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APPLICATION FOR WAIVER OF AUTHORIZATION
	Protocol Name:      


	Principal Investigator:      


	Sponsor:      


	Contact Person:      

	Telephone Number:      -     -     



Please answer all the following questions and sign the Investigator’s Assurance.   Attach additional pages if necessary.

1.  
Describe the reason that you are asking for this waiver and why the research could not practicably be
conducted without the waiver of authorization.
     
2.
Please explain how the use or disclosure of protected health information (PHI) involves no more than 
minimal risk to the privacy of the individuals and will not adversely affect the privacy rights and welfare of 
the individuals. 

     
3.
Explain why the research could not practicably be conducted without access to and use of the PHI.

     
4.
Describe the possible benefits of the research to the general population and the group of individuals 
whose PHI you propose to use or disclose.


     
5.
What are the possible privacy risks to individuals whose PHI will be used or disclosed?  


     
6.
Describe your plan to destroy the identifiers.  If there is no intent to destroy the identifiers, please justify 
your retention of this information. Are there any legal mandates for such retention?

     
7.
Detail your security steps to protect PHI so it 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 by regulation).  Please describe your site’s plan to track 
use of PHI.

     
8.
Who is the Privacy Officer at your institution?  Please give their contact information.  


     
9.  
Under federal regulations, investigators may obtain only the minimum necessary PHI to achieve the                                                                                                                                                                                                                                                                                                                                                                  
goals of the research.  Please describe the PHI that will be used, reviewed or received in the course of 
the proposed research and explain why the PHI requested is the minimum necessary to achieve the 
goals of this research.      

     
10. 
Who will have access to this information?  Are they required to sign confidentiality agreements?    

     
11.
In what form (electronic/paper) will this information be maintained?     When will it be destroyed?


     
INVESTIGATOR’S ASSURANCE:
I certify that the information provided in this Sterling IRB Application for Waiver of Authorization is complete and accurate to the best of my knowledge.  

I understand that as Principal Investigator, I have ultimate responsibility for the protection of the rights and welfare of human subjects and the ethical conduct of this research protocol.  I agree to comply with all requirements of Sterling IRB as well as with all applicable federal, state, and local laws regarding the protection of human subjects in research including, but not limited to, the following:


1. 
The project will be performed by qualified personnel identified on the Sterling IRB Submission 


Application and according to the research protocol.

2. 
Protected health information obtained in this study will not be reused or disclosed to any other 


person 
or entity other than those authorized to receive it, except: a) as required by law, b) for 


authorized oversight of the research, or c) in connection with other research for which the use or 


disclosure of that PHI is permitted by the HIPAA Privacy Rule.

3. 
Necessary review by Sterling IRB will be sought if changes made in the research protocol may 


result in the research no longer meeting the criteria for exemption.

I have read the regulations and understand my responsibilities and the requirements for using and disclosing protected health information as outlined in the HIPAA Privacy Rule (45 CFR Parts 160 and 164).
Please attach a copy of your SOPs regarding privacy and HIPAA regulations.

     
Printed Name of Principal Investigator
__________________________________________________________________       mm/dd/yy
Signature of Principal Investigator



                                    Date
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