The University of Vermont Committees on Human Research

Authorization Cover Form

The Authorization may not be used until you have received written approval from the Committee.  The answers provided on this form should be reflected in the Authorization.  Return this form to the Committee along with the study specific Authorization.  Any boxes that are pre-checked are items that are already included in the authorization template.  See Research Manual for definitions and form completion instructions.
	CHRMS or CHRBS #:
	
	2.
	Principal Investigator (PI):
	

	
	

	Protocol/Project Title:
	

	
	

	
	Covered Entities
	

	
	

	Please indicate below, other than FAHC, the covered entities that you are currently aware of which will be receiving or disclosing protected health information for this study.  (examples of other covered entities would be other hospitals, other group or individual practices outside FAHC, Visiting Nurse Association, etc)(UVM is not usually a covered entity)

	
	x
	FAHC
	
	Other: 
	
	

	
	
	Other Hospital:
	
	
	
	Other:
	
	

	
	
	Other Group Practice:  
	
	
	
	Other:
	
	

	Covered Entities:  Refers to three types of entities that must comply with the HIPAA Privacy Rule:  health care providers; health plans; and health care clearinghouses.  For purposes of the HIPAA Privacy Rule, health care providers include hospitals, physicians, and other caregivers, as well as researchers who provide health care and receive, access or generate individually identifiable health care information.

	
	
	
	
	
	
	

	1.
	Protected Health Information
	(PHI)
	
	
	
	

	
	
	
	
	
	
	

	
	A.  Indicate what protected health information will be collected or used:

	
	
	
	
	
	
	

	
	
	Data containing no protected health information*
	
	Mental Health records  (includes review for entry criteria)

	
	
	Physician/clinic records
	
	HIV status (includes review for entry criteria) 

	
	
	Hospital/medical records (in and out patient)
	
	(also check biological samples if appropriate)

	
	
	Lab, pathology and/or radiology results
	
	Genetic records (also check biological samples if

	
	
	Biological samples obtained from the subjects
	
	appropriate)

	
	
	(blood, tissue, sputum, etc)
	
	Other (describe below)

	
	
	Interviews/Questionnaires
	
	

	
	
	Data previously collected for research purposes 
	
	

	
	
	(if separate from the covered entity records)
	

	
	

	
	*HIPAA regulations do not apply to this research study and you do not need to finish this form.



	
	

	
	B.  Indicate how the research team will receive health information:

	
	
	

	
	
	with unlimited identifiers. 

	
	
	The study requires consent /Authorization from the subject or a Waiver of Consent/Authorization from the IRB.

	
	
	with limited identifiers:  ZIP codes, geocodes, dates of birth, or other dates only.  

	
	
	The study qualifies as a Limited Data Set and requires a Data Use Agreement.  You may request this agreement from FAHC.

	
	
	without any identifiers. 

	
	
	The research does not include PHI, thus HIPAA regulations do not apply to this study and you do not need to finish this form.

	
	
	

	2.
	PHI Sharing within the covered entity or entities, as listed under #1.  Indicate who may use or disclose PHI during the course of the research study.

	
	
	
	
	

	
	x
	Principal Investigator/Study Team 
	

	
	x
	Employed covered entity Health Care Providers ie radiology, lab, billing, etc.
	

	
	x
	Health Management Dept. (medical records)
	

	
	
	Others (please list below)
	

	
	

	
	
	

	3.
	PHI Sharing outside the covered entity or entities, as listed on the first page.  Indicate who may receive or use PHI. 

	
	
	
	
	
	
	

	
	
	Principal Investigator/Study Team 

	
	
	(For most clinical research the PI and members of the study team should be checked here as well as in #2 because of dual appointments at FAHC and UVM.)

	
	x
	Institutional Review Boards

	
	
	Institutional Biosafety Committee

	
	x
	Health Care Providers who are not employed by a covered entity

	
	
	Authorized representatives of the sponsor of this research study   List:
	

	
	
	(including clinical research organization contracted by the sponsor)

	
	x
	Authorized representatives of other medical centers or institutions participating in the research study

	
	x
	Authorized representatives of state and federal regulatory agencies 

	
	
	(examples would be the FDA, NIH & OHRP)

	
	
	Please specify whether FDA is involved
	Yes
	
	No
	
	If yes, state so in the authorization.

	 
	
	Vermont Cancer Center
	
	
	
	

	
	
	General Clinical Research Center
	
	

	
	
	Consultants (list individual or firm)
	
	

	
	
	Data Safety and Monitoring Boards 

	
	
	(Check this box only if the board is independent of the sponsor.  Boards supported by the sponsor would be considered “authorized representatives” and don’t need to be listed separately.)

	
	
	Others  (If this category has been checked please list below as well as in your Authorization along with a 

	
	
	description of each purpose of the use or disclosure.

	
	
	

	
	

	
	
	
	
	
	
	

	4.
	My signature below certifies that only the minimum necessary data will be obtained to meet the needs of this study.

	
	
	
	
	
	

	
	
	Principal Investigator Signature
	Date
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