Request For Waiver of HIPAA Authorization Form
Title of Study:       
Name of Principal Investigator(s):       
Waiver of Authorization

There is an alternative to asking each research participant for an authorization to release “protected health information” (PHI) for research purposes.  The investigator may ask the Institutional Review Board (acting as the Privacy Board for all research protocols) for a waiver of authorization.  The Privacy Rule includes specific guidelines for the Institutional Review Board (IRB) to follow in granting an investigator’s request for a waiver of authorization.  The IRB must obtain a written statement from the investigator that is sufficient for the IRB to determine the use or disclosure of PHI for the study involves no more than minimal risk to the privacy of the participant(s).  This determination is based on the investigator’s response to the questions on this form.

The investigator must address the following items completely:  (all information should be typed)

1. Will the protected health information you access and record include any of the following elements (check all that apply):

 FORMCHECKBOX 
 Patient/Participant Names

 FORMCHECKBOX 
 Postal address information, other than town or city, State and zip code         

 FORMCHECKBOX 
 Telephone numbers and/or Fax numbers
  

 FORMCHECKBOX 
 Electronic mail addresses 

 FORMCHECKBOX 
 Social Security Numbers

 FORMCHECKBOX 
 Medical record numbers

 FORMCHECKBOX 
 Health plan beneficiary numbers
  

             FORMCHECKBOX 
 Account numbers

 FORMCHECKBOX 
 Certificate/license numbers 

 FORMCHECKBOX 
 Vehicle identifiers and serial numbers, including license plate numbers

 FORMCHECKBOX 
 Device identifiers and serial numbers

 FORMCHECKBOX 
 Web Universal Resource Locators (URLs)

 FORMCHECKBOX 
Internet Protocol (IP) address numbers

 FORMCHECKBOX 
 Biometric identifiers, including finger and voice prints

 FORMCHECKBOX 
 Full face photographic images and any comparable images

 FORMCHECKBOX 
 Other (please list):








 FORMCHECKBOX 
 None of the above

2.
State how you will identify protected health information in your research records. (i.e.: name of participants, coded identifier,…)

     
3.
Describe the plan to protect participant identifiers and protected health information from improper use and disclosure.  Examples of elements that should be included in an adequate plan are noted below:  Put an “X” by all that apply and add all other privacy protections specific to this protocol used to protect PHI from improper use and disclosure.


 FORMCHECKBOX 

Only authorized persons will be granted access



 FORMCHECKBOX 

Only authorized persons may enter and view study data

 FORMCHECKBOX 

Passwords and system IDs will not be shared

 FORMCHECKBOX 

Physical security of the workstations/files will be maintained

 FORMCHECKBOX 

Adequate data back-up plan is in effect

 FORMCHECKBOX 

Staff are trained on the data entry system and importance of security procedures

 FORMCHECKBOX 

Workstations with the database will not be left unattended.

Required: Complete description of the protection plan specific to this research protocol:

     
4.
The protocol must have an adequate plan to destroy the participant identifiers at the earliest opportunity consistent with the conduct of research, unless retention is required for reasons of health, research, or law.  Please explain this plan and when/if the participant identifiers will be stored or retained.  (Be specific, state a date or event, such as following data analysis, following publication, etc.)
     
5.
Explain why the research could not practicably be conducted without the waiver.  

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

     
As the Principal Investigator(s), you affirm with your signature below that information about all PHI collected under this waiver will not be used or disclosed to any other person or entity, except as required by law, for authorized oversight of the research study, or for use in future IRB approved research. 

As Principal Investigator(s), you assure that you and your research team will comply with the use and disclosure restrictions described above.

Principal Investigator(s) Signature:  





_________________ 

Date: 




 

Submit this completed form, along with your completed New Protocol Submission Packet, to the Research Office, Rm 603A.  

Following IRB review and approval, you will receive written notification of IRB action.  You may not begin accessing/recording PHI until you receive written approval from the IRB.

2
1 of 3
HIPAA Waiver Request Form

3/21/03


