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Waiver of Authorization
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Research Privacy Form

Waiver of Authorization

Request for Waiver or Alteration of Authorization to

Use or Disclose Protected Health Information in Research

1.
Principal Investigator:      
2.
Protocol Title:
     
3.
Type of Waiver Requested:


 FORMCHECKBOX 
  Complete Waiver

 FORMCHECKBOX 
  Alteration/Partial Waiver


4.
Regulatory Criteria for Waiver or Alteration of Authorization:

 4.1
Briefly describe the health information to be used/disclosed without authorization.  In addition, include the identifiers that will be collected.  

     
4.2
Briefly describe how this information will be used/disclosed.

     


4.3
Will the use/disclosure involve more than a minimal risk to privacy? 

 FORMCHECKBOX 
 No.
 FORMCHECKBOX 
 Yes.  
4.4 What is the plan to protect the identifiers from improper use and disclosure? 

     
4.5 What is the plan, if any, to destroy the identifiers?  

     
4.6 Will the information be reused or disclosed to any other person or entity?  If so, describe (i) when and under what circumstances; and (ii) how others will be required to protect the privacy and confidentiality of the information.  

     
4.7
Is it practicable to conduct the research without the waiver/alteration?  If no, why not? 

     
4.8
Is it practicable to conduct the research without access to and use of the protected health information?  If no, why not?

     
5.
Signature of Principal Investigator 

___________________________________________
___________________

Signature of Principal Investigator
Date

IRB No.: ____________________
APPROVAL RECORD

FOR IRB USE ONLY

Reviewed by: 
 FORMCHECKBOX 
 Convened IRB

 FORMCHECKBOX 
 IRB Chair or Vice Chair pursuant to expedited procedures

1. 
The use or disclosure of protected health information involves:

 FORMCHECKBOX 
  MINIMAL RISK to individual privacy  

 FORMCHECKBOX 
  MORE THAN MINIMAL RISK to individual privacy

2. 
There 
 FORMCHECKBOX 
 IS 



 FORMCHECKBOX 
 IS NOT 


an adequate plan to protect identifiers from improper use/disclosure.

3. There
 FORMCHECKBOX 
 IS 

 FORMCHECKBOX 
 IS NOT 


an adequate plan to destroy identifiers at the earliest opportunity.

4. 
There 
 FORMCHECKBOX 
 ARE


 FORMCHECKBOX 
 ARE NOT

adequate written assurances that information will not be reused/redisclosed.

5. The research 
 FORMCHECKBOX 
 COULD NOT

 FORMCHECKBOX 
 COULD


practicably be conducted without the waiver or alteration.

6. The research 
 FORMCHECKBOX 
 COULD NOT

 FORMCHECKBOX 
 COULD 


practicably be conducted without the protected health information.

The request for waiver or alteration of authorization is:

 FORMCHECKBOX 
  Not Approved 

 FORMCHECKBOX 
  Approved as a Waiver (the first box must be checked for all elements above)

 FORMCHECKBOX 
  Approved as an Alteration (description of nature of alteration required):





 



_____






Signature of IRB Chair 


Print Name 



Date
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