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                                  Memorandum
Memorandum To Institutional Review Board Requesting a Waiver or Alteration of HIPAA Authorization to Use and/or Disclose Medical Records or Health Information

TO:         EDWARD HINES, JR. VA HOSPITAL/NORTH CHICAGO VAMC

INSTITUTIONAL REVIEW BOARD
FROM: ____________________, Principal Investigator
Date: ____________________
Subject: Request for Waiver or Alteration of HIPAA Authorization to Release Medical Records or Health Information for Study: ____________________________________________________________________________ 

                                    (identify by study title and IRB/Promise number (if known)
This is a request to use identifiable information in the conduct of this research study under a waiver of authorization.  

This request is for:
____   Partial Waiver – (i.e. screening and recruitment purposes)


Describe your screening/recruitment method:

____   Full Waiver – (i.e. retrospective chart reviews)


Describe types of records and/or databases to be accessed:

The identifiable information being requested is: (Check all that apply and specify each element.)
IDENTIFIABLE INFORMATION PER HIPAA DEFINITION (circle and/or specify)
___1.
Names

___2.
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.

___3.   Elements of dates (check those that apply) 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.

___4.   Telephone numbers

___5.   Fax numbers

___6.   Electronic mail addresses

___7.   Social security numbers

___8.   Medical record numbers

___9.   Health plan beneficiary numbers

___10. Account numbers

___11. Certificate/license numbers

___12. Vehicle identifiers and serial numbers, including license plate numbers

___13. Device identifiers and serial numbers

___14.  Web Universal Resource Locators (URLs)

___15.  Internet Protocol (IP) address numbers

___16. Biometric identifiers, including finger and voice prints

___17. Full face photographic images and any comparable images

___18. Any other unique identifying number, characteristic, or code. (explain)

PATIENT HEALTH INFORMATION  (circle and/or specify)

_____
DEMOGRAPHIC INFORMATION (E.G., NAME, ADDRESS, PHONE NUMBER, SOCIAL SECURITY NUMBER)

_____
BILLING AND PAYMENT INFORMATION

_____
MEDICAL RECORD (INCLUDING BUT NOT LIMITED TO HISTORY AND PHYSICAL EXAM NOTES, PROGRESS NOTES, CONSULTATION REPORTS, LABORATORY TEST RESULTS, OPERATIVE REPORTS, 

PROTECTED HEALTH INFORMATION: (circle and/or specify)  Information relating to the following conditions: 

       _____         ACQUIRED IMMUNODEFICIENCY SYNDROME (AIDS) OR HUMAN

                          IMMUNODEFICIENCY VIRUS (HIV) INFECTION; 

_____        TREATMENT FOR DRUG OR ALCOHOL ABUSE; AND/OR 

_____         MENTAL OR BEHAVIORAL HEALTH OR PSYCHIATRIC CARE EXCLUDING  PSYCHOTHERAPY  NOTES.

_____        SICKLE CELL ANEMIA

	Justify:  




OTHER HEALTH INFORMATION:  (circle and/or specify types)

_____
PHOTOGRAPHS, VIDEOTAPES, OR

_____         DIGITAL OR OTHER RADIOGRAPHIC IMAGES  (specify types)

       _____
TISSUE SAMPLES (to be obtained and analyzed)

       _____
BLOOD SAMPLES (to be obtained and analyzed)
1.  Identifiable information is to be used or disclosed only by members of the research team and the following persons: (identify with specificity and justify the need to disclose the information to anyone outside the VHA).

	Describe: 

 


2.  The proposed study poses minimal risk to the privacy of the subjects because:

a. Describe how the identifiable information will be protected from improper use or disclosure by: (detail how this will be accomplished including limitations of physical or electronic access to the information and other protections) 
	Describe:  




b. Identifiers will be destroyed at the earliest opportunity consistent with the research (discuss the timeframe or the reasons the identifiers must be retained, including health or research justifications or any legal requirement to retain them) (note: identifiers must be destroyed at earliest opportunity and identifiers may not be shared (i.e. sponsor) (Consistent with the VHA Handbook 1200.5, research  databases and files will be stored for a minimum of 5 years after the study closes.)  
	Describe:   




       c.         Screening data will be de-identified or destroyed after: 




 FORMCHECKBOX 
 subject contact  (e.g. mailings)
 FORMCHECKBOX 
 completion of study accrual



 FORMCHECKBOX 
 screen failure


 FORMCHECKBOX 
 other (please specify):  _________________

d.        Identifiable information will not be reused or disclosed to any other 
             person or entity outside the VHA other than those identified in the protocol, except

            as required by law, for authorized oversight of this research study, or as specifically

            approved for use in another study by an IRB.
	Describe:  




3.  The proposed study cannot be practicably conducted without a waiver of authorization: (discuss reasons why it would not be possible to obtain authorization from individual subjects)
	Describe:  




4.  The proposed study cannot be done without the specified identifiable information: (discuss reasons why it would not be possible to conduct the research without the identifiable information being requested)
	Describe:  




I, as principal investigator,  assure that participant’s health information is protected against improper use or disclosure by agreeing to the following:

· Only information essential to the purpose of screening/recruitment will be collected.

· Access to the information will be limited to the greatest extent possible.

· Protected health information will not be re-used or disclosed to any other person or entity.
________________    


                         _____________

(Signature of PI)                       



 (Date)

For informational purposes

Section 164.512(i) of the Privacy Rule dictates:

The IRB must determine that a request for a waiver of authorization satisfies all the following criteria:

1. The use or disclosure of the requested information involves no more than a minimal risk to the privacy of individuals based on, at least, the presence of the following elements:

a. The waiver will not adversely affect the rights and welfare of the subjects

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

c. 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; and

d. Adequate written assurances that the requested information 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;

e. When appropriate, the subject will be provided with additional pertinent information after participation

f. The research is of sufficient importance as to outweigh the intrusion of the privacy of the individual whose information is subject to the disclosure

2. The research could not practicably be conducted without the waiver or alteration; and

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

Please make sure your request for waiver  adequately addresses all of the criteria, or your request may be returned to you and not be considered by the IRB.

De-Identification (Safe Harbor)

The HIPAA Privacy Rule applies only to identifiable information.  If information is de-identified, it no longer is subject to the Privacy Rule.  CAUTION: de-identification for HIPAA purposes may not be the same as “anonymizing” data as commonly understood by researchers.  
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