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IRB Waiver of HIPAA Authorization

	HS#:
	     
	CTRC applicable):
	     
	Date:
	     

	Protocol Title:


	     

	Principal Investigator:


	     

	IRB Contact:
	     

	IRB Approval:

 FORMCHECKBOX 
  Full Review

 FORMCHECKBOX 
  Expedited Review
	     


Purpose of this form  - According to HIPAA, a researcher may not access identifiable health information for research unless he or she obtains a signed HIPAA authorization from the research subject, or a Waiver of Authorization approved by the IRB.  This form is designed to facilitate the submission and review of a request to access, use, and/or disclose protected health information (PHI) by means of an IRB approved Waiver of Authorization.

Protected Health Information (PHI) is defined as individually identifiable health information held by a health care provider or health plan covered by HIPAA (e.g., National Jewish Health)

A Waiver of Authorization can be obtained if the following three criteria have been met: 

· The research is no more than minimal risk to privacy,

· The research can not practicably be carried out without a waiver, and

· The research cannot be done without this specific PHI

1. Specify which, if any of the following identifiers will be associated with the health information you propose to access, use, or disclose?

 FORMCHECKBOX 
 Name





 FORMCHECKBOX 
 Geographic subdivisions smaller than a state

 FORMCHECKBOX 
 All dates (except year) that are directly related to an individual (e.g. DOB, discharge date)

 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 
 FORMCHECKBOX 
 Device identifiers and serial numbers

 FORMCHECKBOX 
 URLs (http://….)



 FORMCHECKBOX 
 IP address numbers

 FORMCHECKBOX 
 Biometric identifiers (including finger and voice prints)

 FORMCHECKBOX 
 Full face photographic images and any comparable images 

 FORMCHECKBOX 
 Any other unique identifying number, characteristic or code

2. Will you use and/or disclose any of the identifiers you indicated in #1 above?

 FORMCHECKBOX 

Yes. (Go to #4).

 FORMCHECKBOX 

No.  (Go to #3)

3. Will you have access to any of the identifiers in #1?

 FORMCHECKBOX 

Yes (If so, initial the paragraph below and then sign and date this form on page 3)

 FORMCHECKBOX 

No (Neither this Waiver of HIPAA Authorization nor a Research Authorization (HIP-004) is necessary.)

I agree that accessing PHI is incidental to my purpose of obtaining de-identified data necessary for my research study.  I agree that I will not record PHI from electronic or any other types of records that I access.  I agree that I will not use PHI for any other purpose including research subject recruitment.  


​​​​​​_______
My initials indicate my agreement to these conditions

4. Are you requesting a Partial Waiver of HIPAA Authorization to access, use, and or disclose PHI only for the purpose of screening subjects for research recruitment?   (If a Partial Waiver of HIPAA Authorization is granted you are still required to obtain a HIPAA Research Authorization when you enroll a research subject.)

 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No
5. Describe where the specific PHI will be accessed from:

PHI for interested parties will be accessed by the study team from either the NJH EMR or through the NJH RDB. This PHI may be used for identification of NJH patients as potential research participants, through treatment relationship, physician request referral, HIP-201 and/or scheduling. .

PHI may also be collected from potential study subjects through telephone screening in response to recruitment material.

6. Will study personnel have any contact with the subjects (i.e., office visits, phone calls, mailings, e-mails, etc.)?


Study personnel will have contact with the potential subjects through office visits, phone calls, mailings, and/or emails to provide study information using the IRB approved consent form as a guide and to assess interest and eligibility.  The study team may mail/email of the IRB approved consent form for future screening and recruitment purposes, however the consent process will be conducted as outlined in the IRB approved New Protocol Application/protocol.     

7. How will the subject identifiers be protected from improper use and disclosure?   

Paper Based Documents: PHI for study recruitment will be kept in a locked office or suite, and only be accessed by study team members.

Electronic Data: Any use of PHI in emails will be encrypted, all PHI will be stored on NJH Shared Drives and/or in accordance with the IRB approved New Protocol Application/protocol.

8. When will subject identifiers be destroyed? 


 FORMCHECKBOX 

Subject Participation and end of any record-keeping requirements


 FORMCHECKBOX 

Data Analysis


 FORMCHECKBOX 

FDA Approval/end of record-keeping requirements


 FORMCHECKBOX 

Specimen Processing


 FORMCHECKBOX 

At end of screening and enrollment is completed


 FORMCHECKBOX 

Other (explain): If a subject does not participate, is ineligible for this study and an Authorization for Future Contact is not obtained within 30 days, PHI will be destroyed.
9. How will the subject identifiers be destroyed?

Paper Based Documents: PHI will be shredded, or discarded in Dataguard bin when no longer neded for recrtuitment purposes by the study team.

Electronic Data: PHI will be deleted when no longer needed for recrtuitment purposes by the study team.  

10. If the identifiers will not be destroyed, please explain why they must be retained (e.g., longitudinal study; specific federal requirements, etc. 

n/a
11. Why is it not possible to get the authorization of the subjects whose PHI you want to use? 


PHI will be collected prior to potential subjects visit at National Jewish Health to determine interest and eligibility. This is to ensure the time spent with the potential subject at National Jewish Health is focused on health care and suitable research options.
12. Why isn’t it practical to conduct the research without access to and use of the protected health information?


The determination of study interest and eligibility by inclusion /exclusion criteria prior to subject visit to National Jewish Health is more practical than requesting subjects come to the study site. This study could not be performed with out the pre-screening of interested potential study subjects.
13. Will the PHI be available to anyone other than the study personnel?  If so, to whom?  And if so, why? 


no
14. Can this study/project be done without collecting PHI?    FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No



As the principal investigator for the research study indicated above, I declare that the requested information constitutes the minimum necessary data to accomplish the goals of the research.  

I confirm that any Protected Health Information (PHI) used or disclosed for this research study will not be re-used or disclosed except as required by law, for authorized oversight of the research or for other research that has been reviewed and approved by the IRB with specific approval regarding access to this PHI.

__________________________________

_________________

Signature of Principal Investigator



Date



For IRB Use Only

This protocol meets the following requirements for a Waiver of Authorization:

 FORMCHECKBOX 

1.
The use or disclosure of subject’s PHI involves no more than "minimal risk" because:

a) there exists an adequate plan to protect the identifiers from improper use and disclosure.

b) there exists an adequate plan to destroy all identifiers after the study is completed.

c) PHI will not be reused or disclosed to any other person or entity, except as required by law, for oversight of the study.

 FORMCHECKBOX 

2.
The research could not practicably be carried out without waiver or alteration.

 FORMCHECKBOX 

3.
The research could not practicably be conducted without access to and the use and disclosure of PHI.

This protocol has been reviewed according to full or expedited review procedures as indicated at the top of this form and according to HIPAA regulations regarding the use and disclosure of PHI and: 

____
meets the above criteria for Waiver of Authorization

____
meets the above criteria for Partial Waiver of Authorization

____
does not meet the criteria for approval of Waiver of Authorization

__________________________________

Print Name of Experienced IRB Member

__________________________________
_________________________

Signature of Experienced IRB Member


Date
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