FOR IRB USE ONLY

IRB #:  _________________

Date Submitted: _________

Date Approved:  _________

FORM G:  REQUEST FOR WAIVER OR ALTERATION OF SUBJECT AUTHORIZATION FOR THE USE AND DISCLOSURE OF PROTECTED HEALTH INFORMATION 

All forms should be submitted by email to instrb@utc.edu.

	Title of Research:
	     

	IRB #:
	     


	
	
	Dept.
	Mail Code
	Email

	Principal Investigator
	     
	     
	     
	     

	Other Investigator
	     
	     
	     
	     

	Other Investigator
	
	     
	     
	     


1. Check the activity for which the waiver or alteration of subject authorization is being requested:
 FORMCHECKBOX 
   Use of PHI for the conduct of the study itself
 FORMCHECKBOX 
   Use of PHI to identify potential subjects for recruitment
 FORMCHECKBOX 
   Use of PHI to contact potential subjects regarding study participation

2. If an alteration of authorization is being requested, briefly describe the proposed alteration of the authorization and attach a copy of the altered authorization section of the consent form. (If a waiver is being requested, proceed to number 3.)

     
3. Include a detailed list of the PHI to be created, collected, used or disclosed and a list of the sources of the PHI:
     
4. The research cannot practicably be conducted without access to the PHI because:
 FORMCHECKBOX 
    PHI is needed to identify subject eligibility

Explain:        
 FORMCHECKBOX 
    PHI is needed to answer the research question

Explain:       

 FORMCHECKBOX 

Other:       
5. The HIPAA regulation requires reasonable efforts to limit PHI to the minimum necessary to accomplish the intended purpose of the use, disclosure or request. Please note that researchers are also accountable for any PHI released under a waiver. Explain why PHI obtained for this study is/are the minimum information necessary to meet the research objectives:

     
6. State how the PHI will be protected from improper use and disclosure: (i.e., information will not be disclosed unless it is stripped of all identifiers, data will be coded prior to any disclosure with P.I. retaining a master list with a code access, etc.)
     
7. Describe the plan to protect the PHI and indicate where the PHI will be stored during the research project:

     
8. List all entities (i.e., USA,) organizations and/or persons involved in the use and disclosure

of the PHI. (Note: If the identifiable health information is shared outside of USA, additional documentation may be necessary to account for the disclosure(s). Furthermore, the sharing of PHI outside of USA may require the outside party to comply with HIPAA requirements.)


9. A HIPAA authorization requires an adequate plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is required by law.

a. Please describe the procedures that will be used to destroy the PHI that was collected during the study:      

b. If the PHI collected in the study will not be destroyed, please provide an explanation why:      
The information listed in the waiver application is accurate and all research staff will comply with the HIPAA regulations and the waiver criteria. I assure that the information I obtain as part of this research will not be reused or disclosed to any person or entity other than those listed on this form, except as required by law. 

 Signatures:

	
	
	     

	Principal Investigator or Student
	
	Date

	
	
	

	     
	
	     

	Faculty Advisor (for student apps)
	
	Date


IRB Approved:

	     
	
	     

	IRB Chair or Designee
	
	Date
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