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Continuing Review – IRB Reviewer Worksheet
1.  Date:       
2.  Reviewer (name):      
3.  Title of Project:      
4.  Principal Investigator (name):        

MIRB ID #:       
For IRB Staff Use

The IRB Staff will complete the following:

	
	Yes
	No

	a. All research personnel are current on all required human research trainings (CITI/GCP & Information Security 201 for Research). 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. All research personnel are current on all other required trainings (VHA Privacy and Information Security Awareness).
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. All research personnel have completed the research credentialing process
	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
For IRB Reviewer Use

CONFLICT OF INTEREST DISCLOSURE


As a reviewer, are you an investigator, consultant, collaborator, or study personnel on the proposed study; do you have a financial interest in the study; or do you have any other conflict of interest with this study?     FORMCHECKBOX 
  Yes**    FORMCHECKBOX 
  No


**If yes, please do not perform the review and contact the IRB Office: 305 575-7000 X4462

Regulatory Criteria for Approval
Regulatory Criteria (Section 111 Criteria): The following information is designed to assist the reviewer in determining that all Federal required criteria for IRB approval codified in 38 CFR Part 16.111, FDA regulations, and the Common Rule are met.

1. Regulatory criteria for approval (please note and comment below as to whether the following elements are adequately addressed):
	
	Yes
	No 
	NA

	a. Selection of subjects is fair and equitable
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	b. Safeguards for vulnerable subjects are adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Risks are minimized through sound research design and which do not unnecessarily expose subjects to risk, and whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	d. Risks are reasonable in relation to anticipated benefits
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	e. The informed consent process is adequate (or has previously been waived by the IRB)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	f. Documentation of informed consent adequate (or has previously been waived by the IRB)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	g. Provisions protecting the privacy of subjects and the confidentiality of data/records are adequate and appropriate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	h. Safety monitoring is adequate and appropriate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Continuing Review Issues

Please verify the following continuing review information for the research. 

	
	Yes
	No
	NA

	a.  Preliminary results and interim findings are summarized adequately
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Publications relative to the research are summarized adequately
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Problems and/or changes to the research since the last IRB review are summarized adequately.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. The number of subjects enrolled corresponds to the number approved for enrollment
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e.  Subject accrual is summarized adequately
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f.  A summary of any withdrawal of subjects from the research since the last IRB review is described adequately
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	g.  A summary of any relevant information regarding this research, especially information about risks associated with the research is described adequately
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	h. Significant new findings that arose from the review process and that might have related to participants’ willingness to continue participation has been provided to participants.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	i. Study-wide or multi-center trial reports received since the last IRB review have been previously submitted for review?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	j.  Data Safety Monitoring Reports received since the last IRB review have been previously submitted for review?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	k.  A summary of any unanticipated problems and available information regarding adverse events since the last IRB review is described adequately
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	l.  A summary of any unanticipated problems and available information regarding adverse events (in many cases, such a summary could be a simple brief statement that there have been no unanticipated problems and that adverse events have occurred at the expected frequency and level of severity as documented in the research protocol, the informed consent document, and any investigator brochure) is described adequately 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	m. A summary of any complaints about the research since the last IRB review is described adequately
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	n.  The investigator has been using the current, IRB stamped approved informed consent document
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	o.  The currently approved or proposed consent document is still accurate and complete
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	p.  The research project and progress to date are described adequately
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	q. Overall, continuing review information is adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	r.  Whether the protocol needs verification from sources other than the investigators that no     material changes had occurred since previous IRB review.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


Comments or Concerns:      
	Protocol No.: Protocol No.:      
	


2.  Reviewer (name):      
3.  Title of Project: 
      
Reviewer Recommendations

1. Level of Risk (please check one):


 FORMCHECKBOX 

Minimal risk (the probability and magnitude of harm or discomfort are not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests)

 FORMCHECKBOX 

Greater than minimal risk

2. Recommended IRB Action (check one):


 FORMCHECKBOX 

Approve as submitted

 FORMCHECKBOX 

Approvable pending non-substantive changes described below

 FORMCHECKBOX 

Defer for the reasons described below (substantive changes required)
 FORMCHECKBOX 

Disapprove for the reasons described below

Comments or Concerns:      
3. Continuing Review Frequency (check one):


 FORMCHECKBOX 
  12 months
 FORMCHECKBOX 
  6 months
 FORMCHECKBOX 
  Other:      
4. Flagging of Medical Record – Medical record flagged to protect the subject’s safety / research integrity(check one):


 FORMCHECKBOX 
  Yes


 FORMCHECKBOX 
  No

5. Type of Review (check one):


 FORMCHECKBOX 

Determination by Expedited Reviewer Acting on Behalf of the IRB,

Category No.:      


     
Signature of Reviewer
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