
USE AND DISCLOSURE OF PROTECTED HEALTH

INFORMATION FOR RESEARCH PURPOSES
WESTERN MICHIGAN UNIVERSITY HIPAA POLICY

UNIFIED CLINICS

POLICY:
The Unified Clinics will obtain an authorization from the patient for the use or disclosure of protected health information for research unless an alteration to or waiver of the individual authorization required by 45 C.F.R §164.508 for use or disclosure of protected health information has been approved by the University Institutional Review Board (IRB), or unless the use and disclosure otherwise falls under one of the HIPAA exceptions to the need for authorization included in this policy.  Documentation shall be obtained indicating that the alteration to or waiver of the individual authorization, has been approved by the IRB.  The Unified Clinics will obtain from the researcher representations required by law as described in the following procedures. 

PROCESS:

1. Documentation will be obtained indicating that an alteration to or waiver, in whole or in part, of the individual authorization required by 45 C.F.R §164.508 for use or disclosure of protected health information has been approved by the University Institutional Review Board (IRB) or privacy board.

2. The privacy board must:

(a) have members with varying backgrounds and appropriate professional competency as necessary to review the effect of the research protocol on the individual’s privacy rights and related interests.  

(b) include at least one member who is not affiliated with the University or sponsoring the research, and not related to any person who is affiliated with any of such entities, and

(c) not have any member participating in a review of any project in which the member has a conflict of interest.

3. Documentation of approval of an alteration or waiver must include the following information: 

(a) a statement identifying the IRB or privacy board and the date on which the alteration or waiver of authorization was approved;

(b) a brief description of the protected health information for which use or access has been determined to be necessary by the IRB or privacy board;

(c) a statement that the alteration or waiver of authorization has been reviewed and approved under either normal or expedited review procedures following the requirements of the Common Rule, including the normal review procedures.

(d) a statement that the alteration or waiver of authorization has been reviewed and approved under either normal or expedited review procedures by the IRB which reviews the proposed research at convened meetings at which a quorum of the  board members are present, including at least one member who is not affiliated with the  University, not affiliated with any entity conducting or sponsoring the research, and not related to any person who is affiliated with any of such entities, and the alteration or waiver of authorization is approved by the majority of the board members present at the meeting, unless the board elects to use an expedited review procedure.

(e) a statement that the IRB has determined that the alteration or waiver, in whole or in part, of authorization indicates the following:

1) the use or disclosure of protected health information involves no more than minimal risk to the privacy of individuals, based on, at least, the presence of the following elements: 
(i) an adequate plan to protect the identifiers from improper use and disclosure;

(ii) 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

(iii) adequate written assurances that the protected health information will not be re-used 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 the Privacy rule; and


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


3)
the research could not practicably be conducted without access to and use of the protected health information.
4. Documentation of the alteration or waiver of authorization must be signed by the chair or other member, as designated by the chair, of the IRB as applicable.

5. Privacy Component Officer is responsible for any ongoing communication with the University’s IRB that has granted a waiver of authorization, if any is needed.

6. An authorization to use or disclose protected health information for a review preparatory to research is not required if the University IRB obtains from the researcher representations that:

(a)
use or disclosure is sought solely to review protected health information as necessary to prepare a research protocol or for similar purposes preparatory to research;

(b)
no protected health information is to be removed from the University by the researcher in the course of the review; and

(c)
the protected health information for which use or access is sought is necessary for the research purposes.

7.  An authorization to use or disclose protected health information for research using information relating to deceased patients is not required if the University IRB obtains from the researcher:

(a)
representations that the use or disclosure sought is solely for research on the protected health information of the deceased patients;

(b) documentation, at the request of the University, of the death of such individuals; and 

(c)
representation that the protected health information for which use or disclosure is sought is necessary for the research purposes.  

8.
If an authorization is needed for research, the researcher is responsible for obtaining it.  

9.
The Privacy Officer is responsible for reviewing all authorizations presented to the University by researchers.

10. If an authorization is needed for research, it must contain all elements of the general authorization to use or disclose protected health information as set forth in Policy, Authorization to Use and Disclose Protected Health Information, in addition to the following:

a) a statement that the individual has agreed to the denial of access to their protected health information while participating in research for as long as the research is in progress, if that is a condition of the research, and that the health care provider has informed the individual that the right of access will be reinstated upon completion of the research;

b) if research-related treatment is being provided as a condition the provision of  the authorization for the use or disclosure of PHI for research, the authorization must state this. 

11. In the event that an authorization is signed by a personal representative of the individual, a description of the representative’s authority to act for the individual.  The University may request verification of the identity and authority of the personal representative.

12. The authorization will not included a limitation affecting the University’s right to make a use or disclosure that is required by law or permitted to avert serious threat to health or safety.

13. The University will document and retain the signed authorization for a period of at least 6 years from the date of its creation, or the date when it last was in effect, whichever is later.

14.
The authorization may be incorporated into a consent that the University obtained or intends to obtain to participate in the research.

15.
The University will provide the individual with a copy of the signed authorization.

Regulatory Authority:
45 C.F.R. §164.508; §164.512(i); §164.524(a)(2)(iii) 

Related Policies/Procedures:

· Authorization to Use and Disclose Protected Health Information


· Model Authorization Form for Use and Disclosure of Protected Health Information for Research Purposes

· Verification of Identity and Authority before Disclosure of Protected Health Information
History:


Adopted:  April 10, 2003

Effective Date:  April 14, 2003
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