identified by IRB?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	   8.2.2  Full board review?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	8.3  Did the IRB document the requirement to re-consent subjects?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	Additional Comments:      

	Assessor: ___________________________                                      ___________________________

                           Name                                                                                            Date
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