Yale University Institutional Review Boards

Checklist 0000 CH.00 – New Protocol Review Checklist


	100 CH 10 Human Subjects Committee Regulatory Review of Renewals, Terminations and Amendments Checklist 
	


Meeting or Expedited Review Date:     /      / 
Protocol #:





Reviewer:  





Principal Investigator:





First Approval Date:




Approval Expiration Date:



Expedited category (if applicable): 


General Information 

· Signatures or routing approvals received.  List any outstanding signatures/routing approvals.


· Protocol Related Conflict of Interest  

· None

· Name of individual with potential CoI:  


· Review Conducted By Committee  

· Conflict Minimized:

· Disclosure in Consent


· Investigator Role Limited   

· De Minimis (no action required by Committee)   

· Sponsor protocol version # and date:








Copy of sponsor protocol must be retained in the file

Changes

Review submission for any of the following changes described below.  Changes would necessitate review in accordance with new protocol checklists and standards.

	
	Yes
	No
	Comments

	PI
	
	
	Is new PI justified?  Why changing? Was approval from the Chair received?  Appropriate training, CoI information etc.

	Personnel
	
	
	Check HRPP and HIPAA training.  Check Yale affiliation



	Funding Source
	
	
	Has a new funding source been reviewed for congruency?  Note new source and review for congruency determination 

	Population
	
	
	Is new population appropriate and does it now include a new vulnerable group?  If so attach appropriate checklist



	Location
	
	
	Note new location and affiliation
If an embargoed country refer to export control group.


	Collaborators/Affiliates
	
	
	Note new collaborator(s) affiliate(s), confirm appropriate FWA status



	Risk Assessment
	
	
	Has the data and safety monitoring plan been modified accordingly?



	Protocol/measures etc
	
	
	Has the procedure or study measures changed?  Does the consent need to be changed accordingly?



Study Progress

1. Study Status 

· On-going

· Completed

· Still in proposal stage 

· Stopped by: 


· Other 

Comments on whether status makes sense:

2. Enrollment

· No enrollment to date 
· Note if enrollment occurred at other sites.
· Was this lack of enrollment anticipated and appropriate?
· Active

· Enrollment progressing as planned

· Slower than planned enrollment which will require study extension or

                          reduction of planned number of subjects

· Enrollment closed 

· Date enrollment closed: 



· Participants still completing research interventions

· Follow up only, describe nature of follow-up

· Data analysis only
3. Adverse Events and Unanticipated Problems

· None reported
· SAEs/AEs at anticipated levels
· SAEs/AEs higher than anticipated or unanticipated.  Describe:

· Unanticipated Problems since last review. Describe:  Corrective Action Taken?
· Complaints at anticipated levels
· Subject withdrawals at higher than anticipated rates
4. New information

· No new information provided suggesting change in risk assessment

· New information provided which could impact meeting review criteria.

· Changes to project plan requested

· New consent or consent addendum 

5.   Outstanding information requests or concerns related to prior reviews by the IRB:

What information is outstanding and how does it impact the renewal request:  

Review prior minutes related to this study and comment on any concerns that remain relevant to amendment or renewal.  
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