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	Committee on Clinical Investigations

Children’s Hospital Boston
	Amendment Comments



	PI Name: 
	
	
	Form completed by:
	

	Protocol Number:
	
	
	Date Received:
	


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   

	Comments: 




	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 
 Minor changes regarding the amendment needed the informed consent document, 

     protocol or other study materials

	Refer to Full Committee

(for expedited reviews only)
	 FORMCHECKBOX 
  Determination made that amendment needs to be reviewed by the full IRB



	Deferral

(full review only)
	 FORMCHECKBOX 
 Clarifications or additional information is required regarding a specific aspect of study

 FORMCHECKBOX 
 There is an unacceptable risk/benefit ratio, because (check all that apply):

 FORMCHECKBOX 
  Protocol poorly written, lacking significant amounts of information regarding scientific justification, study procedures, risk reduction, etc.

 FORMCHECKBOX 
   It is possible that a response for the investigator could alter the risk/benefit ratio

 FORMCHECKBOX 
   There are ethical concerns, which can be addressed by obtaining more information or 

       requiring changes in study design and procedures.

	Disapproval

(full review only)
	 FORMCHECKBOX 
 Risks significantly outweigh the benefit or value of the knowledge to be gained
 FORMCHECKBOX 
 There are significant ethical concerns or questions that deem the study unacceptable
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