George Washington University & Medical Center
 OFFICE OF HUMAN RESEARCH
 ( Institutional Review Board
ohrirb@gwumc.edu ( Phone: 202.994.2715
HIPAA Partial Waiver of Research Subject Authorization  for 
Recruitment Purposes Request
 (This form must be submitted with the IRB Synopsis Form If You are Requesting a Partial 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:

	     


	Description and use of Form:  This form should be used when a PI requests a waiver of Research Subject Authorization to access Protected Health Information (PHI) that is held by a covered entity (CE) other than the PI’s covered entity for the sole purpose of recruiting prospective subjects as part of a research protocol (e.g., a MFA employee requesting access to GWU Hospital billing records).  If a PI wishes to request a waiver of Research Subject Authorization to use or disclose PHI for the research itself, the PI must submit a Waiver of Research Subject Authorization Request Form to the GWU IRB.

Subject recruitment means contacting subjects.  In contrast, subject screening does not involve contacting subjects.  Different federal regulations and GWU policies and procedures apply to subject recruitment vs. screening, so it is important to distinguish between the two activities.  Under HIPAA, a PI may use PHI that is maintained by his/her covered entity for subject screening only if the researcher has completed a Request for Review Preparatory to Research.  This form is available at http://www.gwumc.edu/research/forms.htm.  The form must be signed by the Privacy Officer(s) of the covered entity(ies) holding the PHI.

Under both the Common Rule (45 CFR 46) and HIPAA, subject recruitment is “research” and is subject to IRB oversight.  Under the Common Rule, subject recruitment is part of the informed consent process, and all recruitment materials must be reviewed and approved by the IRB prior to engaging in any research activities.  PIs must include in the research protocol the procedures and data that will be used to recruit subjects.  Under HIPAA, PHI may be used or disclosed to recruit subjects only with an approved review preparatory to research or partial waiver of authorization request form.  

	General Information

	1. This partial waiver of authorization is being requested to use or disclose PHI for the sole purpose of recruiting subjects for this study. 

 FORMCHECKBOX 
     No.  STOP – You are ineligible for partial waiver of authorization for subject recruitment.  

 FORMCHECKBOX 
     Yes.

	2. Will the PHI that will be extracted from data sources and records include any of the following elements (check all that apply)?

	 FORMCHECKBOX 
  Patient/subject names

 FORMCHECKBOX 
  Dates (specify): 

 FORMCHECKBOX 
  Postal address information

 FORMCHECKBOX 
  Telephone numbers 

 FORMCHECKBOX 
  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 
  None of the above

	3. Will the PHI be used by members of the GWU Research Team for recruitment only?  (The GWU Research Team consists of the PI, the Sub-Investigators and the research staff).

 FORMCHECKBOX 
     No.   STOP – You are ineligible for partial waiver of authorization for subject recruitment.  

 FORMCHECKBOX 
     Yes.  If yes, please complete the following:

3.a.
Specify the information that will be used: Type Here
3.b. 
Is the PHI that will be used the minimum necessary to recruit subjects?

 FORMCHECKBOX 
  No.  If no, the IRB will not approve your request for a partial waiver.

 FORMCHECKBOX 
  Yes.  If yes, please explain: Type Here

	4. Will the PHI be disclosed to persons outside the GWU Research Team for recruitment?  

 FORMCHECKBOX 
    No.  

 FORMCHECKBOX 
    Yes.  If yes, please complete the following:

4.a.    To whom will the PHI be disclosed? 
Type Here
4.b.   Specify the information that will be disclosed: 
Type Here
4c. 
Is the PHI that will be disclosed the minimum necessary to recruit subjects?

 FORMCHECKBOX 
    No.  If no, the IRB will not approve your request for a partial waiver.

 FORMCHECKBOX 
    Yes.  If yes, please explain:  Type Here
4.d. 
Do you have procedures in place to track all disclosures of PHI and maintain records for six years so you can respond to subjects’ request for an accounting of disclosures?
 FORMCHECKBOX 
    No.  Tracking of disclosures under a waiver is required by HIPAA; the GWU IRB will not approve a waiver.
 FORMCHECKBOX 
    Yes.  If yes, please described your procedures:  Type Here
4.e. 
Do you have a written assurance with the recipient of the PHI ?

 FORMCHECKBOX 
    No.  If no, the IRB will not approve your request for a partial waiver.

 FORMCHECKBOX 
    Yes.  If yes, please submit a copy of the written assurance with this form. 

	Certification of Waiver Criteria

	5. Could subjects be recruited without a partial waiver of authorization to use or disclose PHI?

 FORMCHECKBOX 
    Yes.  STOP - your study is ineligible for partial waiver of research subject authorization.

 FORMCHECKBOX 
    No.  If no, please explain: Type Here

	6. Could subjects be recruited without the use or disclosure of PHI?

 FORMCHECKBOX 
    Yes.  STOP - your study is ineligible for a partial waiver of research subject authorization.
 FORMCHECKBOX 
    No.  If no, please explain: Type Here











	7. Describe how you will protect identifiers from improper use and/or disclosure.  
 FORMCHECKBOX 
    PHI will be disclosed only to recipients with whom the PI has a written assurance.
 FORMCHECKBOX 
    Other (explain): Type Here

	8. All identifiers used or disclosed must be destroyed at the earliest opportunity consistent with the purpose of the intended use or disclosure.  Please answer the following:
a.
When will the identifiers be destroyed?  (Be specific, e.g. after subject contact or completion of subject accrual, etc.) 

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

Type Here

	9. Do you have procedures in place to track all disclosures of PHI and maintain records for six years so you can respond to subjects’ request for an accounting of disclosures?

 FORMCHECKBOX 
    No.  Tracking of disclosures under a waiver is required by HIPAA; the GWU IRB will not approve a waiver.
 FORMCHECKBOX 
    Yes.  If yes, please explain your procedures: Type Here

	10. PI Signature:

Signature of Principal Investigator 




Date



	11. PRIVACY OFFICER APPROVAL:

After the IRB has approved your study and the partial 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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