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          Full Board Follow-Up Protocol Reviewer Form
	PRIMARY REVIEWER:        
	INVESTIGATOR:       


	SECONDARY REVIEWER:        

	SPONSOR:       
	DEPARTMENT:       

	PROTOCOL TITLE:       


	MEETING DATE:        

	ASSIGNED IRB:      


Check the appropriate category:
 FORMCHECKBOX 
 Initial Submission        FORMCHECKBOX 
  Amendment          FORMCHECKBOX 
  Continuation

This study is:




At the last full board meeting this study was:
 FORMCHECKBOX 
 Adult           FORMCHECKBOX 
  Pediatric    


  FORMCHECKBOX 
 Tabled        FORMCHECKBOX 
  SMR     
	     Reviewer’s Recommendation

(Please complete after meeting discussion and decision is made)

	 FORMCHECKBOX 
 Approve           FORMCHECKBOX 
  12 months           FORMCHECKBOX 
  6 months                FORMCHECKBOX 
  Other:  
List reason for approval less than 12 months:  


	 FORMCHECKBOX 

Specific Minor Revisions 


(i.e., The response to issues can be reviewed by the Chair or his/her designee)
	 FORMCHECKBOX 

Tabled


(i.e.The response to issues will be brought back to the Committee for review)
	 FORMCHECKBOX 

Disapprove


(i.e., This protocol as written is rejected. PI must address the issues and resubmit as a new protocol)
	 FORMCHECKBOX 

Deferred


(i.e., Protocol not reviewed due to internal snafu: not posted/given to reviewers, both reviewers unable to review protocol.)

	Comments: 

	Reviewer’s Signature:









Date:




RISK CATEGORY:
	
	RISK CATEGORY – Reviewer must provide protocol specific examples to justify the selected risk level (and met the conditions, if children are enrolled).
	

	1
	Level 1:  Research not involving greater than minimal risk

Justification:       

	 FORMCHECKBOX 


	
	IF CHILDREN ARE ENROLLED: The following condition must be met for children in order to qualify for risk Category 1:

· Adequate provisions are made for soliciting the assent of the children and permission of their parents or guardians, as set forth in §46.408.
	

	2
	Level 2:  Research involving greater than minimal risk but presenting the prospect of direct benefit to the participant.

Justification:       

	 FORMCHECKBOX 


	
	IF CHILDREN ARE ENROLLED:  All 3 of the following conditions must be met for children in order to qualify for risk Category 2:

· The risk is justified by the anticipated benefit to the subjects;

· The relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches; and

· Adequate provisions are made for soliciting the assent of the children and permission of their parents or guardians, as set forth in §46.408.
	

	3
	Level 3:  Research involving greater than minimal risk and NO prospect of direct benefit to individual participants, but likely to yield generalizable knowledge about the participant’s condition or disorder.


	 FORMCHECKBOX 


	
	Justification:       

	

	
	IF CHILDREN ARE ENROLLED:  All 4 of the following conditions must be met for children in order to qualify for risk Category 3:

· The risk represents a minor increase over minimal risk;

· The intervention or procedure presents experiences to participants that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social, or educational situations;

· The intervention of procedure is likely to yield generalizable knowledge about the participants’ disorder or condition which is of vital importance for the understanding or amelioration of the participants’ disorder or condition; and

· Adequate provisions are made for soliciting the assent of the children and permission of their parents or guardians, as set forth in §46.408.
	


REVIEWER:  Please review the letter from the IRB Chair to the Principal Investigator indicating the reasons for requiring re-review by the IRB.
1)  Did the Principal Investigator respond to all the items in the letter in a satisfactory manner?


 FORMCHECKBOX 
 Yes           FORMCHECKBOX 
  No
If no, indicate missing elements:       
2)  SUMMARY:
In addition to the items listed above, are there any other areas of concern (e.g., discrepancies between the protocol, protocol summary form, and/or consent/assent/information sheets), or is there any further information required?

Please list details:       
                                             For your reference only:

                     45 CFR 46.111 Criteria for IRB Approval or SMR of Research

1. Is a plan for data safety and monitoring necessary? 





            

2. Is the selection of participants equitable?






            

3. Is there any potential for coercion or undue influence of participants? If so what measures are taken?                                                               

4. Will informed consent be sought?








            

5. Will informed consent be documented, or a waiver of documentation w/info sheet granted?   

6. Are confidentiality measures sufficient?







            

7. Have the risks to participants been minimized?






            

8. Are the risks reasonable in relation to the benefits and resulting knowledge?
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