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| Billing Code:. 4160-15
* DEPARTMENT OF HEALTH AND HUMAN SERVICES
42 CFR PART 121
~RIN: 09064AA32I
" ORGAN PROCUREMENT AND TRANSPLANTATION NETWORK

Docket Number: 97-HRSA-01 -

AGENCY: Health Résources and Services Administration, HHS.

ACTION: Final rule with comment period.

- SUMMARY: This notice sets forth tﬁe ﬁnal rule goveming the operation of the Organ

| Procurement and Transplantation Netw;)rk (OPTN), which performs a vaﬁety of vﬁmctions
related to organ transplantation under co’ntrac‘t. with HHS. The ﬁotice also offers a 60 day period
for additional Il)ubli'c comment. The rule will become efféctive 30 days following the close of
the comment pgriod. If the Department believes that additional time is required to review the
comments, we will consider delaying the effective date. In combination with a new Nétionai .
Organ and Tissue Donation Initiative, this rule is intended to improve the effectiveness and
equity of the Nation’s transplantation system and to further the purposes of the National Organ
Transplant A;t of 1.984, as amended. These purposes include: encouraging organ donation; |
developing -an organ allocation system. that functions as muéh as technologically feasible oﬁ’ a
nationwide basis; bprovidi'ng the bases for ¢ffective deeral oversight of the OPTN (as well as for
implementing felated provisioﬁs in f_ﬁe Social Securify Act); and, broviding better informatiop

about transplantation to patients, families and health care providers.



Over the past two decades, the safety and survwal rates for transplantanon of human
~organs have 1mproved markedly, and the number of transplants has increased. In 1996, about
20,000 transplants were performed in the Umted States. At the same time, the rapld development

of transpiant techmques and the growth of the Nation’s transplant system present new challenges

1. The .demand fdr organs for transplantation exceeds the s:ugg ly, and this‘_ gap is .
- growing. About 4,000 persens'died in 1996 while awaiting transplantation.

2. The Nation’s organ allqcation systern rernains heavily'\treigl_tted'to the local use of
organs instead of rnaki'ng brgans.available on a broader regional' or natlenal basis for patients |
with the greatest medieal need consistent with 'sdund rnedical judgm‘ ent:. Technological advanees
have made it poss1ble to preserve organs longer and share them more wrdely, but the allocatlon
system does not yet take full advantage of thxs capac1ty Instead, some patients w1th less urgent
medical need receive transplants before other patients with greater medical need whether listed

locally or away from home.

3. The criteria used in listing those who need transplantation vary from one
transplant center to another, as do the criteria used to determine the medical status of a patient.
This lack of urrifonn,' medically objective‘eriteria make it difficult to compare the medical need

* of patients in different centers.
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4. Asaresult of both fhe local preference in allocation andvt'he lack of standard

medical criteria, waiting times for organs are much longer in some geographic areas than in

others. The stafute envisions a ngtional‘ éll"ocation system, based on medial criteria, which results

inthe equitable treéﬁnerit of 'transplant' patients. But equitable treatment cannot be assured if

'medical criteria vary frqﬁi one transplanf:c cent.er;toianother and if allocation quicies prevent
suitable brgans fror_ﬁ being offered first to those with the greétest medical need.
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5. Useful, current, transplant-center specific data for patients and health care
providers are not available, despite information technology advances that make more current.

reporting feasible.

| Efforts are needed to address tilesé challenges in the areas of both do;jation and
allécation: | |
In ofder to bring about substantial inc}eases in the number of o'rgan donors and the

number of tfansialants‘ perfc;rméd each ﬁrear, anew National Organ and ‘Tissue Donation Initiative
has >been launéhgd. Wérking in partnefship With;natioﬁal aﬁd locakorganizations, thé
Department of Health an(i Human Services (I{HS)".seel;s to increase donation through
- encouraging more individuals to cho’s,e;to be organ donors and that ‘sharé that de;:isioh with their
families; thr_bﬁgh' improved perfoﬁngncé by hospitais and organ procurement orgalﬁzaﬁéns

tow;ard eﬁsuﬁpg.that the families df poten‘.tial" d§nors are given‘ the opportunity to allow dénation; :

through higher consent rates by families, especially by ehcoufaging those who elect to be organ



t ; donors to inform- their families of their decision' and throughl new' research» on;'enhancing
donatxon Proposed regulatlons affecting hospltals and organ procurement organtzatlons were
pubhshed December 19, 199’? (62 FR 66725) The Department expects that the supply of organs
may be ralsed by about 20 percent through this 1n1t1at1ve Wthh would greatly allevxate organ
shortages o
In order to 1mprove allocation of organs for transplantatton thls final rule estabhshes

performance goals to be achieved by the OP’I'N Acttons already underway in the OPTN are

consistent w1th several of these goals. The rule does not establish speciﬁc allocation policies, but
instead looks to the organ transplant cornmumty to take action to meet the performance goals.

The goals include: |
| ° K ;Minimurn Listing Criteria -- TheOP’I'N is required to deﬁne objective and measurabie.
-medical criteria to be used by alli'transplant centers in determining whether‘a patient is
approprlate to be hsted fora transplant In this way, patients with essenttally the same medical
need will be listed in the same way at all transplant centers |

L Status Categories -- The OPTN is re\qulred to determine objective medical criteria to be
usedi nationwide in deterntining the nredical status of those awaiting transplantation. ~This will
provide a cornmon rneasurement for use_g,by all transpiant centers in 'deterrnining' the urgency of
an individual’s medicali c'ondition, and it will facilitate OPTN efforts to direct organs to those
with greatest medical need, in accordance \irith sound medical | judgment.

. Equrtable Allocation -- The OPTN is required to develop equltable allocatton pohcxes

that provrde organs to those with the greatest medical urgency, in accordanee w1th sound med1ca1

Judgment. This increases the hkehhood‘ of patients obtammg‘ matchmg_organs, and glves all



pationts equal chances to obtain organs compared to other ,patients of equal medical statos, |
‘wherever they iive or list, | o |
" By requiring common criteria for:"listing‘ eligibility and medical status, and by'requiring

that orgaxrs be drrected« S0 as to eqoalize wamng times, especially for those with greatest rnéoical ,
need, this rule is designed to provide patlrents awéiting transp,lants‘ w1th eqoal accoss to organs
and to provide organs to sickest patients;ﬁrst; consistent with sound medical judgment. While
present OPTN policies givo weight to rrxedical -néed, the ‘;locai ﬁrst” praotice thwarts organ
allocation ox}er a broad area andrhus préVents nrearoal heedifrom being the dominant factor in
~ allocation decisions. | |

Under the provisions'of thls ruio, it is intended that the area where a persorx lives or the
transplant center Where he or shf; is listéo will not be primarp fzrotors in how quickly he or she
receives a transplant.: Instead, organs \arill. be allocated according to objcctivé standards of
medical status and néed. In this way, suitable orgaos will reach' patients with the greafest o
: medlcal need, both when they are procured locally and when they are procured outside the listed
patients’ areas. This objectrve reﬂects the views of many commenters on the proposed
regulatlons as well as the ﬁndlng 'of th‘e Amcncan M‘edxcal Association in its Code ‘of Medical
.Ethlcs “Organs should be: con51dercd a nahonal rather than-a local or-regional resource.
Geograplucal pnontres in the allocatlon of organs should be prohlblted except when
transportatlon of organs would threaten thelr_ smtab;hty for. transplantation.”

