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Request for Waiver of HIPAA Authorization
(Syracuse, Canandaigua & Bath VAMCs)
  
)
										




This form must be included with the PI project application when requesting a waiver of the HIPAA authorization requirement for the project as a whole or part of the project.   

I.  Project Identification
	Title of Project
	[bookmark: Text2]     

	Principal Investigator
	[bookmark: Text3]     



II.   Type of Request
	|_|
	Waiver of the HIPAA authorization requirement is required for recruitment purposes only.  HIPAA authorization will be sought from participants prior to enrollment.


	[bookmark: Check34]|_|
	Waiver HIPAA authorization requirement


	[bookmark: Check35]|_|
	Alteration of all or some of the elements of the HIPAA authorization requirement




III.  Criteria to be Eligible to Submit a Waiver or Alteration Request
	The principal investigator must check that the proposed research meets all of the following criteria in order to be eligible to submit a waiver or alteration request.

	
	[bookmark: Check5]|_|
	The use or disclosure of protected health information involves no more than minimal risk to the individuals.

	[bookmark: Check38]|_|
	The alteration or waiver will not adversely affect the privacy rights and welfare of the individuals.

	|_|
	The research cannot be practicably conducted without the alteration or waiver.

	|_|
	The research cannot be practicably conducted without access to and use of the protected health information.

	|_|
	The privacy risk to individuals whose protected health information is to be used or disclosed are reasonable in relation to the anticipated benefits, if any, to the individuals and the importance of the knowledge that may reasonable be expected to result from the research.

	|_|
	There is an adequate plan to protect the identifiers from improper use and disclosure.

	|_|
	There is an adequate plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research, unless there is a health or research justification for retaining the identifiers, or such retention is otherwise required by law.

	|_|
	The protected health information will not be reused or disclosed to any other person or entity, except as required by law or for authorized oversight of the research project, or for other research for which the use or disclosure of the requested information would be permitted by the Privacy Rule.

	|_|
	In accordance with 38 USC 7332 (applicable to drug abuse, alcohol abuse, HIV infection, and sickle cell anemia records) the purpose of the data is to conduct scientific research and that no personnel involved in the study may identify, directly or indirectly, any individual patient or subject in any report of such research or otherwise disclose patient or subject identities in any manner.












IV. Identifiers
	This is a request to use identifiable information in the conduct of this research study under a waiver of authorization. The identifiable information being used is: (check ALL that apply, and provide an explanation if necessary.)

	
	|_|
	Patient/Participant names

	|_|
	Postal address information, other than town or city, state and zip code

	|_|
	Telephone numbers and/or fax numbers

	|_|
	Electronic mail addresses

	|_|
	Social Security numbers

	|_|
	Medical record numbers

	|_|
	Health plan beneficiary numbers

	|_|
	Account numbers

	|_|
	Certificate/license numbers

	|_|
	Vehicle identifiers and serial numbers, including license plate numbers

	|_|
	Device identifiers and serial numbers

	|_|
	Web universal resource locaters (URLs)

	|_|
	Internet protocol (IP) address numbers

	|_|
	Biometric identifiers, including finger and voice prints

	|_|
	Full face photographic images and any comparable images

	|_|
	Other (please list):










V.   Justification for Waiver or Alteration
	The principal investigator must provide a response for each of the items listed below if applicable.


	
1.  Describe why the research would not be possible without the waiver.

[bookmark: Text4]     



2.  Describe why the research could not practicably be conducted without access to and use of the protected health information.

[bookmark: Text8]     


3.  Explain why the waiver will not adversely affect the rights and welfare of the individuals.

[bookmark: Text5]     


4.  Describe the specific protected health information required as part of the research effort.

[bookmark: Text11]     


5.  Describe the plan to protect the identifiers from improper use or disclosure.

[bookmark: Text7]     


6.  Describe the plan to destroy the identifiers at the earliest opportunity.  If there is a health, research, or other justification for retaining the identifiers, please provide such justification below.

 NOTE: Current VA regulations require that ALL identifiable data collected and used for research be maintained as defined in the VHA Records Control Schedule. Therefore no data should be destroyed until confirmed in compliance with these regulations.  Please contact the IRB Office if you have any questions.

[bookmark: Text6]     


7.  If requesting the waiver for only a certain portion or phase of the study, please specify to what portion or phase this waiver request pertains.

[bookmark: Text9]     


[bookmark: Check39][bookmark: Check40]8.  Will you be performing research on decedent’s protected health information?   |_|   Yes    |_|   No

If yes, the following additional questions must be answered.

      a.  Is the research solely for research on the protected health information of decedents?

[bookmark: Check41][bookmark: Check42]           |_|   Yes         |_|   No

           If no, the research is not eligible for a waiver.

       b.  How do you plan to determine that the individuals are deceased?

[bookmark: Text10]                 


       c.  Please describe why the use or disclosure is necessary for the research purposes.

[bookmark: Text12]                 










VI.   Investigator Certification
		By signature below, the principal investigator acknowledges the following:





1.  The information listed in this waiver application is accurate and all the research project staff will comply with HIPAA regulations and the criteria set forth in this waiver request.

2.  The protected health information described above is the minimum necessary in order to conduct the research.

3.  Even though a waiver 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.



	 
	
	
	








	
	Signature
	
	Date
	




VII.   IRB Justification for Waiver or Alteration
	THIS SECTION TO BE COMPLETED BY THE IRB CHAIR or DESIGNEE ONLY


	HIPAA Waiver/Alteration Documentation Checklist

For an IRB or Privacy Board to approve a waiver of HIPAA authorization a determination must be made that the following criteria have been met as required by 45 CFR 164.512(i).  

1. Does the use or disclosure of the protected health information involve no more than minimum risk to the privacy of individuals under criteria specified by the Privacy Rule?  
[bookmark: Check1][bookmark: Check2]|_| Yes  |_| No
a. [bookmark: Check3][bookmark: Check4]Is there and adequate plan to protect the identifiers from improper use and 		disclosure? |_|Yes |_|No

b. [bookmark: Check6]Is there and adequate plan to destroy the identifiers at the earliest opportunity 	consistent with the conduct of the research?  |_| Yes |_| No	

[bookmark: Check7][bookmark: Check8]		(i) If “no” is there a health or research justification for retaining the 			identifiers or 	retention is required by law? |_| Yes |_| No 
		
[bookmark: Text1]                        (ii)If ‘yes’, please explain justification:     

	c. Are there adequate written assurances that the protected health information will not be       reused or disclosed to any other person or entity, except as required by law?
[bookmark: Check9][bookmark: Check10]|_| Yes |_|No

[bookmark: Check11][bookmark: Check12]2. Could the research be practicably conducted without the waiver or alteration? |_|Yes |_| No

[bookmark: Check13][bookmark: Check14]3. Could the research practicably be conducted without access to and use of the protected health information? |_| Yes |_| No
 
4.  Give a brief description of the protected health information for which use or access has been requested and to which the waiver would apply.

     

5.  IRB determination to be filled out by a voting member of the IRB:

It has been determined that the waiver of authorization:

|_| has met the above criteria. 

|_| has NOT meet the above criteria.

 Note: to meet all required criteria Question 1, 1a, 1b and 1c must be answered yes and Questions 2 and 3 must be answered no.

6.  The waiver has been approved by:

|_| Full Board Review

|_| Expedited Board Review





 Signature of IRB Chair or Designee					Date		
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