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	Committee on Clinical Investigations

Children’s Hospital Boston
	Reviewer Worksheet

Amendments: Expedited Review


Children's Hospital, Boston: Committee on Clinical Investigations

Reviewer’s Worksheet. 
                                                                                                                      Amendments: Expedited Review

	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


	REVIEWER COMMENTS


Before completing this form please note how the amendment impacts any of the regulatory criteria for IRB approval. Please refer to Reviewer Reference Criteria for Approval of Amendment Guidance, including the points to consider and informed consent elements.  

	REVIEW COMMENT/QUESTIONS

	

















	CONSENT REQUIREMENTSMODIFIED? 

	Does the consent require any modifications                                                                                             FORMCHECKBOX 
 YES          FORMCHECKBOX 
 NO   

      ( Answer only if previous answer is YES, is re-consent required?                                                FORMCHECKBOX 
 YES          FORMCHECKBOX 
 NO   


	REVIEWER’S FINAL ASSESSMENT/OPINION

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

      as submitted.

	Conditional Approval
	 FORMCHECKBOX 
 Changes regarding the amendment needed 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.

____________________________________                      _____________________

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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