‘The OPTN is requu‘ed to develop proposals for the new allocation-policies (except for

hvers) within a year of the effectwe date of the ﬁnal rule. In the case of liver allocatron polrcles



where poiicy development work has beéx{ upderway for several years, the OPTN is required to

develop a new proposed allocation policy within 60 days of the effective datc.‘ -

* Other provisioné of this rule include requireménts that the OPTN make more current data
available for the public, including measurresv of perforrﬁénce of individually identified transpiant
centérs. This iﬁfoﬁnation is needed by patieﬁts, fan;x_ilies, physiciaﬁs, and payers in choésing a
course of action and 1s needed as a‘qu_al-i.t)‘( méésurement ihstiument. .

In addition, ‘the ruledefmés th'e governing sﬁucture of the OPTN and outlinés proCedurés
for the estabhshment of pollcles by the OPTN that mclude appropnate participation by transplant |
professmnals and families, wuh oversight by HHS. The rule also includes a reqmrement that the
OPTN develcp a “grandfathermg” proposal for patlents currently awaiting hver transplantatlon
SO that these patients are treated no less favorably under the new allocatlon pOhClCS than they
would have been under current allocation p011c1es'. The OPTN also is required to developv ;
proposed transition policies for the initiél changes required by tﬁis rule to its'ailocation policies :
for other organs. - o | |

The Natiohal Organ an& Tissue Donation Initiative and this ﬁﬁal rule' build on more thgn
a decade of experiencé, including imp,roving‘medical teéhﬁdl§gy, to create é national community
of organ sharingv and to save and impré've m‘txre>1ives through transplantation. The rule defines
Federal expectations, based on the rolé given to the Secretary ﬁnder th¢ statute, but looks to the |

OPTN to propose policyychoices that meet those expectations,



DATES: These re'guiations are effective (insert 90 days after peblicaﬁon m the’Fqugi |

‘ Regieter); A separate announcement will oe published in the Federal Register when the |

, Departmeot obteins Ofﬁce of Management and Budget approval for § 121.6(c), which contains
information collection requirements. N | |

‘Comments on this final rule are invited. To ensure consideration, comments must be

received by (~inse1rt~ date 60 days after date of publication in the Federal Register).

ADDRESSES: Written comments should be addressed to Jon L. Nelson, Associate Director,
Office of Special Programs Room 7-29 Parklewn Eiiiléiing, 5600 Fishers Lane, RocicviI'Ie MD
20857. All comments received will be avallable for public mspectlon and copylng at the above
address, weekdays (F ederal hohdays excepted) between the hours of 8 30am. and 5:00 pm. A
copy of this rule, and selected background matenals, w111 be posted on the D1v151on of

Traosplantation Internet site at http://www.hrsa.dhhs. gov/bhrd/dot/dotrnain;hnn.

"FOR FURTHER INFORMATION CONTACT' Jon L. Nelson, Associate Directof, Ofﬁce of
‘Special Programs, Room 7-29, Parklawn Bu1ld1ng, 5600 Fishers Lane, Rockvﬂle, MD 20857

 telephone (301) 443 7577.

SUPPLEMENTARY INFORMATION: On September 8, 1994, the Secretary of Health and
Human Services published proposed regulations to establish a framework for the operation of the
OPTN. (59 FR 46482-99). On Novéniber 13, 1996, the Secretary issued a Federal Register

notice reopenihg the comment period and announcing a public hearing to be held in December
_ ’{‘ . -
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http://www.hrsa.dhhs.govlbhrdldotldotmain.htm

- 1996, to address i issues raised by those proposed regulations, and to héar ideas regardmg
increasing organ donatlon and the controversml and dlfﬁcult problems surroundmg organ
allocation generally and liver allocation policies in particular. From December 10 to 12, 1996,
that hearing was held. As ‘un'der the proﬁosed regulation's,» the ﬁnal n‘xle‘ provides for Federal
| oversight of the processes by which the OPTN allocates organs for transpﬂlanfation; It focuses the‘ '
Federal role §n ensuﬁng that those p;qcessgsl andl resulting poliéies\are equitable, provides fér
broader public participation and Secretaﬁal review, and includes access to informatién fdr
 patients and their families and phybsicia’ln's. ‘ | |
Under the final regulations, the OPTNhas respgnéibility for develobing medical criteria
for patient listing, medical urgency ‘crite?ia (‘;status” definitions), organ allocation éa]icies; other
policies governing organ transplantation, and poligies for the'day-to-day operation of the OPTN. |
The‘SecretaI;y h‘as-responsibility for oversight of the OPTN .for establishin;; perfomiance goals
and indicators to gulde the national system for dlstnbutlon of organs, and for ﬁnal approval of
those OPTN pohcles that are to be enforceable Both the OPTN and the Secretary have
respon51b111ty for dissemination of mformatlon to the public, mcludmg patients, physicians,
payers, and researchers. |
The Sccreta;'y has also gnnoqnécd an initiative to inC?case organ and tissue donation,
most of whose components do not Arcqu:ire regulatory éction and aré not included m fhis rule.
The remainc@er of this'preamble‘is arranged under the following headings.
1 Backgréﬁnd | N
A. Overview | e

B. Legislative and Regulatory History



| _‘c. DHHS and OPTN Relatibnships |

D. E'nforcemént v. |

1. Sect.i‘o‘n 1138 of fhe Socialf Securi& Act

2. OPTN Policies |

I Summa.ry (;f Public Comments and Polic;ies of the Fix;al Rule
A. Summary of Originﬂ Public Commeﬁtg -

B. Summary of Public Hearing
. >'Ihe Dépaxtment’s Responée and Polipies of th§ Final Rﬁle,

1. § 121.2 - Definitions

2. §121.3 - The OPTN

3. § 1215 - Listing Requirements
4.§121.6 A- Organ Procurement

5.§121.7 - Identiﬁéation of Orgén Reclipient
6.§121.4- Policies: Secretarial Review

7. § 121.8 - Allocation of Oi;‘gaﬁs
(a) Indicator Data

(b) Deadlines (§121.8(c)) o
(c) Liver Allocation i’dlicies
(d) Directed Donation (§121 .7) 7
8.§121.9- Designafed Transplant Proéﬁun Reéuiremgnt‘é
9."§ 121.16‘ - Reviews, Evalﬁ_ation, and Enf(‘)rcemex'lt; ‘

10. § 121.4(d) - Appeals of OPTN Policies and Procedures

9.



