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ACTIVITIES PREPARATORY TO RESEARCH

(Reference: 45 CFR 164.512)

Please do not delete any sections of this form.  Extra lines may be added as needed. 

	GENERAL INFORMATION

	Date of Application:
	     

	Purpose of this Records Review: 
	        

	Proposed Title:
(if known)
	     

	Principal Investigator: 
	     
	Rocket ID #: 
	     

	UT Department:
	     

	Contact Information:
	Phone:         
	Fax:        

	E-Mail:       

	2nd Contact Person:     (If applicable)
	     
	Rocket ID #: 
	     

	Contact Information:
	Phone:       
	Fax:        
	E-Mail:            


	A. Study Personnel - List all study personnel who will be involved in this records review.  Only UT faculty, staff, students, or registered volunteers are considered “UT-affiliated” and may be involved in this process. 

	Typed Name/Credentials
	UT Department
	UT Position  

(i.e. faculty, student, volunteer, etc.)



	UT Rocket ID #: 
	Human Subject Research Training
	HIPAA Training



	     
	     
	     
	     
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	     
	     
	     
	     
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	     
	     
	     
	     
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No


	B. Sources of Information - List all sources from which information will be reviewed.   UT cannot grant permission for records review preparatory to research conducted at non-UT sites/sources.


	UT Site/Department
	Source or Database                                               (i.e. medical charts, x-rays, records, research database)
	Time Period for Records Review

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


Insert additional rows as necessary
	C. Please list the information that will be recorded from the sources in Section B.   

NOTE: When using or disclosing protected health information (PHI), a covered entity must make reasonable efforts to limit PHI to the minimum necessary to accomplish the intended purpose of the use, disclosure or request for information.

	

	

	

	        

	No additional information beyond that which is listed above may be recorded until a Request for Waiver of Authorization for Use and Disclosure of PHI for Research Purposes and a Research Application are submitted, reviewed and approved by the IRB.

	PRINCIPAL INVESTIGATOR'S ASSURANCE AND REPRESENATIONS:
I represent and agree to the following;
1)   this disclosure is sought solely to review protected health information as necessary to prepare a research
      protocol or for similar purposes preparatory to research;

2)   only those study personnel listed in this document will participate in this records review; 

3) no protected health information will be removed from the covered entity by myself or any member of my research team in the course of this review; 

4) the protected health information for which access is being sought is necessary for the research purpose stated in this document; 
5) all information associated with this records review, including a copy of this request, will be kept in a secure location. 

6) no information viewed will be entered on a data collection tool for purposes of research until either, 1) a Waiver of Authorization for Use and Disclosure of PHI or an IRB Application for Research has been submitted, reviewed and approved by the UT IRB. 



	
	
	

	Signature of Principal Investigator
	Print Name of Principal Investigator
	Date


==============================UT IRB Office Use Only==============================
This table must appear on the same page as the signed Principal Investigator's Assurance statement.
	UT IRB APPROVAL FOR RECORDS REVIEW PREPATORY TO RESARCH

	
	
	IRB Approval Stamp



	Signature of Chair/Designee 
	Date:
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