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POLICY COMPLIANCE STATEMENT: ORGAN AND TISSUE DONATION AND THE

HEALTH INSURANCE PORTABILITY AND ACCOUNTABILITY ACT (HIPAA)

Indiana Donor Network is an Indiana nonprofit corporation and is an independent organ, tissue and eye procurement organization (within the meaning under 42 C.F.R. § 413.178). Indiana Donor Network is the federally qualified organ procurement organization for a service area within the State of Indiana in accordance with Section 371 of the Public Health Service Act (42 U.S.C. § 273). 

The mission of Indiana Donor Network is to perform and coordinate the retrieval, preservation and transportation of Organs, Tissues and Eyes for the purposes of transplantation. In addition, Indiana Donor Network maintains a system of locating prospective recipients for available organs, tissues and eyes for the purposes of transplantation, and to educate medical personnel and the general public regarding anatomical gift donation issues.

In the performance of our obligations to safely procure and subsequently transplant human organs and tissues, Indiana Donor Network must access information that would otherwise be considered Protected Health Information (PHI) under HIPAA rules. In performing our obligations, it is necessary to document PHI obtained through appropriate means, which would include medical testing of the donor-patient and or, through an appropriate social and medical history obtained from the donor-patient’s relatives, medical charts, or through direct contact with physicians and other healthcare providers familiar with the health history and current medical condition of the donor/patient.  

Indiana Donor Network limits the transmittal of PHI to those entities directly involved with the medical evaluation of donated human organs and tissues for the purpose of transplantation of human organs and tissues, or the research of human disease in organs and tissues. In addition, Indiana Donor Network transmits information to such entities directly involved in the evaluation of practices and procedures of Indiana Donor Network to ensure the safe transport and use of human organs and tissues. Such entities shall include the following: Hospitals and hospital staff, including independent physicians or those employed by the hospital delivering care to patients that have the potential to be organ or tissue donors, hospitals and hospital staff, including independent physicians or physicians employed by the hospital caring for patients receiving transplantable human organs and tissues, The United Network for Organ Sharing (UNOS), the Food and Drug Administration (FDA), the Center for Medicare and Medicaid Services, (CMS), the American Association of Tissue Banks (AATB), the Eye Bank Association of America (EBAA), and the Centers for Disease Control & Prevention (CDC) and the Association of Organ Procurement Organizations (AOPO), other Organ Procurement Organizations (OPOs) participating in the organ donor process, and the processors of human tissue.  

Methods of transmittal of PHI may include, land line telephone, cellular phone, facsimile, photocopying, electronic paging and or electronic mail. Under rules established by AOPO, PHI must be securely stored in a locked environment for a period of not less than seven (7) years, for review by any of the entities listed.  

It should be noted that under HIPAA rules an OPO is not considered a “business associate” of the hospital. 
Final Standards for Privacy of Individually Identifiable Health Information/

EXPEMPTIONS OF COVERED ENTITIES

Under HIPAA, Indiana Donor Network is exempt from obtaining consent or authorization to obtain, use and transmit PHI. The appropriate exemption rule is cited below.

§ 164.512 et seq - Uses and disclosures for which an authorization or opportunity to agree or object is not required. 

A covered entity may use or disclose protected health information without the written authorization of the individual, as described in §164.508, or the opportunity for the individual to agree or object as described in §164.510, in the situations covered by this section, subject to the applicable requirements of this section. When the covered entity is required by this section to inform the individual of, or when the individual may agree to, a use or disclosure permitted by this section, the covered entity’s information and the individual’s agreement may be given orally.
[164.512 (h) Standard: uses and disclosures for cadaveric organ, eye or tissue donation purposes. A covered entity may use or disclose protected health information to organ procurement organizations or other entities engaged in the procurement, banking, or transplantation of cadaveric organs, eyes, or tissue for the purpose of facilitating organ, eye or tissue donation and transplantation.]

ADDITIONAL HOSPITAL REQUIREMENTS COVERED UNDER CMS – CENTER FOR MEDICARE AND MEDICAID SERVICES FOR HOSPITALS
Hospitals eligible for Medicare and Medicaid reimbursement must maintain written agreements with organ, tissue and eye banks in order to facilitate donation. Under these rules (see below A-0371) an OPO is responsible for determining the medical suitability of a donor – organ, tissue or eye. It is essential that the hospital provide relevant clinical information to the OPO in order to make the sound and safe decisions regarding the safety of any organs or tissues recovered. 
A-0371

§482.45(a)(1) Incorporate an agreement with an OPO designated under part 486 of this chapter, under which it must notify, in a timely manner, the OPO or a third party designated by the OPO of individuals whose death is imminent or who have died in the hospital.  The OPO determines medical suitability for organ donation and, in the absence of alternative arrangements by the hospital, the OPO determines medical suitability for tissue and eye donation, using the definition of potential tissue and eye donor and the notification protocol developed in consultation with the tissue and eye banks identified by the hospital for this purpose;

Interpretive Guidelines §482.45(a)(1)

The hospital must have a written agreement with an Organ Procurement Organization (OPO), designated under 42 CFR Part 486.  At a minimum, the written agreement must address the following:

· The criteria for referral, including the referral of all individuals whose death is imminent or who have died in the hospital;

· Includes a definition of “imminent death”;

· Includes a definition of “timely referral”;

· Addresses the OPO’s responsibility to determine medical suitability for organ donation.
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