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Project and Reviewer Information     (To be completed by VA Central IRB Coordinator)
	VA Central IRB Number


	

	Title of Project


	

	Principal Investigator


	

	Reviewer


	

	Reviewer Assignment


	 FORMCHECKBOX 
   Primary          FORMCHECKBOX 
   Secondary          FORMCHECKBOX 
    Ad Hoc    Specialty:  _____________


This checklist is used by the Reviewers in reviewing all the VA Central IRB Forms 104, Local Site Investigator Applications, for multi-site projects.  If there have been any changes to the model documents as approved in the PI Application, these will be noted by VA Central IRB administrative staff and the reviewers will need to review and comment on the identified changes.
This form lists multiple sites on one form.  If there are more sites than there is room on the form, additional checklists are provided.  Reviewers should place a "check mark" for each site next to the checklist item if the item is met and an "x" in the box for that site if the checklist item is not met.   If an item is Not Applicable, Reviewers should place an “N” in the appropriate box.
This is checklist __________ of __________.
(To be completed by VA Central IRB Coordinator)


Reviewer Checklist for Local Site Investigator (LSI) Applications
	Checklist Items


	
	
	
	

	Section 1  LSI General Information
	
	
	
	

	1. The LSI has adequate expertise to conduct the project as described.
	
	
	
	

	2. Based on the LSI’s current research activities, the LSI appears to have sufficient time and resources to oversee the project at this site.
	
	
	
	

	3. Neither the LSI, nor any of the local project team, has a conflict of interest or, if one has been identified, there an adequate plan to eliminate or manage it.
	
	
	
	

	Comments:


	
	
	
	

	Section 2  Project Overview
	
	
	
	

	1. The site has the medical and psychosocial resources that participants might need as a consequence of participating in the research and the site has affirmed that it has the resources available to treat emergencies resulting from project-related procedures.
	
	
	
	

	2. State and local laws that may impact on the deliberations of the VA Central IRB are identified.
	
	
	
	

	3. Any ethnic, religious, or other special characteristics of the community or other local issues that need to be considered by the VA Central IRB in reviewing the project are identified.
	
	
	
	

	4. Other committee reports that need to be considered by the VA Central IRB in their review of the project such as Biosafety or Radiation Safety are identified and are or will be provided.
	
	
	
	

	Comments:


	
	
	
	

	Checklist Items


	
	
	
	

	Section 3  Local Site Potential Risk Benefits Analysis
	
	
	
	

	     1.  The potential risk/benefits analysis as described by 

          the LSI for their site does not differ from that given 

          by the PI.
	
	
	
	

	     2.  If medical records are to be flagged, the method for

          doing this is documented.
	
	
	
	

	Comments:


	
	
	
	

	Section 4   Local Site Human Participant Information
	
	
	
	

	1. The site has access to a population that will allow recruitment of the necessary number of participants.
	
	
	
	

	2. There are no non-veterans to be recruited, or if there are, their use at the site is permitted because there are insufficient numbers of veterans available to complete the project.
	
	
	
	

	3. The selection of human participants at this site is equitable.
	
	
	
	

	4. If vulnerable populations are to be enrolled at this site, additional safeguards are in place to protect the participant’s health and welfare.
	
	
	
	

	5. Does the investigator have an adequate plan to protect the privacy rights of the participant?
	
	
	
	

	Comments:


	
	
	
	

	Section 5   Local Site Informed Consent
	
	
	
	

	1. Informed consent will be obtained at this site.
	
	
	
	

	2. There is an adequate plan for training local site project team members on obtaining informed consent.
	
	
	
	

	3. The plan allows participants sufficient opportunity or time to consider whether or not to consent.
	
	
	
	

	4. Steps have been taken at this site to minimize  undue influence and/or coercion.
	
	
	
	

	Checklist Items


	
	I
	
	

	5. If this site is obtaining informed consent from someone other than the participant, there are criteria in place for determining which individuals meet the requirements for being a legally authorized representative.
	
	
	
	

	6. If assent is not being obtained from participants who cannot give informed consent, there is adequate justification for not doing so.
	
	
	
	

	7. If some or all participants have impaired decision making capacity at this site, there is an adequate plan in place to determine their capacity to consent.
	
	
	
	

	8. If non-English speaking participants are consented at this site, there is an adequate translation of the consent document and a plan in place for conducting the discussion in a language understandable to the participant, or the parents or LARs of the participants as applicable, for ongoing communication with the participant throughout the project, and during emergencies.
	
