DRAFT Waiver or Alteration of Informed Consent Process
and Waiver or Alteration of HIPAA Authorization 

VA New York Harbor Healthcare System Institutional Review Board
Waiver of HIPAA Authorization


Complete this application if you request to waive the HIPAA authorization.  
	Principal Investigator (PI):       

	Contact Person:       
	Phone number:      
	E-mail:      

	Project Title and (if ongoing study) VA IRB Number:  

     

	Date Form Completed:      


1. Type of Request:
	 FORMCHECKBOX 

	1.  Waive the HIPAA authorization requirement for screening/recruiting purposes.  HIPAA authorization will be obtained from participant prior to enrollment in research study.

	 FORMCHECKBOX 

	2.  Waive all requirements for HIPAA authorization (e.g., screen/recruit and conduct the research):  Use if you are requesting to waive informed consent process or waive documentation of informed consent.


2. Criteria to be Eligible to Submit a Waiver Request (the proposed research must meet all of the following criteria)  See 45 CFR 164.512(i)(2)
	 FORMCHECKBOX 

	The use or disclosure of the protected health information (PHI = health information + identifiers) involves no more than a minimal risk to the privacy of individuals based on, at least, the presence of the following elements:

· An adequate plan to protect the identifiers from improper use and disclosure

· An adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law (Note: All study data must be collected and maintained in accordance with the VA records control schedule which currently does not allow destruction of research records.); and

· Adequate written assurances that the PHI will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research study, or for other research for which the use or disclosure of the requested information would be permitted by the Privacy Rule;

	 FORMCHECKBOX 

	The research could not practicably be conducted without the waiver.

	 FORMCHECKBOX 

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


3. Are you requesting a waiver for recruiting/screening purposes? YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If YES, please describe your screening/recruiting methods:      
4. Explain how the use of PHI for screening/recruiting and/or the research involves no more than a minimal risk to the individual’s privacy.

     
5. Explain why screening/recruiting and/or the research cannot practicably be conducted without access to and use of the PHI.

     
6. Explain how screening/recruiting and/or the research could not practicably be conducted without the waiver/alteration (e.g. discuss reasons why it would not be practicable to obtain authorization and/or informed consent from individuals prior to screening/recruitment or research activities).

     
7. Describe your plan to protect the PHI from improper use and disclosure, including limitations of physical or electronic access to the information and other protections.
     
8. Provide the names of those who will have access to the PHI (They should also be listed on the HSQ).
     
9.  Will the waiver be used to collect, use, or disclose drug abuse, alcohol abuse, HIV infection, or sickle cell anemia records?   FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No    If yes:  

 FORMCHECKBOX 
  I assure that the purpose of the data is to conduct scientific research and that no personnel involved may identify, directly or indirectly, any individual patient or subject in any report of such research or otherwise disclose patient of subject identities in any manner.
10. Please indicate the identifiers to be used.

	
	Identifier
	

	 FORMCHECKBOX 

	Names
	

	 FORMCHECKBOX 

	All geographical subdivisions smaller than a State (including street address, city, county, precinct, zip code, and their equivalent geocodes, except for the initial three digits of the zip code if according to the current publicly available data from the Bureau of the Census: a) the geographic unit formed by combining all zip codes with the same three initial digits contains more than 20,000 people; and b) the initial three digits of a zip code for all such geographic units containing 20,000 or fewer people is changed to 000).

	 FORMCHECKBOX 

	All elements of dates (except year) for dates directly related to an individual (including birth date, admission date, discharge date, date of death; and all ages over 89 and all elements of dates (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 or older)..

	 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 

	Any other unique identifying number, characteristic, or code
	


11. Please indicate what health information will be used:
	 FORMCHECKBOX 

	Information from VA Health Records such as diagnoses, progress notes, medications, lab or radiology findings

	 FORMCHECKBOX 

	Billing or Financial Records

	 FORMCHECKBOX 

	Photographs, Videotapes, and/or Audiotapes

	 FORMCHECKBOX 

	Questionnaire, Survey, and/or Subject Diary

	 FORMCHECKBOX 

	Other, specify      



	Investigator Assurances

	1.  I assure that the research involves no more than minimal risk to the participants.

2.  I assure that all PHI is protected against improper use or disclosure by agreeing to the following:

· Only information essential to the purpose of the research (e.g., minimum necessary) will be collected.

· I will maintain participant confidentiality as approved by the VA NYHHS IRB.

· I verify that I will not reuse or disclose PHI to any other person or entity, except as required by law, for authorized oversight of the research study, or for other research for which the use of disclosure of the requested information would be permitted by the HIPAA Privacy Rule.

· I certify that I will make every effort possible to protect the PHI access, used, and/or disclosed in this research project.

3.  Even though a waiver or alteration may be granted, I acknowledge that it is still my responsibility to ensure that the rights and welfare of the participants are protected in accordance with VA and other federal requirements.

	     
	     

	Principal Investigator Name
	Date


	IRB Use Only  

	1.  Indicate how this review was conducted:   FORMCHECKBOX 
 Convened IRB      FORMCHECKBOX 
 Expedited Review

2.  Approval status:

 FORMCHECKBOX 

The following required elements for a HIPAA waiver of authorization have been examined and satisfy all waiver criteria:
· There is no more than minimal risk to the privacy of subjects.
· There is assurance the information will be protected from improper use and will not be re-used except as required by law.
· There is an adequate plan to protect identifiers.
· There is an adequate plan to destroy identifiers.
· The research could not be conducted without the requested information.

· The research could not be conducted without access to the information.

· The research could not be conducted without the waiver.

· A brief description of the PHI is included in the request for waiver.

The request to waive or alter HIPAA authorization is approved as requested.  

 FORMCHECKBOX 

The waiver is not approved.  Reasons for disapproval are indicated in the comments below.

Comments:       


	     
	     

	IRB Reviewer Name
	Date


	Investigator:  

	Durham VAMC
	DRAFT Version 2013-05-17
	Page 1 of 4


	VA New York Harbor Healthcare System
	Version  2014-09-10
	Page 1 of 4



