Title 42: Public HealthJ
PART 121—ORGAN PROCUREMENT AND TRANSPLANTATION NETWORK

§121.8 Allocation of organs.

(a) Policy development. The Board of Directors established under 8121.3 shall develop, in accordance
with the policy development process described in 8121.4, policies for the equitable allocation of cadaveric
organs among potential recipients. Such allocation policies:

(2) Shall be based on sound medical judgment;
(2) shall seek to achieve the best use of donated organs;

(3) Shall preserve the ability of atransplant program to decline an offer of an organ or not to use
the organ for the potential recipient in accordance with §121.7(b)(4)(d) and (e);

(4) shall be specific for each organ type or combination of organ types to be transplanted into a
transplant candidate;

(5) Shall be designed to avoid wasting organs, to avoid futile transplants, to promote patient
access to transplantation, and to promote the efficient management of organ placement;

(6) Shall be reviewed periodically and revised as appropriate;

(7) shall include appropriate procedures to promote and review compliance including, to the
extent appropriate, prospective and retrospective reviews of each transplant program's application
of the policiesto patients listed or proposed to be listed at the program; and

(8) shall not be based on the candidate's place of residence or place of listing, except to the extent
required by paragraphs (a)(1)—(5) of this section.

(b) Allocation performance goals. Allocation policies shall be designed to achieve equitable alocation of
organs among patients consistent with paragraph (a) of this section through the following performance
goals:

(1) Standardizing the criteriafor determining suitable transplant candidates through the use of
minimum criteria (expressed, to the extent possible, through objective and measurable medical
criteria) for adding individuals to, and removing candidates from, organ transplant waiting lists;

(2) Setting priority rankings expressed, to the extent possible, through objective and measurable
medical criteria, for patients or categories of patients who are medically suitable candidates for
transplantation to receive transplants. These rankings shall be ordered from most to least
medically urgent (taking into account, in accordance with paragraph (a) of this section, and in
particular in accordance with sound medical judgment, that life sustaining technology allows
aternative approaches to setting priority ranking for patients). There shall be a sufficient number
of categories (if categories are used) to avoid grouping together patients with substantially
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different medical urgency;

(3) Distributing organs over as broad a geographic area as feasible under paragraphs (a)(1)—5) of
this section, and in order of decreasing medical urgency; and

(4) Applying appropriate performance indicators to assess transplant program performance under
paragraphs (¢)(2)(i) and (c)(2)(ii) of this section and reducing the inter-transplant program
variance to as small as can reasonably be achieved in any performance indicator under paragraph
(c)(2)(iii) of this section as the Board determines appropriate, and under paragraph (c)(2)(iv) of
this section. If the performance indicator “waiting time in status’ is used for allocation purposes,
the OPTN shall seek to reduce the inter-transplant program variance in this indicator, aswell asin
other selected performance indicators, to as small as can reasonably be achieved, unlessto do so
would result in transplanting less medically urgent patients or less medically urgent patients
within a category of patients.

(c) Allocation performance indicators.

(1) Each organ-specific allocation policy shall include performance indicators. These indicators
must measure how well each policy is:

(i) Achieving the performance goals set out in paragraph (b) of this section; and

(i) Giving patients, their families, their physicians, and otherstimely and accurate
information to assess the performance of transplant programs.

(2) Performance indicators shall include:

(i) Baseline data.on how closely the results of current allocation policies approach the
performance goals established under paragraph (b) of this section;

(i) With respect to any proposed change, the amount of projected improvement in
approaching the performance goals established under paragraph (b) of this section;

(iii) Such other indicators as the Board may propose and the Secretary approves; and
(iv) Such other indicators as the Secretary may require.

(3) For each organ-specific allocation policy, the OPTN shall provide to the Secretary datato
assist the Secretary in assessing organ procurement and allocation, access to transplantation, the
effect of allocation policies on programs performing different volumes of transplants, and the
performance of OPOs and the OPTN contractor. Such data shall be required on performance by
organ and status category, including program-specific data, OPO-specific data, data by program
Size, and data aggregated by organ procurement area, OPTN region, the Nation as awhole, and
such other geographic areas as the Secretary may designate. Such data shall include the following
measures of inter-transplant program variation: risk-adjusted total life-years pre-and post-
transplant, risk-adjusted patient and graft survival rates following transplantation, risk-adjusted
waiting time and risk-adjusted transplantation rates, as well as data regarding patients whose
status or medical urgency was misclassified and patients who were inappropriately kept off a



waiting list or retained on awaiting list. Such data shall cover such intervals of time, and be
presented using confidence intervals or other measures of variance, as may be required to avoid
spurious results or erroneous interpretation due to small numbers of patients covered.

(d) Transition patient protections.

(1) General. When the OPTN revises organ allocation policies under this section, it shall consider
whether to adopt transition procedures that would treat people on the waiting list and awaiting
transplantation prior to the adoption or effective date of the revised policies no less favorably than
they would have been treated under the previous policies. The transition procedures shall be
transmitted to the Secretary for review together with the revised allocation policies.

(2) Special rulefor initial revision of liver allocation policies. When the OPTN transmits to the
Secretary itsinitial revision of the liver alocation policies, as directed by paragraph (e)(1) of this
section, it shall include transition procedures that, to the extent feasible, treat each individual on
the waiting list and awaiting transplantation on October 20, 1999 no less favorably than he or she
would have been treated had the revised liver alocation policies not become effective. These
transition procedures may be limited in duration or applied only to individuals with greater than
average medical urgency if thiswould significantly improve administration of thelist or if such
limitations would be applied only after accommodating a substantial preponderance of those
disadvantaged by the change in the palicies.

(e) Deadlinesfor initial reviews.

(1) The OPTN shall conduct aninitial review of existing allocation policies and, except as
provided in paragraph (e)(2) of this section, no later than November 16, 2000 shall transmit initial
revised policies to meet the requirements of paragraphs (a) and (b) of this section, together with
supporting documentation to the Secretary for review in accordance with §121.4.

(2) No later than March 16, 2000 the OPTN shall transmit revised policies and supporting
documentation for liver allocation to meet the requirements of paragraphs (a) and (b) of this
section to the Secretary for review in accordance with 8121.4. The OPTN may transmit these
materials without seeking further public comment under §121.4(b).

(f) Secretarial review of policies, performance indicators, and transition patient protections.

The OPTN's transmittal to the Secretary of proposed allocation policies and performance indicators shall
include such supporting material, including the results of model-based computer simulations, as the
Secretary may require to assess the likely effects of policy changes and as are necessary to demonstrate
that the proposed policies comply with the performance indicators and transition procedures of paragraphs
(c) and (d) of this section.

(g) Variances.

The OPTN may develop, in accordance with 8121.4, experimental policies that test methods of improving
alocation. All such experimental policies shall be accompanied by aresearch design and include data
collection and analysis plans. Such variances shall be time limited. Entities or individuals objecting to
variances may appeal to the Secretary under the procedures of §121.4.



(h) Directed donation.

Nothing in this section shall prohibit the allocation of an organ to a recipient named by those authorized to
make the donation.

[64 FR 56659, Oct. 20, 1999, as amended at 64 FR 71626, Dec. 21, 1999]