1L § 121.11 - Record Mamtenance and Reportmg Requxrements, -

12. §121 - Preempt1on o

e Economlc and Regulatory Impact

I .
-

~

t »A Legal Requlrements K
B. Eﬁ‘ccts of Organ Transplantatton P
| C.Effects of tis Rulé
D. Alternanves Cons1dered / ‘; ]
- E. Effects on Transplant Programs

v : Paperwork Reduc_tlon:Act of 1995

I Backgrond -

A Over'i/iev(r "

The Natlonal Organ Transolant Act of 1984 (N OTA) created the Organ Procurement and
| Transplantatlon Network (OPTN) The Act has been the subject of two major sets of
: vamendments In each mstance the Congress acted to encourage the development of a falr, .
national system of organ allocatlon The ongmal statute (P L. 98 507 tltle 11, § 201, formerly
codlﬁed at 42 U S. C § 274(b)(2)(C)) requlred the OPTN to “a351st organ procurement
' orgamzatlons in the dlstnbutlon of organs whlch cannot be placed w1th1n the serv1ce areas of th
organi zatlon (Emphams supphed ) However, the underscored language was removed ina
1988 amendment to the NOTA . L 100 607 tttle v, § 403 formerly codlﬁed at 42 U S. C § |

o 274(b)(2)(D)), accordmg to the Senate “so as to remove any statutory b1as respectmg the ‘

10



iniportant ‘question of criteria for the proper distribution of organs anio.ng‘patients».” S. Rep. No.
100-310 at 14-15 (1988). 1n 1990, this laniguage was again rewritten, this time to require that the |
JOPTN “assist organ procurement organizations in the na‘rionwide distribution of organs eguitdbly
among transpl'ant patients.” (Emphasis‘supplied.) PL. 1014616, title II? § 202, now codified at
42 U.S.C. 274(b)(Q)(D). The ‘Senaite explained that “[b]ecause the demand for transplantable
organs is expected to continue to be eonsidérdbly greater than the supply, a fair and equitable._ '
organ sharing system is critical to the ﬁiture of a national transplant program that the public will
support.” S. Rep. No. 101-530 at? (1990) (T}ic 1990 arnendm’ents alsorequired thar the OPTN.
report on comparatrve costs and patient ‘outcomes at all transplant centers). As discussed in more.
detail below, in- 1986 the Congress also amended the Social Security Act to make OPTN
membership, and comphance with allocation policies approved by the Secretary, mandatory
rather than voluntary for Medicare-pammpatmg hospltals and all organ procurement
organizations. | |

Th‘us,v the Concgress envisioned an equitable national system that ’would be opera‘red by the
transplant community -- including physicians.andi officials of tronSplant facilities as well as other
‘ specialists and ‘individuals repreeenting transplant patients, their familie_s,l and the general public -
- wrth oversrght by HHS. - | e

Human organs that bare donated for transplantation are a pul)llc trust ‘These regulations
are intended to ensure that donated organs are equl‘rably allocated ‘among all patients, with
| priority to those most in need in accordance with sound medical judgment. These regulations |
- also complement tlie recen_tly announced National Organ and Ti.ssue Donation Initiative. The

initiative addresses tlie.fact that organ donation has not kept pace with the need. ‘Only about a
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third of potential cadaveric: donations are ‘rnade;‘ ancl, when families are asked, only about half
give consént. The initiative seeks to irnptove the number of; potential donors identified and aSke(l
to donate orgons. This improvement would be accompli'shed tlarough proposed rul'es, pnblis‘hed? o
in the Federal Rog‘ ister on Deceml)er V1'9, 1997, which would tequite'Medicare-pai‘ticipating'
hospltnls to work more closely with local organprocurement.orgénizations A Simﬂér approach-
was adopted by the Commonwealth of Pennsylvama, effectlve March 1995 By 1997, 240
percent increase in organ donors and a 49 percent increase in n organ transplants had taken place 1n
~ southeastern Pennsylvania« . |

The initiative also seeks to impro,\le tho percontage of donations when reqnests are made |
to donate. Tl'me’ initiatlve will accomplish this goal by working"witli a number of partners to
eliminate barriers to donation, such as the failure of individuols wishing to donatc‘ orgons to
discuss their wishes with their families. "The initiative also seeks. tolearn more about(what works
to increase organ donation and to disserninelte <that knowledéo Broadly.

Advances in medical science and technology have made.'organ transplantation ’an
increasingly successl‘ul ancl common modical proccduro. Expericnce pefforming ti'anSplants and
the development of better 1mmunosuppresswe reglmens have mcreased the survwal rates for
transplant remplents Comparmg datatcfor transplants performed in 1988 with data for transplants
performed in 1995, one year patient survival rates increased as follows: ltvers, from 81 ‘percent to‘
87 percent; heal'ts, ﬁom 8‘3 peroent to 85 percent; and lungs from 50 percent to 77 percent..

~In addition, tochnologioal advances have matie broader geographic shori-ngv possible. . For

example, the use of the Belzer UW solution, developed in the 1980s, has dramatically increased
/- ‘ '
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'bothAgxfaﬁ isurvival rates and the tithe in whxch the'()fgan sﬁrﬁves out of the body. ThlS “cold
ischemic time” is used tovti‘anspbrt an organ to a potential recipient. i
This rule is intended to cns.urc that drgan allocation policies are continuously reevaluated .
and revised to meet the statﬁtOfy gbal‘ of éq;ﬁtabl‘e hétional allocatioﬁ of org'éns‘ in aé'cordance.
with medical criteria, -
Thjs rule provides the fraxngwork erMOPTN’activ'ity by c!aﬁfying how the essential
functions of the OPTN should be conduc:ted in order to bettef achieve an equitable national
system. | o | |
Several evaluations of orgaﬁ allocation have recommended a truly national waiting
system for organ allqcatipn. A 1990 evaluation of th¢ OPTN conducted by Abt A}séo'ciates’
reqommeﬁ(ied thét tileVOPTN devé.lop a national patient—t;ocuﬁed syétem:
Unless thére is a clear disadVaﬁtage to paficnts or.procurement"in having a single
~ national iist ‘for:_eéch _organ,'the OP’IN shouid mqve&towards‘ a single national list
and develop point schemes tﬁat miﬁimiie cold ischemic and transplam times.
Evaluatién of the C_rgan Procurémént aﬂd Tréﬁsplania’tion Nétwork, at 85 (Abt Associatés, AAug'u's‘t 21 s
©1990). - | |
f 'I‘he HHS Office of Inspector General fcached similar conclusions, .ﬁndingktha't “current organ
distribution practiccé fall Short of congr;assional and professional éxpectations,” and that “[t](here hés '
been substantial progress in developing a national organ distribution s'ystem grounded in uniform
policies and standards. Hf;wever, orgaﬁ distribution remains ... confined primarily ivithin the individual
service areas ot: the ... Organ Prpcuremegt ‘Org&ﬁmtiom."’ The Distribution of Organs for

Tfansplantaﬁon: Expectations and Pr.ac:tices‘ at 8,13 (Office of Inspector Genéral, March 1991).

t
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Current OPTN drgah.é]locations policies still do not create the truly national system intendcd by
the statute. Current OPTN allocation pohcles do not reflect the more equltable broader sharmg possible
under current views of appropnate cold 1schem1c time. These pohcles nommally glve priority to the hfe
or death needs of the sickest patlents but the resultmg allocatlon schemes fall short of that obj ective. By |

- allocating organs pnmanly a; the local lpvel, OPTN policies give the sickest patlgnts a substantlall'y
lower chance at being promptly rhatched to a suitable organ (and thereby recciving a potentially life-
savmg transplant) than would be the case with broader geographxc shanng | |

