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§121.1 Applicability.

(a) The provisions of this part apply
to the operation of the Organ Procure-
ment and Transplantation Network
(OPTN) and to the Scientific Registry.

(b) In accordance with section 1138 of
the Social Security Act, hospitals in
which organ transplants are performed
and which participate in the programs
under titles XVIII or XIX of the Social
Security Act, and organ procurement
organizations designated under section
1138(b) of the Social Security Act, are
subject to the requirements of this
part.

[63 FR 16332, Apr. 2, 1998, as amended at 64
FR 56658, Oct. 20, 1999]

§121.2 Definitions.

As used in this part—

Act means the Public Health Service
Act, as amended.

Designated transplant program means
a transplant program that has been
found to meet the requirements of
§121.9.

Family member means a family mem-
ber of a transplant candidate, trans-
plant recipient, or organ donor.

OPTN computer match program means
a set of computer-based instructions
which compares data on a cadaveric
organ donor with data on transplant
candidates on the waiting list and
ranks the candidates according to
OPTN policies to determine the pri-
ority for allocating the donor organ(s).

Organ means a human Kkidney, liver,
heart, lung, or pancreas.

Organ donor means a human being
who is the source of an organ for trans-
plantation into another human being.

Organ procurement organization or
OPO means an entity so designated by
the Secretary under section 1138(b) of
the Social Security Act.

Organ procurement and transplantation
network or OPTN means the network
established pursuant to section 372 of
the Act.

Potential transplant recipient or poten-
tial recipient means a transplant can-
didate who has been ranked by the
OPTN computer match program as the
person to whom an organ from a spe-
cific cadaveric organ donor is to be of-
fered.

Scientific Registry means the registry
of information on transplant recipients
established pursuant to section 373 of
the Act.

Secretary means the Secretary of
Health and Human Services and any of-
ficial of the Department of Health and
Human Services to whom the authority
involved has been delegated.

Transplant candidate means an indi-
vidual who has been identified as medi-
cally suited to benefit from an organ
transplant and has been placed on the
waiting list by the individual’s trans-
plant program.

Transplant hospital means a hospital
in which organ transplants are per-
formed.

Transplant physician means a physi-
cian who provides non-surgical care
and treatment to transplant patients
before and after transplant.

Transplant program means a compo-
nent within a transplant hospital
which provides transplantation of a
particular type of organ.

Transplant recipient means a person
who has received an organ transplant.
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Transplant surgeon means a physician
who provides surgical care and treat-
ment to transplant recipients.

Waiting list means the OPTN com-
puter-based list of transplant can-
didates.

[63 FR 16332, Apr. 2, 1998, as amended at 64
FR 56658, Oct. 20, 1999]

§121.3 The OPTN.

(a) Organization of the OPTN. (1) The
OPTN shall establish a Board of Direc-
tors of whatever size the OPTN deter-
mines appropriate. The Board of Direc-
tors shall include:

(i) Approximately 50 percent trans-
plant surgeons or transplant physi-
cians;

(if) At least 25 percent transplant
candidates, transplant recipients,
organ donors and family members.
These members should represent the
diversity of the population of trans-
plant candidates, transplant recipients,
organ donors and family members
served by the OPTN including, to the
extent practicable, the minority and
gender diversity of this population.
These members shall not be employees
of, or have a similar relationship with
OPOs, transplant centers, voluntary
health organizations, transplant coor-
dinators, histocompatibility experts, or
other non-physician transplant profes-
sionals; however, the Board may waive
this requirement for not more than 50
percent of these members; and

(iii) Representatives of OPOs, trans-
plant hospitals, voluntary health asso-
ciations, transplant coordinators,
histocompatibility experts, non-physi-
cian transplant professionals, and the
general public.

(2) The Board of Directors shall elect
an Executive Committee from the
membership of the Board. The Execu-
tive Committee shall include at least
one general public member, one OPO
representative, approximately 50 per-
cent transplant surgeons and trans-
plant physicians, and at least 25 per-
cent transplant candidates, transplant
recipients, organ donors, and family
members.

(3) The Board of Directors shall ap-
point an Executive Director of the
OPTN. The Executive Director may be
reappointed upon the Board’s deter-
mination that the responsibilities of

§121.3

this position have been accomplished
successfully.

(4) The Board of Directors shall es-
tablish such other committees as are
necessary to perform the duties of the
OPTN. Committees established by the
Board of Directors shall include:

(i) Representation by transplant co-
ordinators, organ procurement organi-
zations, and transplant hospitals, and
at least one transplant candidate,
transplant recipient, organ donor or
family member; and

(if) To the extent practicable, minor-
ity and gender representation reflect-
ing the diversity of the population of
transplant candidates, transplant re-
cipients, organ donors and family
members served by the OPTN.

(b) Membership of the OPTN. (1) The
OPTN shall admit and retain as mem-
bers the following:

(i) All organ procurement organiza-
tions;

(i) Transplant

hospitals partici-

pating in the Medicare or Medicaid
programs; and
(iii) Other organizations, institu-

tions, and individuals that have an in-
terest in the fields of organ donation or
transplantation.

(2) To apply for membership in the
OPTN:

(i) An OPO shall provide to the OPTN
the name and address of the OPO, and
the latest year of designation under
section 1138(b) of the Social Security
Act;

(ii) A transplant hospital shall pro-
vide to the OPTN the name and address
of the hospital, a list of its transplant
programs by type of organ; and

(iii) Any other organization, institu-
tion, or individual eligible under para-
graph (c)(1)(iii) of this section shall
demonstrate to the OPTN an interest
in the fields of organ donation or trans-
plantation.

(3) The OPTN shall accept or reject
as members entities or individuals de-
scribed in paragraph (c)(1)(iii) of this
section within 90 days.

(4) Applicants rejected for member-
ship in the OPTN may appeal to the
Secretary. Appeals shall be submitted
in writing within 30 days of rejection of
the application. The Secretary may:

(i) Deny the appeal; or
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