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	Review Period:

	From:
	
	Date form completed:
	

	
	
	
	
	
	
	

	
	

	PROTOCOL TITLE:
	



	
	

	

	PRINCIPAL INVESTIGATOR:
	

	
	

	Dept.
	
	Phone Number
	
	Email
	

	
	

	Campus Address
	

	

	WHO IS THE PRIMARY CONTACT FOR THIS RESEARCH PROJECT? ALL IRB communications will be sent to the person listed below.  Primary contacts are considered “key personnel” and must complete required human subjects training.

	Contact Full Name
	

	Department /Address
	

	Campus Phone Number/Pager
	

	Email 
	

	Fax Number
	

	
	

	1.  OPERATIONS AND FUNDING STATUS        
	

	A.  Operations Center Status
	

	
	Work Not Yet Started

	
	Work will not be done – Close Operations Center Protocol- Why?
	

	
	Work Complete – Close Operations Center Protocol

	
	Active – performance sites accruing subjects

	
	Active – all performance site enrollment complete, research interventions still occurring



	 B.
	Funding Status        
	

	
	How is this protocol being funded?
	
	Departmental
	
	Federal/State
	
	Industry

	
	If federal or state funding, complete the following:

	
	Sponsor Name
	
	and Infoed Proposal #
	

	
	(check with your UVM grants administrator if you do not have this information)

	
	Grant Project Begin Date 
	
	and End Date
	

	
	If the funding ended during this review period, or will end within the next 12 months, how will this research be supported?  Explain belowNote:  Any new funding source, with the exception of a change to departmental funding, requires that a new protocol be submitted for review and approval.

	
	

	
	If Industry, provide the Company’s billing information below.

	
	Name
	

	
	Contact Person Name for the Invoice
	

	
	Contact Person E-mail address
	

	
	Street Address
	

	
	City, State, Zip
	



	2.   ENROLLMENT STATUS OF PERFORMANCE SITES

	
	Performance Site Name
	Inter-Institutional Agreements or Subawards in Place? Yes or No
	Current IRB Approval Date 
	Enrollment status
Open or Closed
	Total # of subjects enrolled 

	1
	
	
	
	
	

	2
	
	
	
	
	

	3
	
	
	
	
	

	4
	
	
	
	
	

	5
	
	
	
	
	

	6
	
	
	
	
	

	7
	
	
	
	
	

	8
	
	
	
	
	

	9
	
	
	
	
	

	10
	
	
	
	
	



	3.  SAFETY INFORMATION – FOR PERFORMANCE SITES ONLY (If there is local enrollment, any safety issues are reported under the local UVM/UVM Medical Center protocol. This section only relates to the performance sites.)  

	A.  
	UNANTICIPATED PROBLEMS UAPs - (check all that have occurred over the last review period)

	
	OHRP considers UAPs, in general, to include any incident, experience, or outcome that meets all the following criteria:
1.  unexpected (in terms of nature, severity, or frequency) given (a) the research procedures that are described in the protocol-related   documents, such as the IRB-approved research protocol and informed consent document; and (b) the characteristics of the subject population being studied;
2.  related or possibly related to participation in the research (in this guidance document, possibly related means there is a reasonable possibility that the incident, experience, or outcome may have been caused by the procedures involved in the research); and
3.  suggests that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized.



	
	Death – related or possibly related to research 

	If checked, was the death reported to the IRB?
	
	Yes
	
	No

	If no, complete a “Unanticipated Problem Potentially…”  form for each and submit with this continuing review.



	
	Adverse events that met the criteria for reporting to the IRB.              

	If checked, were these events reported to the IRB?
	
	Yes
	
	No

	If no, complete a “Unanticipated Problem Potentially…”  form for each and submit with this continuing review.

	NOTE:  AE reporting is required for Humanitarian Use Device (HUD) protocols.



	
	Protocol deviations potentially affecting risk to subjects or others.

	Examples include but are not limited to medication or lab errors, breach in confidentiality/HIPAA violation, eligibility criteria not met, improper consent process used, key personnel not appropriately listed on protocol.

	If checked, was the deviation(s) reported to the IRB?
	
	Yes
	
	No

	If no, complete a “Unanticipated Problem Potentially…” form for each and submit with this continuing review.

	

	List or attach a list of all other protocol deviations not affecting risk to subjects that occurred during this review period.  (examples here include visit off by one day, questionnaires not done)

	






	          
	Complaint by subject or another person (If yes, explain below)

	If yes, was the information submitted to the IRB?
	
	Yes
	
	No

	If no, complete a “Unanticipated Problem Potentially…” form and submit with this continuing review.



	
	Interim findings, publication, toxicity report, or sponsor action letters

	If yes, was the information submitted to the IRB?
	
	Yes
	
	No

	If no, complete a “Unanticipated Problem Potentially…”  form and submit with this continuing review.



	
	Enforcement Action - e.g. unfavorable audit report, suspension of investigator, serious or continuing 

	
	noncompliance, FDA form 483

	If yes, was the information submitted to the IRB?
	
	Yes
	
	No

	If no, complete a “Unanticipated Problem Potentially…” form and submit with this continuing review.



	
	Study personnel misconduct

	If yes, was the information submitted to the IRB?
	
	Yes
	
	No

	If no, complete a “Unanticipated Problem Potentially…” form and submit with this continuing review.



	
	Incarceration of a research subject

	If yes, was the information submitted to the IRB?
	
	Yes
	
	No

	If no, complete a “Unanticipated Problem Potentially…” form and submit with this continuing review.



	4.  Monitoring and Consent

	A.    Have any of the performance sites been site visited since the last review? 
	
	Yes
	
	No

	If yes, attach documentation of the visit.  

	
	[bookmark: _GoBack]If no, attach a copy of the last fully executed consent form signed by a subject from each site.  This consent should be from the performance sites not UVM/UVM Medical Center  

	The subject’s name should be obscured in some manner but all dates and person obtaining consent should be left intact.  (If there has been no enrollment during the period, state so below.)

	

	

	5.  ADDITIONAL COMMENTS

	Provide any additional comments that pertain to the coordination of this protocol that the IRB should be aware of that may impact the safety of the subjects involved in this research.                                                                                                                                                                                   

	





	6.  INVESTIGATOR SIGNATURE

	
By signing below, the Principal Investigator assures the information contained on this form is true and accurate.

	

	

	Signature 
	Date

	

	

	Printed Name
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