At the natlonal level, these pOllC.ICS treat patients 1nequ1tab1y because they create enormous -
geographic disparities in the time patients must wait to receive transplants. This approach is inconsistent .
v:rith the views of transplant candidates énd the ééherai public who achording to 51‘1994 Oi’.TN-iniﬁated
survey, were hkely to glve top pnonty to the policy that ¢ makes waltlng time about the same for all
patients nationally.” Page 8 of the Umted Network for Organ Sharlng (UNOS) comments on the NPRM,
December 6, 1994. In effect, these policies treat the sickest patients differently dependmg on where they
live or which tréns_plant hqspital’h waiting list they are on. This result also is incénsih;enf"with the views |
of at least ‘half of transplant recipiénté énd cahdidates' ﬂ ;vho, acCording fo the same survey, “would glve
top priority to a patient who is the most critically ill and has the least time to live.” Page 7 of UNOS
comments: Finally, this approach is inconsistent with the v1ews.0f a blue ribbon panel that;exammed a
broad range of issues peﬂaining to organ transplantation, inclﬁdihg ‘hhe technical, pfactical, and ethiéél
limitations §n~ sharing organs. The 1}3::1:{1e1i npfed; . |

| The principle that donated cadaveric organs area national resourhe implies thgf,
In prinéiple, and to thefextént technically and prgcticélly aChieyehbele, any citizen or

resident of the United States in need of a transplant should be considered asa

14



potential recipient of each retrieved ofgan on a'ba‘s_i_s equal to that of a patient: .
whb lives in ihé»area whéré the' organs or tissues are retrigved. Ofgans ;md
' tfsSues_ olught to be distributed on the baéis of o;bjective. priority criteria, and not
on the basis of é_ccidents_‘of geography. |
Report of the Task Force on Organ Tranjsplantation,; :April 1986 at 91 (quéting Hunsick;er, LG).
‘Another flaw in current OPTN ‘pbliciés pertaips to disclosure of ihfonnatién. The sfatute
requires the Secretary to provide {nfém;tion to patients, their families, and physicians about
transpléntatiori. Cuﬁent poﬁcies iﬁ this;alr‘eal do nét give patients, their fém_ilies, and phyéicians the
timely information thgy need td help in 'sélecfing a tran.splant hospital. For examplé, one-year sur'\'ival‘
rates of patients and organ grafts are valuable informafion in comparing the rélative effectiQeﬁess of
transplaht p_rogfams. However, today. a'pati'ent seeking fhis information would have to rely on four year
| old OPTN data released in 1997. Moreéver, these data are éontainé:d‘ in niné volumes with 3,200 pages.
A patient seeking to compare ccntle,rls would find thcs’e data difficult to use. In éddition, access to
| accurate, timely data.will enable the Department to monitor the effectiveness of orgaﬁ tfansplﬁntation :
and provide thé general public withinformati;)n on how well the transplantation network is performing.
. The National Organ Tran;planf Act Vestéd in thé' Secretary oversight of the OPTN and
responsibility fqr ensqring pubiicI benefit. Amendfnenfs ;to the Social Security Act in-_i986 underscored
ihe_ Secretary’s role. W<-)rki_ng'in partnership with‘the transplaht community, the Secretary ha§ ﬁnall
authority over OPTN policies aﬁd brdcedures. ‘In particular, the Secretary hés a‘statutory mandate not
only to ensure that the OPTN distribuites ofgéns “equitably” and fulfills other statutory requiremgnts But'
also to obtain and act upon “critical comments reléting o the manner in which (the OPTN) is carryiﬁg

out the duties of the Network.” The Secretary has chosen to issue regulations for the purpose of
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ensuring that .the system e'volves to keep fpace with inlproVemente in technology and medical science
(such as improvenlents in organ preservallon technology and reductions in the disperities in survival
rates among more sick and lese sick patients) and is operating effectlvely and efficiently to meet its
statutory goals
Six principles underlie this regulation:
e trénsnlant patients are best served by'en orgm alloca't:ion system that -
~ functions equitably on a nationwide besis; o o , | -
o the Secretary of Health and Huinan Services should represent‘the public |
interest by setting broad goals for the OPTN and by overseemg OPTN pohcy
development and operatlons with a view toward ensuring that the goals are bemg
 addressed in a reasonable manner; |
: . -the OPTN' must exercise leaderslup in perfonnmg 1ts respons1b1l1t1es under
'the Natlonal Organ' Transplant Act, in partlcular by dewsmg the spec1ﬁe pohcxes
a$s1gned under these regulatlons, and by adapting its pohcnes and procedures to
changes in medical science and technology;
o organs should be eouilably allocated to ell patients, giving priority to those
LRI _ patiente in most urgent medical need of tranéplantatlon, in accordance vnth soungl
medical Judgment |
‘0‘ thorough timely, and easy to use 1nfonnat10n about transplant centers,
- including center-specific performance data, is esgential for measuring quality of ‘
- care and should rbe readily available to llelp patients and physicians_ in choosing

among transplant centers;
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.. potential eonﬂicts of interest should be minimized for those who are

N respoknsibl,e for operation of the OPTN.

B. LegiSIative ana Regulatory History | |

The OPTN was established under section 372 6f the PHS Act, as enacted by the National Organ
Tranéplant Act of 1984 (Pub. L. 98-50_7)?, and amended by Pub. L. 100-607 and Pub. L. 101-6f6. :
Section 372 requires the Secretary to provide by contract for the establishment and operation of the
OPTN to manage the organ allocqtion system, to increase the éupply of doﬁated organs, and to perfom
related and other activities. | | | |

Until theenacﬁnent of the Omnibus Budget Reeonciliation Act of 1586 (Pub L. 99-509), |
rnexﬁbership in tﬁe OPT‘NA' Wae vdluntarf. SeCtien’93 1k8 of Public taw 99-509 added a new section 1138
to the SOCial Secuﬁty Act. Section 1138(&)( 1)(B) requires hospitals that perform organ transplants to be
members of and abide by the rules and requirements of the OPTNas a condition for participation in the
Medicare and Medicaid programs. This requirement places at n'sk_ithe trahspla’n‘g hospitals’ participation
in these prograﬁls, not just payments fof tranéplantatio‘n, and as a p_factical _m‘atter»makes the hospitals’
surviva} dcpendeﬁt Qﬁ féll_owing such reles and‘ reqhirements. Section 1 138(b)(1)ED) requires that to be
eligible for reimbursement of organ precurement coéts by‘Medicareh ,er;eMedicaid an OPQ must be a
~ ‘'member of and abide by the rules and fequirements of the OPTN. | |

 Section 102(c) of the Balanced i3udget and Emergerfcy Déficit Control and Reaffirmation Act of

1987 (Pub. L. 100-119) deléqéed the effective daté of § 1138(a) of the Social Security Act concemiﬁg

hospitals from October 1”, 1987, to Nox{ember 21,1987, and §-4009(g) of the Omnibus Budget

17



R,

Reconciliation Act of 1987 (Pub. L. 100-203) further Iriel‘a)red the effective dzrre of § 1.138(b) of the Act
concerning OPOs to April 1, 1988 | L | |

The Organ Transplant Amendments of 1988 (Tltle IV of Pub. L 100—607) amended § 372 of the
Public Health Service Act to require that the 'OPTN establish membership criteria and subject its policies -
to publi‘c review and comment. |

On March 1,1988 (53 FR 6526) the Department pubhshed final rules that 1ncluded the
requirement that MedlcarefMedrcald partrcrpatmg hospitals that perform transplants and designated
OPOS be members of and abide by the rules and requrrements of the OPTN (42 CFR 485 305 (now 42
CFR 486. 308) and 482 12(0)(5)(11)) in order to qualify for Medrcare or Medlcard payments.