	
	
	

	9. Other than local point of contact information, the model informed consent document has not been further modified by the LSI.
	
	
	
	

	Comments:


	
	
	
	

	Section 6  Local Site HIPAA Authorization
	
	
	
	

	The site has not made any changes to the model HIPAA Authorization other than site demographics and point of contact information.
	
	
	
	

	Section 7  Local Site Participant Recruitment Information
	
	
	
	

	1. The Local Site Investigator has a clear recruitment strategy, and it is appropriate for the targeted populations.

2. The Local Site Investigator has an adequate plan for training personnel who will be obtaining 

       informed consent.
	
	
	
	

	Checklist Items


	
	
	
	

	3. If the local site investigator is not using the standard recruitment materials provided by the Principal Investigator, modified recruitment materials are provided for review.
	
	
	
	

	4. If modified documents are provided, they meet all the following criteria:
	
	
	
	

	      a.  The materials are an appropriate means of 

            communication for the populations recruited.
	
	
	
	

	      b.  The materials clearly state the project involves

            research.
	
	
	
	

	      c.  The purpose of the research is clearly stated.
	
	
	
	

	      d.  Time or other commitments required of 

           participants is clearly stated.
	
	
	
	

	      e.  A brief list of procedures to be performed is 

           included.
	
	
	
	

	      f.  There is a clear summary of inclusion/

          exclusion criteria.
	
	
	
	

	     g.  Points of contact for further information are

          prominently displayed, to include a contact number for the participant to verify the validity of the study.
	
	
	
	

	     h.  The materials do not make unfounded claims or

          unjustifiably suggest benefits for participants.
	
	
	
	

	Comments:


	
	
	
	

	Section 8  Local Site Payment to Participants
	
	
	
	

	1. If the payment plan for this site differs from that described by the Principal Investigator, the method, reason, and schedule of payments is detailed.
	
	
	
	

	2. The payment plan is reasonable and not coercive.
	
	
	
	

	Comments:


	
	
	
	

	Checklist Items


	
	
	
	

	Section 9  Biological Specimens
	
	
	
	

	1. If specimens are to be banked, procedures for de-identifying the specimens, if different from that described by the PI, are detailed and are in accordance with all HIPAA and Common Rule requirements.
	
	
	
	

	2. Measures taken to minimize the potential for physical, psychological, financial, social, or legal harm from breaches of confidentiality and privacy are described.
	
	
	
	

	3. If tissue is to be banked and the banking procedures differ from those described by the PI, the differences are described.
	
	
	
	

	Comments:


	
	
	
	

	Section 10  Privacy and Confidentiality
	
	
	
	

	1. If the site is coding identifiable information, the person maintaining the code is identified and the storage site within VA is identified.
	
	
	
	

	2. If data are not coded, any information shared outside the VA is devoid of all unique identifiers.
	
	
	
	

	3. The plan for transferring any data to the PI and/or the Coordinating Center is adequate.
	
	
	
	

	4. The plan for storing the data on-site is adequate.
	
	
	
	

	5. The plan for protecting all research data from improper use and disclosure is adequate.
	
	
	
	

	Comments:


	
	
	
	

	Checklist Items


	
	
	
	

	Section 11  FDA-Regulated and Other Products
	
	
	
	

	1. If FDA-Regulated and other products are used at this site, the drugs and devices are clearly specified and, for drug studies,  a local VA Form 10-9012 is provided describing local drug stability and storage requirements .
	
	
	
	

	2. The plan for storage, monitoring and dispensing of the drugs or devices is compliant with VA policy.
	
	
	
	

	Comments:


	
	
	
	


Reviewer Recommendation
	The reviewer should check one of the following recommendations regarding approval of the above sites to participate in this research project:

	 FORMCHECKBOX 
    All of the above sites are suitable as participating sites for this project and meet all IRB approval criteria.  No changes need to be made.



	 FORMCHECKBOX 
    All of the above sites are suitable as participating sites for this project and meet all IRB approval criteria.  However, the below listed sites 

        need to make minor modifications to the Local Site Investigator Application as specified:

             
   

	 FORMCHECKBOX 
    All of the above sites are suitable as participating sites for this project.  However, the below listed sites need to make major modifications 

        to the Local  Site Investigator Application as specified.

            


	 FORMCHECKBOX 
   All of the above sites are suitable as participating sites for this project and meet all IRB approval criteria with the exception of the following:
            
     Reason site is not suitable:       
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