ORGAN PROCUREMENT AND TRANSPLANTATION NETWORK (OPTN)

CHARTER

This Charter governs the structure and operation of the Organ Procurement and Transplantation Network (OPTN).
By accepting membership in the OPTN, each Member agrees to comply with all applicable provisions of the
National Organ Transplant Act, as amended, 42 U.S.C. 273 et seq.; OPTN Final Rule, 42 CFR Part 121; this
Charter; the OPTN Bylaws; and OPTN policies as in effect from time to time. The OPTN will conduct ongoing and
periodic reviews and evaluations of each Member OPO and Transplant Hospital for compliance with the OPTN
Final Rule and OPTN policies. All OPTN Members are subject to review and evaluation for compliance with
OPTN policies. All such compliance monitoring is performed using processes and protocols developed by the
OPTN Contractor in accordance with the contract with the Department of Health and Human Services (HHS),
Health Resources and Services Administration (HRSA), to operate the OPTN (OPTN Contract).

ARTICLE IV. Membership.

There shall be five categories of members of the OPTN. These are: Institutional Members,
Medical/Scientific Members, Public Organization Members, Business Members, and Individual
Members. By amendment to the Bylaws of the OPTN, the Board of Directors may establish additional
categories of Members in order to conform to requirements of law and regulations applicable to the
OPTN.

(@) Institutional Members. An Institutional Member shall be one of the following:

(i) An organization designated as an organ procurement organization by the Secretary of the
Department of Health and Human Services (HHS) under Section 1138(b) of the Social Security
Act or an organization that meets all requirements for such designation, other than OPTN
membership (OPO).

(ii) A hospital (a) that aspires to perform organ transplants, as evidenced by submission of an active
application for designated transplant program status for at least one organ type, or in which
organ transplantation is performed, and (b) that participates in the Medicare or Medicaid
programs (Transplant Hospital).

(iif) An independent histocompatibility laboratory that serves at least one Transplant Hospital that
is active in the field of human organ transplantation within its service area (Histocompatibility
Laboratory). For purposes of the OPTN Charter and Bylaws, independence from Transplant
Hospital(s) served shall be defined by demonstration of a distinct governing body for the
Histocompatibility Laboratory that is separate and not under the direct or indirect control of the
governing body of any of the Histocompatibility Laboratory’s Transplant Hospitals or of the
governing body of a commonly controlled group of the Histocompatibility Laboratory’s
Transplant Hospitals.

(b) Medical/Scientific Members. A Medical/Scientific Member shall meet the following
criteria:

(i) An established, non-profit organization or institution with at least one year of operating history
that has an interest in the fields of organ donation or transplantation, defined as:

(a) An organization or institution that serves as a medical or scientific membership
organization and includes within its membership professional members who are
involved in organ transplantation, or
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(b) An organization or institution that is supported by letters of recommendation for
OPTN membership from at least three other organizations or institutions, each of
which meets the criteria for Institutional Membership listed in Article 1VV(a) above,
Medical/Scientific Membership listed in Article 1\VV(b)(i)(a) above, or Public
Organization Membership listed in Articles 1\VV(c)(i)(a) or 1\V(c)(ii) below.

(c) Public Organization Members. A Public Organization Member shall meet the following
criteria:

(i) An established, non-profit organization or institution with at least one year of operating history
that has an interest in the fields of organ donation or transplantation, defined as:

(a) An organization or institution that engages in organ donation activities or represents
or provides direct support or services to transplant recipients, transplant candidates,
or their families, or

(b) An organization or institution that is supported by letters of recommendation for
OPTN membership from at least three other organizations or institutions, each of
which meets the criteria for Institutional Membership listed in Article 1V(a) above,
Medical/Scientific Membership listed in Article IV(b)(i)(a) above, or Public
Organization Membership listed in Article 1V(c)(i)(a) above or Article 1\VV(c)(ii)
below, or

(ii) A hospital with at least one year of operating history that participates in the Medicare or
Medicaid programs and has an interest in the fields of organ donation or transplantation,
defined by the referral of at least one potential organ or tissue donor per year for donation.

The Board of Directors shall from time to time review these criteria and establish as part of the Bylaws
of the OPTN, additional membership requirements for Institutional Members, Public Organization
Members, and Medical/Scientific Members.

(d) Business Members. A Business Member shall be an established organization or institution with at
least one year of operating history that has an interest in the fields of organ donation or
transplantation, defined as engaging in commercial activities with two or more active Institutional
Members.

(e) Individual Members. An Individual Member shall be a person with an interest and/or expertise in
the fields of organ donation or transplantation, defined to include one or more of the following:

(i) Individuals who have served or are presently serving on the OPTN Board of Directors, or an
OPTN Committee.

(ii) Individuals who are themselves or are family members of: a transplant candidate, transplant
recipient, or organ or tissue donor.

(iii) Individuals who are presently employed by or are independent contractors with OPOs,
Transplant Hospitals, or Histocompatibility Laboratories.

(iv) Individuals who were formerly employed by or were formerly independent contractors with
OPOs, Transplant Hospitals, or Histocompatibility Laboratories and individuals formerly
employed by Federal or State government agencies involved in the field of organ donation and
transplantation, who demonstrate continued active interest in and involvement with the fields
of organ donation or transplantation.
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(v) Individuals who otherwise have an active interest in and involvement with the fields of organ
donation or transplantation demonstrated by letters of recommendation for OPTN membership
from at least three persons, each of whom meets the criteria for Individual Membership listed
in Article 1V(e) (i,)-(iv) above.

OPTN Charter-3
June 24, 2004



	CHARTER