On December 18 1989, the Department pubhshed a Federal Register Notice (54 FR 51802)
addressing the overmght of the OPTN. In that Notice, the Secretary stated that no OPTN policies would
become legally binding “rules or reqnirements” of the OPTN for purposes of section 1138 until or nnless
they were aeproved by the Secretary. |

The 1994 proposed regulations Were intended to implement that decision, as i'é'{his final rule
with eomment period. In those proposed regnlations, the §eektary raised a wide range of issues,
including procednres_for joining the OPTN, the Federal review processes, procedures and etandards for
information collection and dissenﬁnatic‘m; membership ‘requirements and cempliance procedures; end the
criteria for allocation of each of the solid organs. |

This final rule was developed after consideration of comments from all elements of the transplant
eemmunity on the. enrire range of issueés. ‘Comments were receired not enljz during the original.comment :
period but aleo durmg the last two years and attenriant ’te the-public hearing held in Decem'ber 1996.

Although.the Secretary belicves that this rnleaddresses all of the mejor issues and questiens that had
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been‘identni‘ﬁed, tﬁe Department remains open to épggestions for'Mer improvements. The Department
has provided for additional public comn;gnté on fhcse rggulgtions to be submitted during the nexf 60
days. The Department will also pro;}ide for pﬁblic inj;iit on OPTN proposals for policies to implement
these regulations. | . |
C.  DHHS andAOP"i‘N'Relationships‘ ,

Thg public comments indic‘ate: that many persons ﬁlisunderstand the role of the OPTN. The
OPTN is sofnetime;s charaqterized as a voluntary system through which consensus decisions are reached ,
as to how to allocate orgéns among patients (who may live or die based on these decisions). The
underlying statﬁtes, absent‘Secretari'al o§ersight, give the OPTN'éuthority from which individual
patients, physicians, and hos;pitals ha\{xf: little recourse. If the_ OPTN changes organ allocation criteria, it
may advantage séme patients and disadvanfage others because Vth‘ererare not enough organs donatéd to
meet the need and no alternative orgéri‘éllbcétion entity exists. | The: uﬁique role of the OPTN thtis givés

rise to a fundamental question. To what process or remedy can patients, their families, physicians, or

members of the general public turn if they wish to .question policies, decisions, proce‘cfures‘,' or practices

of the OPTN? By providing a framework for OPTN policy development and describing the role of the

Secretary therein, this rule addresses that qugstion.

o Th¢ Unitf:d Ncthfk for Organ Shaﬁng (UNOS); a pri;/ate“‘corporatiOn, operates th¢ OPTNxsunder
contract with"the'lDe‘partment. -Tﬁe contract is subject to the competitive bidding process. Under re;:ént
Requests for Proposéls,‘ there have Eeen no effective competitors to the current contractor. The current -
contract expires September 36, 19991

| As a private organimtibn;vUNOS has by-léws, operating_procedurcs,‘and membership

requiréments.- They apply only to UNOS members and not to OPTN members. Meinbership ig UNOS
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is not a requirerheht for 1hembership in the OPTN Therefore, such ﬁrecedures are not OPTN .
“procedures, and because they do not bmd OPTNAI.nembers, they are not the suhje'ct of this regulation.
Because. OP’I’N members’are nox;. requiredfto hecome UNOS‘ members, UNOS procedﬁres are subj ect to
| these regulauons only if they conﬂlct w1th OPTN requlrements orif they conﬂlct with the terms of the
“contract for the operatxon of the OPTN or these regulatlons For example UNOS may impose
conditions for membership in UNOS but those conditions may not be substituted for or used to
augment, the regulatory requirements for the UNOS-admlnlste;ed OPIN. In contrast, matters relating to |
the OP’I'N are encompassed by these regulations; and UNOS, as the OPTN ‘contractor,_is required to-
‘comply with these regulatiqns and io issue policies consistent with the requirements of these regulatiohs.‘ ..
| The Department believes that the transpléntation network must be operated by professionals in
the transplant commumty, and that both allocatlon and other polxcxes of the OPTN should be developed \
by transplant professmnals, in an open’ enwronment that mcludes the pubhc, parhcularly transplant
patients and donor famxhes. It is not the desire or intention of the Department to interfere in the practice
of medicine. Thie .rulek does hOt;a',l'ter the role of the OPTN to use its jﬁdgment regarding appropriate |
.~ medical criterie for orgen allocation n{)rvis it intended to circumécribe the discretion aﬁ’orded te doctors
who must make the difﬁcult ju(igxnents that affect individual patients. At the same time, the Department
has an ifnpoftant and eons;ructive role to play, particﬁla‘rly o’n;behalf of patients. Humanprgans' that‘are‘
given to save lives are a public resohr:ce and a public trust. | |
The proéees adopted in t}us ruie strikes a halance among these impor,taht pﬁhcibles. When the:
OPTN develoi)s p'ollicies’,‘.or when compléints are raised concerning OPTN policies, the regulatidn allows
a number of option;. The Sécretary may appfove an OPTN-proposed pelicy‘or find that the comhlaint

has no merit. The Secretary also may take another approach depending on the issues presented. ‘For
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example, the Sécretary: may se;ak broa(ier public input on thé‘iﬁsue; may determine whether violations '
of OPTN-prc;posed policies should ca‘rry'any one of a range of conséquehi:e‘s--no consequence, loss of
membership in the OPTN, or loss.of a hospital’s abiiity to.‘participate in Medicare and Medicéid; may
provide comrhents for the OPTN’s cohéideratioh; may-direct the OPTN to adopt a phlicy; or, may.
develop a policy that the OPTN must fdllow. An éxaxhpl‘e of this last option is this regulation’s
proviSions prescribing who the"OPTN must admit as members. -Insfead of an exhaustive listing of thése
-and other options, the regulation, .ét séctions 121;4 (b) (2) and (d) simply hrovides that the Secreta'ry'may.

“take such other action as the Secretary determines appropriate.”

