George Washington University & Medical Center
 OFFICE OF HUMAN RESEARCH
 ( Institutional Review Board
ohrirb@gwumc.edu ( Phone: 202.994.2715
HIPAA Full Waiver of Research Subject Authorization  Request
(This form must be submitted with the IRB Synopsis Form If You are Requesting a Full Waiver for a Study involing Protected Health Information)
	Section I. Contact Information & Attestations

	IRB#
	      
	Classify this Study:

	 FORMDROPDOWN 
       


	Principal Investigator Information

	Last Name:
	     
	First Name:
	     
	Degree:      

	Department
	     
	School:
	     

	Address
	     

	Phone:
	     
	email:      


	Protocol Title:

	     


	Criteria for Waivers of HIPAA Research Authorization: Under HIPAA, a research authorization may be waived, or required elements of research authorizations may be altered, by an IRB if the proposed research activity meets the following criteria: 

1. The research could not practicably be conducted without the waiver or alteration.

Waiver of the Research Subject Authorization Process: In practical terms, this means that a waiver will not be approved for research involving interaction with live subjects (because it is possible for the investigator to obtain an authorization from subjects).  Requests for waivers are appropriate for studies of existing data or tissue and when access to subjects is not feasible.
Alteration of Research Subject Authorization Elements:  An alteration of the required elements for an authorization may be appropriate for research involving interaction with live subjects and highly sensitive information (e.g., HIV/AIDS, domestic abuse, drug use) for which subjects may not want to sign an authorization form.
Waiver of informed consent: As a general matter, a waiver of or alteration to Research Subject Authorization may be granted only when a waiver of informed consent is also granted.  In other words, in order to qualify for one of the waivers (informed consent or authorization) you must qualify for both of the waivers.
2. The use/disclosure of PHI involves no more than minimal risk to the PRIVACY of the subjects.
HIPAA requires the IRB to consider at least the following three factors to determine if the proposed research poses no more than a minimal risk to the subjects’ privacy:

a. There is an adequate plan to protect the identifiers from improper use and disclosure; 

b. There is an adequate plan to destroy the identifiers at the earliest opportunity, and
c. The investigator provides adequate written assurances that PHI will not be reused or disclosed except as permitted under HIPAA.  By signing this form, you are providing your written assurance that PHI will not be reused or redisclosed except as permitted under HIPAA.

3. The research could not practicably be conducted without PHI.

The investigator must explain to the IRB why either a limited data set or de-identified data would not be sufficient to achieve the study’s research objectives. 



	General Information

	1. Could the proposed research practicably be conducted without the waiver or alteration?

              FORMCHECKBOX 
    Yes.   STOP - your study is ineligible for a waiver of Research Subject Authorization.

              FORMCHECKBOX 
    No.  If no, please explain:  Type Here

	2. Could the proposed research practicably be conducted without the use of PHI?

 FORMCHECKBOX 
    Yes.   STOP - your study is ineligible for a waiver of Research Subject Authorization.

              FORMCHECKBOX 
    No.  If no, please explain:   Type Here

	3. Describe your plan to protect identifiers from improper use.  Be specific and include procedures that will be used to safeguard the security of the information, restrict access to the information and any code-links, etc.
             Type Here

	4. Describe your plan to protect identifiers, including code-links, from improper disclosure. 
        FORMCHECKBOX 
    Only de-identified data will be disclosed.

        FORMCHECKBOX 
    Only limited data set(s) will be disclosed with a Data Use Agreement.

              FORMCHECKBOX 
    Other (explain): Type Here

	5. Do you intend to destroy the identifiers of the PHI that will be used or disclosed in this study?
 FORMCHECKBOX 
    No.  Justify the need for retaining the identifiers, including any code-links (e.g., a federal requirement).
Type Here
 FORMCHECKBOX 
    Yes.  If yes, please answer the following:
a.
When will the identifiers be destroyed?  (Be specific, state a date or event, such as following data analysis or publication.) 

Type Here
b.
Describe how and who will destroy the identifiers.

Type Here

	6. Is the PHI proposed to be used or disclosed the minimum necessary to accomplish the research objectives?

 FORMCHECKBOX 
    No.  This is a violation of HIPAA; the GWU IRB will not approve a waiver.
 FORMCHECKBOX 
    Yes.  If yes, please explain: Type Here

	PI Signature:

	Signature of Principal Investigator 





Date



	Privacy Officer Approval:

	After the IRB has approved your study and the waiver of research subject authorization, this form must be submitted to the Privacy Officer of the Covered Entity maintaining the PHI (e.g. MFA, GWU Hospital, etc.) with a copy of the IRB Approval Letter, and a copy of the Synopsis Form or Exempt Registration Form.  
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