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	Committee on Clinical Investigations

Children’s Hospital Boston
	Reviewer Worksheet: Continuing Review 
DATA ANALYSIS /NO ENROLLMENT/LONGTERM FOLLOW UP  ONLY – Expedited Category 8


Children's Hospital, Boston: Committee on Clinical Investigations

Reviewer’s Worksheet: Continuing Review

Data Analysis and Long Term Follow-up Only 

	PI Last Name:
	     
	
	Reviewer:
	     

	Protocol Number:
	     
	
	Date given to Reviewer:
	     


	 FORMCHECKBOX 
 Required
	New PI – Must meet with EQUIP to discuss responsibilities


	CCI Staff pre-review comments provided by:      
	Reviewer Agrees?

	     
	 FORMCHECKBOX 
 YES       FORMCHECKBOX 
 NO

	     
	 FORMCHECKBOX 
 YES       FORMCHECKBOX 
 NO

	     
	 FORMCHECKBOX 
 YES       FORMCHECKBOX 
 NO

	     
	 FORMCHECKBOX 
 YES       FORMCHECKBOX 
 NO

	     
	 FORMCHECKBOX 
 YES       FORMCHECKBOX 
 NO


	EXPEDITED REVIEW CHECKLIST


This review form is intended only for continuing review of protocols that qualify for expedited review under category 8 as described below. Please confirm that this protocol qualifies for expedited continuing review by checking the appropriate boxes below. 
8)   FORMCHECKBOX 
    Continuing review of research previously approved by the convened IRB as follows:

a)   FORMCHECKBOX 
    where (i) the research is permanently closed to the enrollment of new subjects; (ii) all subjects have           

             completed all research-related interventions; and (iii) the research remains active only for long-term follow-     

             up of subjects; or

b)    FORMCHECKBOX 
   where no subjects have been enrolled and no additional risks have been identified; or

c)   FORMCHECKBOX 
     where the remaining research activities are limited to data analysis.

_________________________________________________________________________________________

   FORMCHECKBOX 
           This protocol does not meet the expedited criteria and should be placed on the next available agenda.

   FORMCHECKBOX 
           This protocol meets the criteria for expedited review as defined above.
Final category determination ___________________________________________________________________________
	REVIEW CHECKLIST


	1. CONTINUING REVIEW APPLICATION SUBMISSION 
	YES
	NO

	Are any significant new findings and/or interim reports provided? 

    ( Answer only if previous answer  is YES, is there any significant info that may need to be reported
       to the subject?
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

     FORMCHECKBOX 


	Comments/Questions for the PI to address – specify if required or suggested:



	2. SUBJECT ENROLLMENT 
	YES
	NO

	Has protocol has closed within past year? 
    ( if yes was the approved number of subjects enrolled? 
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 
  

 FORMCHECKBOX 


	Comments/Questions for the PI to address– specify if required or suggested:



	3. UNANTICIPATED EVENTS PRESENTING RISKS TO SUBJECTS OR OTHERS
	YES
	NO

	Have there been any unanticipated events submitted since the protocol was last reviewed? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	    ( Answer only if previous answer  is YES: 
        ( Have all unanticipated events been reviewed by CCI?                                                   FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

           Reviewer may reference complete file or online CCI database, as needed          
        (  Should other subjects be informed of the events and/or change to risk/benefit ratio?   FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

	Comments/Questions for the PI to address – specify if required or suggested:



	4. PROTOCOL DEVIATIONS & EXCEPTIONS
	YES
	NO

	Has the PI submitted any new deviations or exceptions as part of this submission?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments/Questions for the PI to address– specify if required or suggested:



	5. PROTOCOL CHANGES & AMENDMENTS 
	YES
	NO

	Is the PI requesting new changes as part of this submission?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	         ( Answer only if previous answer is YES:
             ( Do the requested changes alter the risk/benefit ratio of subjects?                        FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO
             (  Are the requested changes updated in all appropriate study materials and         FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO
                 included for review? 

	Comments/Questions for the PI to address – specify if required or suggested:


	6. REVIEWER’S FINAL ASSESSMENT/OPINION

	Approval
	  FORMCHECKBOX 
 No changes: an acceptable risk/benefit ratio remains and the protocol is acceptable as   

     Submitted.

	Conditional Approval
	 FORMCHECKBOX 
 Changes regarding the protocol needed in the informed consent document, 

     protocol or other study materials.
                             FORMCHECKBOX 
       Would like to see response

	Refer to Full IRB
	 FORMCHECKBOX 
  Place on next IRB agenda


You may attach a marked up copy of the consent/assent forms and/or other study materials with any edits, changes, typos or suggested wording.  Circle word/phrases that need to be rewritten in lay language or clarified.  Please make clear which comments are suggestions and which are required.

Additional Comments/Questions you would like the Principal Investigator to address:

	


___________________________________                      _____________________

Reviewer’s Signature



                 Review Date

	FOLLOW-UP REVIEWS


	Response Received:
	_________
	Action:
	  FORMCHECKBOX 
 Approved         

  FORMCHECKBOX 
 Questions/issues to address/modifications required (list below)


 
__________________________________                      _____________________
Reviewer’s Signature                                                       Review Date
 

	


	Response Received:
	_________
	Action:
	  FORMCHECKBOX 
 Approved         

  FORMCHECKBOX 
 Questions/issues to address/modifications required (list below)


 
__________________________________                      _____________________
Reviewer’s Signature                                                       Review Date
 
	


	Response Received:
	_________
	Action:
	  FORMCHECKBOX 
 Approved         

  FORMCHECKBOX 
 Questions/issues to address/modifications required (list below)


 
__________________________________                      _____________________
Reviewer’s Signature                                                       Review Date
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