Questions have also arisen abogt the relationship of OPTN policies th other standards and -
requirements. A number of Fecliefal statutes, ihcluding those relating to Mediéafe and Medicaid, civil '
rights; fraud and a_buse,vclinica.l laborétoﬁés, or’gan‘procuremen‘t,. control of infectidus disease, and
regulation of blood and blood producté, have préﬂlisions that may affect, or 'hé affecfed by, the policies of |
. the OPTN. For examp]e,' several years ago the Department made decisioné .as to the required .
qualifications for clinical laboratory direcfofs, ‘a;ﬁer‘_ an extéhded public éofnment hrocess. Those
.decisions did hét hnpose the moét stni.!:-lgént possible academic qualifications because the available

‘ - |
evidence did not show that those‘level‘s were necéssary for high performance. Any OPTN policy that
directly or indirectly would require member hospitals to do business only with laboratories with directors
meeting a higher qualification WQuId éohﬂict w1th the HHS regulation, and thus not be binding upon

OPTN members unless the Secretary approved that policy as an OPTN requirement.
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In order to prevent such problems, this regulntlon creates a system in which the OPTN has three :
optmns Whenever 1t 1dent1ﬁes a policy that it believes w111 contnbute to hlgh performance the OPTN
can recommend i 1ts use by members; the OPTN can request that HHS make it enforccable, or the OPTN
can petition HHS.to modify other regnlations (sueh asv clinical Iaboratory.or blood regulatibns) to ndopt-
that pollcy What the OPTN cannot do 1s umlaterally impose a pohcy that has the effect of, or changes .
the terms of, a natlonal policy already subJ ect to the oversight of a cogmzant Federal agency

The Secretary will review the OPTN poheles that may interact with other statutes or with rules
promulgated through other Federal programs. To clarify the policy- d_evelopmentk and review process, we
have addeo anew § 121.4, Policies: 'Secreté.rial Review, and Appeals, whioh consolidates regulatory
trequirements frotn proposed §§ 121.3, 121.7, and 121’.10; The addition of netav §‘ 121.4 results in

renumbering §§ 121'.4' - 121.12. See the discussion at section II, (C6), under Supplementary

Information, below.

D. Enforcement

| Some of the comments received in response to the Notice of Proposed Rulemnking or delivered
at the public hearings indicate that thero may be miSuntierstandings about the relationship between .
Seetion 1138 of the Social Security Aot and the OPTN regulations, and their respective enforcement

o

provisions.

1. Section 1138 of the Social Se’cu:ity Act
As dlscussed above, sectlon 1138 requlres Medlcare and Medlcmd part1c1pat1ng hospltals that

perform transplants to be membcrs of the OPTN and ablde by its rules and requirements. Sectlon 1138
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also contains similar‘requirements“for OPOs in order for organ procurement costs attribdtable to
payments to an OPO to be paxd by Medlcare and Med1ca1d These reqmrements are also found in ﬁnal
rules (42 CFR 485.305 (now 42 CFR 486. 308) and 482.12(c)(5)(ii)) pubhshed on March 1,1988 (53 FR

6526) Further, on December 18, 1989 the Department pubhshed a general notlce in the Federal

Register (54 FR 51802) announcmg that, in order to be a rule or requlrement of the OPTN and therefote
mandatory or bmdmg on OPOs and hospltals participating in Medicare or Med1ca1d the Secretary must
have given formal approval to the rule or requ1rement Violations of sectlon 1138 could result in
thhholdmg of relmhursement under Medicare or Medicaid. |

Section 1138 and the final rules and general notice that followed vpvettain only to OPOs and
hospitals participating in Medicare or Medicaid. 'In' its general notice, the Department intended to define
what is meant by a "rule orf‘requ'irement of the OPTN" for the purposes of implementing section l 138.
| In applying the policy in.the genetal notice, the Department considets a "nﬂe or requiretnent of the |
OPTN" to be those rules developed as provided for in theae regulations.

Two -examples illustrate the siérﬁﬁcance of thia provision. First, an OPO or transplant hospital
participatingvin Medicare or Medicaidcould he considered in violation of sectionb 1138 if the Secretary
found that it did not prov1de 1nformat1on to the OPTN as requlred specifically by § 121.1 1(b)(2) or that it
procured for transplantatlon organs known to be mfected with the human 1mmunodeﬁ01ency vxrus,
prohibited specifically by § 121.6(b). Co‘nvetsely, these institutions wQuld not be con31dered in v1olation
of section 1138 4if they Were found by the Secretary to be acting contraty to a policy-implemented by the
OPTN but not formally approved by the Secretary;a‘s enforceable. Second, if an OPTN member» o
procnred and: atranged for allocation of donor kidneys in ia mannef inconsistent with the OPTN's kidney

allocation policy as in effect in 1996, it would not be considered in violation of section 1138, because -
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that allocation policy is not approved by the Secretary as enforceable policy. Therefore, policies of the
OPTN that are not articulated in these or subsequent OPTN regnlations or el_sewhere approved by the

Secretary are not enforceable under § 121.10.

2. OPTN Policies

There has heen‘disc’ussion about whether all OP;I'N policies'should be enforceable. The
' Secretary. believes that compliance wﬁh existing voluntary policies has been excellent. Furthermore,
some commenters at the puhlic hearings expressed -support'for the cilrrent role of the OPTN in devising
and issuing such polic1es Flnally, the ﬁeld of organ transplantation is dynam1c y1eld1ng technological
advances that the OPTN must accommodate as quickly as possible if patlents are to receive their full
benefits. It can do so eﬂic1ently under this tested approach. Therefore the Secretary has decided to
continue this approach. . |

The Secretary recognizes, however, that compliance with certain policies, such as those relating
to organ allocation, are crucial to the success of the OPTN and expects the OPTN to monitor compliance
with these policies closely under § 121 10 If violations are w1despread or if imlform compliance is
essentlal the Secretary wrll consider making such policies enforceable The Secretary also recognizes
the need for additional public partlcip_atlon in the development of some OI_’TN policies, such as
fundamental revisions to organ allocation polic_i,es,v and has included in this rule\provisions. that (1) |
require the OPTN Board to provide opportunity for the OPTN memhership and other interested p.ar'tie's
to comment on all ot' its ‘propoced policies, (2) enable the Secretary to seek c'omrrient from the public and |
to direct the v(.)PTN to revise policies~if 'necessary, and 3 provide timely access.to ini'ormation for

patients, the public, and payers. These provisions are discussed further in section II.
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" The requirements that are explicit in this final rule are“su'bject to 1ts enforcement provisions. For
example, if a traneptant program did not eetablish ergan acceptance criteria and provide such criteria to
the OPOs with which they are affiliated and to the OPTN as required spemﬁcally by § 121.6(c), it could
be found to be out of comphance with the OPTN regulatlons and subject to suspensmn of its de51gnated

status under § 121.9, as discussed further in section II.

0 Summary o"f Public Comments and Poli\c‘ies‘of the Final Rule

| In addition to public cemmente directed speciﬁcatly to the'NPRM document, the Department has
received other comtnentsand tecommendatione directed at issues covered by this final rule, as well as |
additional documents described below. Mnch of this additional information was received during 1 §96
and 1997, subsequent to the originatl rulernaking dates. In particular, the Secraary determined in 1996
that there were sufﬁc1ent controversies to justlfy reopenmg the comment penod and scheduled a |
three-day pubhc hearing, subsequently held on December 10-12, 1996. |

The information received since the close of the onglnal comment period falls into several broad

