The University of Vermont Committees on Human Research
Operations Center (OC) Activities Supplement
The purpose and function of an Operations Center (OC) when conducting multi-center clinical trials is to provide administrative, data management, and organizational support in the conduct of the multi-center trial.  The OC functions as the central location for trial documents and subject registration, and monitors the conduct and progress of the clinical trial at all participating sites.  The local researcher must submit this supplemental form any time UVM/FAHC is acting as an OC.
	
	CHRMS/CHRBS
	
	(if known at time of submission)

	
	Protocol Title
	

	
	PI
	

	
	
	

	1. 
	Defining UVM/FAHC Role

	
	
	UVM/FAHC is acting as the OC only (no subjects will be enrolled locally.)

	
	

	
	
	UVM/FAHC is acting as the OC and will be enrolling subjects locally.

	
	

	2.
	Location of Research

	
	

	
	a. List the Primary Principal Investigator and Institution for the submitted protocol

	
	

	
	

	
	b. List all Performance Sites (current or pending) (insert additional rows if needed).   

	Performance Site 


	PI Name 
	List IRB Name here


	FWA #
	Status of Inter-Institutional Agreement or Subaward (if complete attach)

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	3. 
	Training

	

	
	
	

	a. Describe method used for site selection and qualifications. (e.g., PI and key study personnel qualifications, experience, adequate resources and facilities).

	

	b. Describe site training and how training will be provided.  

	

	
	

	4.
	Description of UVM/FAHC Operations Center Functions

	

	a.
	Describe the Data and Safety Monitoring (DSM) plan 

	
	

	
	a.1. Plan for monitoring progress of trial (frequency of DSM review and reports, planned interim analysis, planned reports, etc)

	
	

	
	a.2. Frequency of planned monitoring

	
	

	
	a.3.  Ensuring protocol compliance (use of appropriate protocol version/consent version/subject eligibility, treatment and follow-up)

	
	

	
	a.4. Confirm data accuracy (source to case report form monitoring)

	
	

	
	a.5. Monitor safety of subjects (submission of safety information to OC)

	
	

	
	

	b.
	If applicable, describe the composition of the DSMB, their qualifications, how they were selected and their frequency of reporting:   Note:  DSMB reports are required to be submitted to the IRB immediately upon receipt. 

	
	

	
	

	c.
	Describe the method for determining that any substantive modification by the performance site of sample consent information related to risks or alternative procedures is appropriately justified. 

	
	

	
	

	d.
	Describe the method for confirming informed consent is obtained from each subject in compliance with federal, and if applicable, international regulations.

	
	

	
	

	e.
	Will the OC receive/store private, identifiable information or specimens from study subjects?

	
	
	Yes
	
	No
	

	
	If yes, specify the types of information and/or specimens and describe how it will be collected, transferred and stored and for how long it will be stored.  (electronic, mail, coded, not coded)  Note, if the data will be stored indefinitely a data/specimen repository protocol must be submitted for review and approval.

	
	

	
	

	f.
	Describe the method for determining that the privacy of the subjects and the confidentiality of data are adequately maintained.  

	
	

	
	

	g.
	Other OC Responsibilities Not Already Described
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