INSTRUCTIONS FOR PREPARING THE

WAIVER of RESEARCH AUTHORIZATION FORM 
As explained more fully in Tufts Medical Center/Tufts University Health Sciences (TUHS) policy on Uses and Disclosures of Protected health information for Research Purposes, the Tufts  Medical Center/TUHS IRB/Privacy Board may permit the use and disclosure of protected health information pursuant to an approved Waiver of Research Authorization. This form will need to be carefully prepared by the Principal Investigator to ensure that the request for Waiver of Research Authorization includes the necessary information regarding the uses and disclosures.   

IT IS THE RESPONSIBILITY OF THE PRINCIPAL INVESTIGATOR TO ENSURE THAT TUFTS MEDICAL CENTER/TUHS, AS REQUIRED, HAS ON FILE A WRITTEN ACCOUNTING OF ALL RECORDS ACCESSED UNDER THIS WAIVER OF RESEARCH AUTHORIZATION.  THE ACCOUNTING IS TO BE REPORTED ANNUALLY TO THE HIPAA PRIVACY OFFICER FOR RESEARCH.
AS APPLICABLE, RESEARCH STAFF IS SUBJECT TO THE PRIVACY PRACTICES OF TUFTS MEDICAL CENTER/TUHS.  IF THE STAFF HAS NOT ALREADY DONE SO, EACH RESEARCH TEAM MEMBER MUST SIGN A PRIVACY STATEMENT BEFORE PARTICIPATING IN THE RESEARCH STUDY.

The IRB/Privacy Board requires the following information to provide a Waiver of Research Authorization:

1. What is the likelihood of enrolling more than 50 participants/records for this study?  Please indicate which applies: Likely Unlikely Unknown

2. Who will disclose, receive, and/or use the information? 

3. What information will be used or disclosed? 

4. Is this the minimum necessary information needed to conduct the study?  Please indicate which applies:  Yes or No
5. Who will have access to, or use of, the protected health information?
6. How will the protected health information be used or disclosed?  

7. Please describe the security measures to protect HIPAA protected health information?
8. When do you expect to destroy the protected health information?
9. How will you destroy the protected health information?
10. Why would it be impracticable to conduct the research without the Research Authorization Waiver?
Tufts Medical Center

Tufts University Health Sciences

WAIVER OF RESEARCH AUTHORIZATION

Title of study:      
Principal Investigator:      
IRB #:      
Waiver of Research Authorization end date or termination event:      
Required Information may be provided on this form, or on a separate document addressing each of the questions below.  Please indicate “see attached” as appropriate.

1. What is the likelihood of enrolling more than 50 subjects/records?  




 FORMCHECKBOX 
 Likely     FORMCHECKBOX 
 Unlikely      FORMCHECKBOX 
 Unknown

2. Who will disclose, receive, and/or use the information?  
     
3. What information will be used or disclosed?   
     
4. Is this the minimum necessary information needed to conduct the study?


 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

5. Who will have access to, or use of, the protected health information?   

     
6. How will the protected health information be used or disclosed?   
     
7. Please describe the security measures to protect the HIPAA protected health information.  

     
8. When do you plan to destroy the HIPAA protected health information?  

     
9. How do you plan to destroy the HIPAA protected health information?  

     
10. Why would the research be impracticable without the Waiver of Research Authorization?   

     
SPECIFIC REPRESENTATIONS

I seek a waiver of research authorization, as indicated above.  Accept my signature below as written assurance that the above-referenced protected health information will not be reused or disclosed to any other person or entity except as described.

By signing below, I represent that all of the above statements are true.

Signature of Principal Investigator










Date

     
Print Name of Principal Investigator
     
Print Name of Person Preparing this Form

Version date:      
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