~ categories. First, the Ot’TN itself has considet‘ed or adopted a snbstantial number of policy changes,
each accompanied’ by supportmg 1nformatmn presented to the OPTN Board of Directors and to the |
public. Secnnd the transplant commumty, mcludmg the OPTN has created add1t10nal matenals Both
the OPTN and the UniverSity 'of Pitts‘bnrgh sponsored the development of simulation modeling to
estimate the likely effects of alternative' liver alloeation policies (the “Ptitsker” and “CONSAD” models -
discussed later in thls preamble) Thtrd approxnmately 110 persons md1v1dually or representlng the
| OPTN, patlents and patient orgamzatlons, transplant 1nst1tut10ns, and professmnal assomattons testlfied

at the December 1996 public hearing; and hundreds of others sent written comments. Finally, the
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' Secretary considered other materials mcludmg, for example,’ correspondence from Members of Congress :
and a number of recent newspaperarticles ‘which focused on organ transplantation issues and
| _controversies.
The testimony and cOminents received in connection with the public hearing contain a total of
Stl 1 documents, with 667 signat.ures.ﬁ of these, 180 signatories are identifiable as transplant recipients or
A candidates'or their families and friends, 327' as physicians, and 43 as other health personnel such as
nurses, hospital administrators,.and’ directors of organ procurement organizations. National
organizations submitted 30 documents. 'fWenty-two petition-letterscontain a total of 5,462»signati1res.
No attempt has been made to identify the‘lsignatories of the petition by type.'
Among the docuinents in the docket room at 5600 Fishers Lane, Room 7-29, Rockyille MD

20857 and available for review or copy1ng are the actual comments aswell asa summary and analysis of
all of the comments received in response to the NPRM and the December 1996 public hearing, the 1996
Annual Report of the OPTN and Scientiﬁc Registry, the 1996 Code of Medical Ethics of the Council on
Ethical and Judicial Affairs of the American Medical Association, the 1993 white paper “The Principles
of Equitable Organ Allocation’; of the OPTN Ad Hoc Committee‘on Organ‘ Allocation, the materials
prepared for the’OP’fN Board of Directors before each Board Meeting over the last several years, the_A
1991 report of the HHS Inspector General entitled “The Distribution of ,Qrgans for Transplantation:
Expectations and Practices;” the 1993 report of the General Accounting Office entitled “Organ
Transplants: Increased Effort Needed to Boost Supply and Ensure Equitable Distribution of Organs,” the
OPTN’s mult1-volume “Report of Center Specific Graft and Patient Survival Rates” for both 1994 and

1997, a 1995 report from the CONSAD Research Corporation prov1d1ng “An Analys1s of Altemative '

National POllCleS for Allocating Donor_ Livers for Transplantation, ’a number of computer simulations



_on liver allocation policy .prehare'd by ;he Pritsker Cérporation in 1996 and 1997 (mhst included .in the
OPTN Board materials listed abdve)‘», é number ‘of computer sihlulati‘ens on liver allocation policy |
prepared by CONSAD: in 1996 and 1997, a Serigs‘ of ihvestigativé articles on organ transplantation and
allocation issues thét appeared in the Cleveland Plain Dea{er in-early 1997, other n‘ewspape:r aﬁicles,
and a GAO report, “Organ Procurement Organizations. Alternatives Being Developed to More
Accurately Assess Performance”, pubiishecf in Noverhber, 1;‘99‘7{ ‘ h
.7 In ‘édditioh; this rule hnd~ some of the documents listed ab0vé—-suhh as the transcript of the public

: hearing‘s-—aie avéilabl:e on the HRSA Weh site at http://www.hrsa.dhhs.g'ov/bhrd/dot]dotméin.htm.'

A. Summary of Ongxnal Pubhc Comments | ' ‘ ’ |

The preamble to the Notlce of Proposed Rulemakmg (NPRM) asked the public to comment
separately on the spec1ﬁc prov1s1ons of the proposed rule and on the 1nd1v1dua1 policies then in effect
, voluntarlly under which organs were bcmg allocated to potentlal transplant rec1pxents Of'the 121 letters
received, 59 contamed commentspn spe(nﬁc sections of the NPRM, 60 on the allocatlon pohcles, apd ;
two 'commented on both. About half hf- the ohiginal’ hommehts are addressed in the discussion of public .
comments on allocatlon pohc1es, below |

All but two of the 61 letters commentmg on spemﬁc sections of the NPRM other than alEocatlon
pohcy were from 1nd1v1duals 1dent1ﬁed w1th orgamzatlons Nat10nal groups included the Ad Hoc |
} Challtlon on Orgah Trahsplantanon, the Amencan Assoqatmn of Kidney Pgtlents,‘ the American Centef .
for Transplant Resourceé, the Ammc;a'h Societj of }Iistocompatibility and Ithunogenetics, the
Amcrican Shciétjz of ’i‘ransplant Physiciénsetthé Amencan Socie& of Trahsplant. Surgéohs, the‘

Association.of Organ Procurement Organizations, the National Kidney Foundation, the North American
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Transplant Coordinators OrgmﬁZa;ioﬁ, and the United Network for Organ Sharing. Thirty-t&é letters
wére from iﬁdividuals affiliated with hdspitgls, ten from organ procurement :organizations, one ﬁom a

- law firm représcnting a hospital, two ﬁ'c;m members ‘of »thé UsS. Hqusebf Representatiifes, one from a
former member of Congrésg, and two ffom individuals who identified themselvés as organ transplant
recipicn%s.

The 61 lettefs pl;esented thotal 6f 210 Conﬁmh':nts on specific sections of the NPRM as follows: §

121.2 - Definitions (17); § 121.3 - Compositiorf of the OPTN (41); § 121 4 - Listing Reqilirements (18);
§ 121.5 - Organ Procurement 6); § 121 6- Identiﬁcatign of Organ Recipient (24); § 121.7 - Allocation' '
of Organs (40); § 121 8- Designated Transplant Program Requirefnents (34); § 121.9 - Reviéw and
Evaluation (2); § 121.10 - Appeals of OPTN Policies and Procedures (2); § 121.11 - Record -
Maintcnénce and Reportiﬁg Requirements (26). These coﬁiments are diécussed be]ow in the context of

those specific sections. - . o )

B..  Summary of Public Hgéﬁng

The public hearings demonstxated that fhere is cénsiderable controversy over many aspects of
organ allocation poliéy, along with manjf areas of agreément. A number of Mdmental Quéstibns, were-
addrf:ssed by muitiplg. witnesses, znd their comments on ﬂ}esg: aﬂd the Secretary’s decisions are
“summarized below. The Department’s Federal Register Notice establishing the kag'enda for thc hearing
foéuscd on two issues: incfeasing organ donation and liver allocation policy--but vtho;e who testiﬁcd_

raised many additional issues.

