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Research Compliance Office 5319 Rockhill Road Kansas City, MO 64110 816 235-5927 umkcirb@umkc.edu
Application for Waiver or Alteration of Authorization for Use and Disclosure of Protected Health Information (PHI) to Perform Research
 
Per Privacy Rule requirements, in order for researchers to review a patient's medical record to conduct research, a patient must allow the researcher to do so via written permission (authorization).
 
The IRB may approve an alteration of the requirements of written HIPAA Authorization provided the research meets the criteria for waiver or alteration. The most frequent alteration is for verbal HIPAA Authorization when the IRB has also waived the requirement for written consent under 45 CFR 46.117(c)(2). Demonstrating that the "research could not practicably be conducted without the waiver or alteration" is the main obstacle to approving an alteration. If the subject is physically present, it is usually practicable to obtain written HIPAA Authorization.
Any of the statements required by HIPAA in 45 CFR 164.508 can be altered or waived by the IRB. An alteration allows an investigator to have any of the 6 specific core elements or 3 required statements removed from the requirement of HIPAA authorization. For example, a study has been approved with a waiver of documentation of consent. In order for participants to not have to sign an authorization, the investigator or sponsor will need to request an alteration in order to remove the HIPAA requirement to obtain the signature of the individual and date.
The IRB may approve a full waiver of the requirements for HIPAA Authorization to use and disclose protected health information, provided the research meets the criteria enumerated in 45 CFR 164.512.(i)(2)(ii). The most frequent situation where the IRB approves a full waiver of HIPAA is when the research also qualifies for a waiver of the requirements for consent. Both waivers must demonstrate that it would not be practicable to conduct the research without the waiver, so if the research qualifies for one waiver, it will usually qualify for the other.
See the regulations at the end of this application pertaining to the Criteria for Waiver or Alteration of HIPAA at 45 CFR 164.512(i)(2)(ii) 
What is being requested?  Check one:
2.         Research which involves the use of de-identified PHI is exempt from HIPAA requirements.  Please review the following list and indicate if any of the identifiers will be accessed, collected, created, used, or disclosed from any medical records for any purpose of this research project:
In order to be de-identified data, none of the subject identifiers listed above can be reviewed, used, recorded, or disclosed.   If you need any of the identifiable information above for conduct of this research study, you will need either: 
         •         A signed Privacy Authorization (written permission) from the subject (separate from the informed consent approved by the IRB).  This form requires review and approval by the Privacy Board; 
OR
         •         A Waiver of Authorization (which indicates that you may be authorized to omit the need to notify the patient) approved by the Privacy Board.
6.         The law restricts uses and disclosures of PHI in research activities to the information reasonably necessary to accomplish the particular research.  Please indicate whether you are collecting only the amount that is minimally necessary for your study.    
         The researcher is expected to acquire only the minimum amount of PHI necessary for the study.  If the patient's date of birth and type of surgery is the only relevant information, then it may not be necessary for the researcher to have access to the entire medical record.  Should the researcher intend to access more PHI than is actually needed for the study, then the "no" box must be checked and the reason stated.  [e.g., “The necessary PHI is available only in the medical record so it will be accessed.  However, only the name, the date of birth and the type of surgery will be recorded.”]
9.0.0.2.20120627.2.874785
By submitting this form you are assuring that:
•         The information or PHI obtained as part of this research will not be reused or disclosed to any other person or entity except as required by law, 
•         If at any time I want to reuse this information for other purposes or disclose the information to other individuals or another entity I will seek approval by the Privacy Board, 
•         The information listed on this waiver application is complete and accurate,
•         All research staff for this project will comply with the HIPAA regulations and the waiver criteria and
•         I will comply with all federal, state, IRB, and University policies concerning privacy and human subjects research.
45 CFR 164.512(i)(2)(ii): Criteria for Waiver or Alteration of HIPAA:
A statement that the IRB or privacy board has determined that the alteration or waiver, in whole or in part, of authorization satisfies the following criteria:
(A) The use or disclosure of protected health information involves no more than a minimal risk to the privacy of individuals, based on, at least, the presence of the following elements:         (1) an adequate plan to protect the identifiers from improper use and disclosure;         (2) 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         (3) 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, for authorized oversight of the research project, or for other research for which the use or disclosure of protected health information would be permitted by this subpart;
(B) The research could not practicably be conducted without the waiver or alteration; and
(C) The research could not practicably be conducted without access to and use of the protected health information. 
Six Core Elements:
 
1.         A specific and meaningful description of the information to be used or disclosed.
 
2.         The name or other specific identification of the person(s), or class of persons, authorized to make the requested use or disclosure.
 
3.         The name or other specific identification of the persons(s), or class of persons, to whom the covered entity may make the requested use or disclosure (i.e., the intended recipients).
 
4.         Description of each purpose of the requested use or disclosure.  (A brief introduction of the clinical research study should work).
 
5.         Must contain an expiration date or an expiration event that is related to the individual or the purpose of the use or disclosure.  (For research purposes, statements such as `end of research study' or `no expiration date' will satisfy this requirement).
 
6.         The signature of the individual and the date.  (If the Authorization is signed by a personal representative of the individual, a description of such representative's authority to act for the individual must be provided).
 
Required Statements:
 
1.         Individual's right to revoke the Authorization in writing (subject to the reliance exception).
 
2.         Clarification that the covered entity is not permitted to condition the provision of treatment on the execution of a valid Authorization.  However, for Authorizations granted for research purposes, covered entities are permitted by the Privacy Rule to condition the provision of research related treatment on the execution of a valid Authorization.
 
3.         An explanation that there is a potential that the information may be re-disclosed by the recipient of the information and that the recipient may not be required to comply with the Privacy Rule.
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