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3001 S. Lamar Blvd., Suite 210

Austin, TX  78704

PH:  512-326-3001          Fax:  512-697-0085
www.integreview.com
REQUEST FOR ALTERATION OR WAIVER OF RESEARCH PARTICIPANTS’ AUTHORIZATION FOR USE/DISCLOSURE OF PROTECTED HEALTH INFORMATION
WITHOUT PATIENT/SUBJECT AUTHORIZATION


According to the Privacy Rule, in order to use or disclose Protected Health Information (PHI) for research purposes a covered entity must obtain a waiver of authorization from an IRB or Privacy Board.                 

Are you considered a covered entity?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No.
a. If yes, will you be obtaining PHI from a location other than the following: the Principal Investigator’s practice(s), a CRO, or an SMO?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No.
b. If yes, where will you be obtaining this information?       
If you answered “no” to either of the 1st two questions, do not submit this form.  

IF YOU ANSWERED “YES” TO THE ABOVE QUESTION, COMPLETE 

THE FOLLOWING INFORMATION

	Name of Sponsor:         
	Protocol Number:         

	Printed Name of Principal Investigator:                                                    

	 FORMCHECKBOX 
 M.D.  FORMCHECKBOX 
 Ph.D.  FORMCHECKBOX 
 D.O.  FORMCHECKBOX 
 Pharm.D.  FORMCHECKBOX 
  Other (describe):         


Please check all identifiers you plan to use and disclose in the conduct of the above protocol.:
	 FORMCHECKBOX 
 Name
	 FORMCHECKBOX 
 Account number
	 FORMCHECKBOX 
 Telephone and fax numbers

	 FORMCHECKBOX 
 Names of relatives
	 FORMCHECKBOX 
 Vehicle or similar serial numbers

	 FORMCHECKBOX 
 Social security number

	 FORMCHECKBOX 
 Birth date
	 FORMCHECKBOX 
 Photographic image
	 FORMCHECKBOX 
 Health plan number



	 FORMCHECKBOX 
 E-mail address, URL and IP addresses

	 FORMCHECKBOX 
 Address, including zip code
	 FORMCHECKBOX 
 Certification/license numbers

	 FORMCHECKBOX 
 Medical record number
	 FORMCHECKBOX 
 Name of employer
	 FORMCHECKBOX 
 Fingerprint, voice print


1. Describe how the use or disclosure of PHI involves no more than minimal risk to the individuals.


     
2. Describe how the alteration or waiver will not adversely affect the privacy rights and the welfare of the individuals.

     
3. Explain why the research could not practicably be conducted without obtaining patient/subject authorization. 

     
4. Explain why the research could not practicably be conducted without access to and use of the PHI.

     
5. Explain why the privacy risk to individuals who’s PHI is to be used or disclosed are reasonable in relation to the anticipated benefits, if any, to the individuals, and the importance of the knowledge that may reasonably be expected to result from the research.

     
6. Describe your plan to protect the identifiers from improper use and disclosure.

     
7.
Describe your plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or law otherwise requires such retention.

     
8.
Describe your plan to assure that the PHI will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research project, or for other research for which the use or disclosure of PHI would be permitted.

     
9. Provide whom to contact if IntegReview has questions regarding this request for waiver:

     
Printed Name and Title


Telephone number:       


I attest that the information provided to IntegReview is true and accurate.  In addition, I agree to comply with Federal and state regulations as well as the requirements and requests of IntegReview.

Signature of Principal Investigator
Date

INTEGREVIEW ACTION

IntegReview has determined that the alteration or waiver of authorization satisfies the above eight criteria.

 FORMCHECKBOX 
 Approved by expedited review      






 

 FORMCHECKBOX 
 Fred Kopec, J.D., Chair 
 

 FORMCHECKBOX 
 By signing below I certify that I do not have a conflict of interest with this protocol as identified in IntegReview’s SOP 35.


Signature of Chair or Designee                  





Date
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