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	eIRB Number:
	     

	Researcher Name:  
	First
	Last

	Study Title:
	     

	SECTION I: Purpose of Waiver 

or Alteration of HIPAA Authorization
	1. PARTIAL WAIVER: 

A. Waiver is requested to disclose PHI from one covered entity to another for the purposes of contacting and recruiting individuals into the study. 

    OR

B. Waiver is requested to collect PHI over the phone, fax, internet or e-mail from study participants.

    OR

C. Waiver is requested to use PHI for research purposes for individuals who are unable to provide authorization and no LAR is available.

   OR

D. Waiver is requested for any other use and disclosure for ONLY part of the research project as described below**.

NOTE: In cases of a partial waiver, the researcher must obtain HIPAA Authorization from eligible subjects for any use or disclosure of PHI beyond what’s approved under the partial waiver.
	A.  FORMCHECKBOX 

B.  FORMCHECKBOX 

C.  FORMCHECKBOX 

D.  FORMCHECKBOX 

**Must fill out Section I D below.

	
	2. FULL WAIVER: Waiver is requested for complete access, use, and creation of records containing Protected Health Information, but only as described in the IRB approved application.
	 FORMCHECKBOX 


	
	3. ALTERATION OF AUTHORIZATION: Permission is requested to remove some, but not all, of the required elements of an Authorization***.  When requesting an alteration, a copy of the proposed altered authorization form must be submitted for review.

NOTE: Alterations are often needed in sham or placebo studies when identification of a required HIPAA element would affect the results of the study.
	 FORMCHECKBOX 


	SECTION I D: **IF APPLICABLE: Description of partial waiver from Part 1.D. above
	     

	SECTION II: Description of health information to be collected (e.g., “blood pressure,” “x-rays”).
	     

	SECTION III: Will any of the following elements be recorded for the study?

(Check all that apply.)
	 FORMCHECKBOX 
 Patient/Subject Names
  

 FORMCHECKBOX 
 Age information for those over 89

 FORMCHECKBOX 
 Geographic subdivisions smaller than   

     a State, with first 3 zip digit exceptions.

 FORMCHECKBOX 
 Telephone numbers

  

 FORMCHECKBOX 
 Fax numbers
  

 FORMCHECKBOX 
 Electronic mail addresses 

 FORMCHECKBOX 
 Social Security Numbers
  

 FORMCHECKBOX 
 Medical record numbers

 FORMCHECKBOX 
 Account numbers

 FORMCHECKBOX 
Certificate/license numbers
	 FORMCHECKBOX 
 Dates (except year)

 FORMCHECKBOX 
 Device identifiers and serial numbers

 FORMCHECKBOX 
 Vehicle identifiers and serial numbers, 

     including license plate 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 
 Health plan beneficiary numbers
  

 FORMCHECKBOX 
 Results of a genetic test
 FORMCHECKBOX 
 None of the above

	Section IV: Will you be sharing PHI with anyone outside of OHSU?  
	YES

 FORMCHECKBOX 

	NO
 FORMCHECKBOX 

	If yes, what PHI will be shared and how will it be identified? 




	     

	Section V: Describe the reasons that the research could not practicably be conducted without obtaining a waiver for access to the PHI. 
	     

	Section VI: Describe the plan to protect the identifiers from improper use and/or disclosure.  Include how data will be stored and/or coded.
	     

	Section VII: Describe your plan for maintenance of the identifiers after the research project has ended.  (This section pertains to data collected under the waiver only.)
	 FORMCHECKBOX 
 Destroying data or de-identifying data by removing all 18 identifiers.
 FORMCHECKBOX 
 Maintaining identifiable or coded data for storage in a research repository for the conduct of future research.




***Authorization Required Elements (for question #3):
· A description of the PHI to be used or disclosed, identifying the information in a specific and meaningful manner. 

· The names or other specific identification of the person or persons (or class of persons) authorized to make the requested use or disclosure. 

· The names or other specific identification of the person or persons (or class of persons) to whom the covered entity may make the requested use or disclosure. 

· A description of each purpose of the requested use or disclosure. 

· Authorization expiration date or expiration event that relates to the individual or to the purpose of the use or disclosure ("end of the research study" or "none" are permissible for research, including for the creation and maintenance of a research database or repository). 

· Signature of the individual and date. If the individual's legally authorized representative signs the Authorization, a description of the representative's authority to act for the individual must also be provided. 
Important Notice to Researchers
If you access Protected Health Information (PHI) from an OHSU Medicine facility under a waiver of HIPAA Authorization, you are required to comply with the OHSU policy for accounting of disclosures of PHI. 

If the results of a genetic test (as defined in ORS192.531) are obtained as part of this research under a partial or complete waiver, requirements for notification and opt out must be met as described in the OHSU Policy for Accessing Tissue Specimens or Information at OHSU for Anonymous or Coded Genetic Research.  The plan for compliance with this policy should be outlined in the protocol if applicable.
	Approval of this waiver or alteration request, if granted, will be documented in the IRB approval or determination memo sent via the eIRB system.
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