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	NON - HARVARD IRB Authorization Agreement Continuing Review Supplement



	IRB Office use only

Date received: ______________
IRB expiration date: ______________
Convened review  FORMCHECKBOX 

Expedited review  FORMCHECKBOX 




This form is to be submitted at the time of continuing review if the study is part of the Catalyst Reliance Agreement and CHA is the IRB of record.


Please submit the original paper submission application to the IRB office (1035 Cambridge Street, 2nd floor, Cambridge). Original signatures are required on the paper submission. Please also email all documents to CHAIRBOffice@challiance.org.

 This form is to be typed. Handwritten forms will not be reviewed and will be returned to the PI. Complete each field; do not leave fields blank. Indicate N/A, as needed. 
SECTION A:  General Study Information

CHA-IRB-     
Study Title:      
CHA Principal Investigator:      

Email address:      

Telephone number:      
SECTION B: Non-CHA Study Locations
Please list all NON-CHA locations where this study is conducted:

·      
·      
·      
·      
·      
·      
SECTION C: Procedures Conducted at Non-CHA Locations

Please identify what procedures are performed at each of the non-CHA locations:

·      
·      
·      
·      
·      
·      

SECTION D: Non-CHA Researchers Conducting Study at Non-CHA Sites
If more space is needed, please attach an additional piece of paper with the information below.
	List ALL 
non-CHA Research Team Members


	Name of Individual’s Institution

	Individual’s role (e.g., Co-I, coordinator)
	Human Subject Training


	     
	     
	     
	 FORMCHECKBOX 
 CITI
 FORMCHECKBOX 
 Other​​​​

Most Recent Date Completed:      

	     
	     
	     
	 FORMCHECKBOX 
 CITI
 FORMCHECKBOX 
 Other​​​​3
Most Recent Date Completed:      

	     
	     
	     
	 FORMCHECKBOX 
 CITI
 FORMCHECKBOX 
 Other​​​​​​​​3
Most Recent Date Completed:      

	     
	     
	     
	 FORMCHECKBOX 
 CITI
 FORMCHECKBOX 
 Other​​​​​​​​3
Most Recent Date Completed:      

	     
	     
	     
	 FORMCHECKBOX 
 CITI
 FORMCHECKBOX 
 Other​​​​​​​​3
Most Recent Date Completed:      

	     
	     
	     
	 FORMCHECKBOX 
 CITI
 FORMCHECKBOX 
 Other​​​​​​​​3
Most Recent Date Completed:      

	     
	     
	     
	 FORMCHECKBOX 
 CITI
 FORMCHECKBOX 
 Other​​​​​​​​3
Most Recent Date Completed:      

	     
	     
	     
	 FORMCHECKBOX 
 CITI
 FORMCHECKBOX 
 Other​​​​​​​​3
Most Recent Date Completed:      

	     
	     
	     
	 FORMCHECKBOX 
 CITI
 FORMCHECKBOX 
 Other​​​​​​​​3
Most Recent Date Completed:      

	     
	     
	     
	 FORMCHECKBOX 
 CITI
 FORMCHECKBOX 
 Other​​​​​​​​3
Most Recent Date Completed:      


Section E: Conflict of Interest (COI)
The CHA PI is responsible for ensuring that each person listed above completes, signs, and submits a CHA COI disclosure form. ALL COI forms are to be submitted by the PI with the continuing review application.
SECTION F: Principal Investigator Assurance

By signing below I, the study Principal Investigator, confirm and acknowledge that:

· I am responsible for the conduct of this research study, including the protection of the rights and welfare of the human participants.

· I have reviewed the information above; it is complete and accurate.

· I am responsible for ensuring that the study is supported and conducted by trained and qualified research staff and in accordance with the current IRB-approved protocol.

· Neither I nor any member of the study team will change the approved protocol or informed consent form without first obtaining IRB approval.

· I will ensure that consent/assent is ethically obtained and is documented in accordance with applicable laws and CHA policy.

· I will designate a qualified co-investigator to assume direct responsibility of this study if I will be unable to personally direct this study, as when on sabbatical leave or vacation. 

________________________________

____________

Principal Investigator Signature

Date
� CHA defines “research team members” as those who contribute to design, conduct, or reporting of a research study; have direct contact with study participants; contribute to the research in a substantive way; have contact with a study participant’s identifiable data or biological samples (e.g., tissue, blood, urine, plasma, saliva); or use participants’ personal information. CHA expects the PI to make a good faith effort to meet the spirit of research education training requirements by assuring all research team members receive research-related education & training appropriate to project role. See the �HYPERLINK "http://www.challiance.org/Academics/HumanSubjectTraining.aspx"�IRB Research Education� site for additional info.





� See CHA research education requirements on the �HYPERLINK "http://www.challiance.org/Academics/HumanSubjectTraining.aspx"�IRB Research Education� website. 


� If the research team member did not complete the CHA CITI education requirements, submit a copy of the certificate of completion with the application. 
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