1. What role shbuld the Federal government have in organ allocation policy? '
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Partly as a result of the ';:ontrove:;sy surrounding the new OPTN liver allocation policies proposed |
in 1996, some indivi(iuals qu,eéticined‘ whether the private sector can or should sét pﬁlicy fora sysfem
that has such a profound effect on life and death decisions. The recurring view expressed in tesiimony, '
however, was to preserve the current contractué}‘ arrangements for the‘bbgration of the OPTN, but for
HHS to exercise closer oversight, partic{ﬂarly in c;:gan allocation policy. O'Lhers testified to the contrary,
arg.uing’that the OPTN was dcmin';ted by the self-interest of transplaﬁt physiciansand surgeons (see
discussion below) and that only the gov;emﬁxent coxﬂd take an impartial role in a field so dominated by
conflicting interests;.v | |

‘ Deépite support Afor the OPTN c‘bntract;nd the structure of the OPTN, a nuﬁabe’r of individuals .
and organizations argued that the approfval of a flawed liver allocation p(lzlicy‘in November 1996 (see
below), and tﬁe faihllre;to improve cﬁrfg;nf policy in more fundamental ways illustrated systemic flaws in
the current gove;nance structure. One iline~ of comments focused upon the structure‘of the OPTN Boérd
"of Directors, which was charactéﬁied (incorrectly) as giying each transplant hospital one vote, without
regard to the number of patients on the waiting list or the nimber of individualé transplanted. Some
patients, patient groups, and aircctors of the Iérger programs advocated models ‘whefé patients’ intercsts
" would have greater feprescntation.y Others argued that the CPTN is dominated by hospitals--large and
small--and transplant smgéons .an‘d physiéians aﬁd that the larger public in_férest, the altruistic interests of
donors and don§r families, and intéreéts of potential ,x;ecipients are ‘negle(‘;téd.

| As discussed elsewhere in this preamble; the Secretary believes that the Depaﬁment has an '

irnporfant and constructive role to play, particularly on behalf of patients.

2. Are the liver Lallvocatio'n policies that the OPTN a'glbptcd in November 1996 fair?
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The OPTN Board had approved a new liver allocation polioy shortly before the public hearir_xg.'
At the publichearing and in the comments received:, many patiehts with chronic liver disease opposedf |

the new policy; most physicians supported it. Table 1 presents the pertinent data.

Table 1
Oplmons by Type of Respondent (Excluding Petmons)
, Category - ., | ProNew Policy Con New Policy ‘
' Physicians - 136 s
‘Other Health Personnel 3 3
Recipients/Candidates & Families | . 31{ -~ . 128
Totals - 180 136 |

Patients and their advocates asserted that their chanee to rece,ive an organ had been decreased
lsigniﬁcantly bj;f the new policy of transplanting" patients wrth acute hepatic failure and primary
non-function before ehrdnic patients who were also in inten-sive care units-and hed equally short life . .
expectaneies. ‘Moreover, patients and their advoeates asserted that there was no significant medical
argument favoridg preference for the ;‘dcote” groop. (OFTN data tend to cooﬁon thisdassertion and
show that the acute patlents do not have an apprecrably better post—trensplant survival rate than the
chromc pdnents, as drscussed later in thls preamble) They pointed out that desprte the prospect of
imminent death  they were newly downgraded into a lower pnonty group of patients and that all chronic
patlents were being grouped together rather than dlfferentlatlng among chronic patlents and the1r varying
medlcal condltlons Strong pleas were made by some medical personnel patients, and patient advocacy -
groups for a system of clasmﬁcanon based on objectrve and relevant medleal entena and for broader .

‘sharing of organs.
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MOSf OPTN oﬁiciais defended the néw poli’c‘ie;s’but based theée arguments oﬁ the exteﬁsi?e aﬁd
prolonged committee processes involVéd rather than medicalf data. However, the Chairman of the OPW
Patient Affairs Committee indicated that the heéds of the chronic disease patients had not been |
considered c.areﬁllly enough wher the new polii:ly was evaluated by his‘commit'tee. He stated that the
‘OPTN, while attempting t§ accomplish good purpbse for one group of patients, had apparently

* disadvantaged aﬂother group with equally high medical urgency. He also i)fomised to have his
comrhittee reconsider its positidn. I |

Some commenters urged that a mératoriuni be placed on fhe implexﬁentétiori of the new policy

~ until the needs of the chronic patients cogld be properly considered. Asa result of the airing of these
issues at the heaﬁng, thé OPTN established this moratorium shortly after the hearing. In further |
response, in June 1997, the Boérd of Diféptors ‘voted fo implemeﬁf a new bolic’y that would refonﬁ the '
controversial pc;ll;éy to somé degree. Ihe newer po‘lvicy placés véry sick chfonic patients in a separate

' stafus suﬁgroup and also assigns them a second priority -- i.e., after the acute patiénts. However, as
explained in gvrk‘eaterbdetail bélow, it fédﬁces, but does ﬁot eliminate, the disadvantage that had been

impéscd on ¢hronic patients in 1996_. -

This rule requires the OPEN to promptly take a fresh look at its current policies in light of the
rule’s performance goals. |
3. Should transplantation be centralized in a few centers that meet more stringent criteria, or are there

advantages to the present geographic distribution of programs?

.-
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Although tﬁe Department had not identified establishing volume or pe;rformax;;e criteria for
“individual hospitals as a heéring t()pic; some ;:ommeriters raised this issue. ‘This issue a.rises‘ because,

| although patients are free tsUbject to insi;rance ;:Overage) to Selec; froni mﬂohgt:lﬁost‘ transblant ixospitais'
in the Uﬁited .Sta{es, under currént 0PTN policics,‘the number of organs available toa hospital in a
particulaf area does not rise or fall as the’nun#be? of patients inéreases or decreases but is largely -
dependent on thé number of donors i'nt that local areéa. Asa conseguence of a “local ﬁrst”. allocation
policy, most organs leave the local area only if there are no local patients who could use the organ. (An
excepfion is “no mismatch” kidﬁeys; \;\!hich<,afe sha;ed nationally.) As a result“of hospitals drawing
primarily from the_ local pool of donated organs, hovhospital can expand its progr.a‘m. beyond the local
supply of organs without disadvantaging the patienfs wh§ choose it; Representatives Qf some
small;volume.transplant progranis a;guéd that broader gebgraphic sharing might result in lopal, smaller

hospitals being forced to close their trarisplant programs.

" The afgument for widei shaﬁﬁg of organs was made vigorously by representativés of some
large-volume traﬁsplant programs, They alsAo‘_argued that the qﬁality of perfotr:nance and outcome was
related to the ﬁumber of procédurcs perfonhéd. The contrary argument--to recognize the importance of
the small-volume programs--was ma&é vigorously on the basis of l.oéal and regional access to 'transplants
- and'with testimony and data suggesting that many small programs ha§e outcomes é’qUal to or better-than

~ the larger hospitals. In addition, some patienfs' exbressed concgm‘about lésiﬂg' their system of supﬁort
" (family and ncighbofs) if they had to lé:zlvg their homes or communities to receive a transplant. Another
concern was the extra expense incurredi by patients having to move 0utsid§ the home community fora -

transplant. -
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After the hearing, the Department determined, however, that this concern over local access ahd '
increased travel ohly affects a small number of patients. About half of liver oatients must travel outside
their local area to obtain a transplant simply because al’n_iost all rural areas‘,‘ most cities; and about a
| dozen'Sﬁtes have no liver t:fansplant pr()érarris.f Also, the great majority of small-voluh'xe programs are
located in the same metropolitan area'aé la:ge&olume programs. Thus, very few patients might have to
face ﬂxis pofential' problem. |

Some argued that the more remote the large hoopital may be from a needy patiehﬁ the greater the
travel costs and the more likely those thhout insurance or those with lower income will be effectively
excluded from the opportumty to recelve an organ. On the other side, some argued that larger programs
have been more wﬂlmg to list the sicker patlents and those with less ability to pay. The Department
finds these arguments speculative. About half of all Apatients have :to travel anyway, and hothing other '
 than anecdotal evidence was oresenieé regarding how many patients are taken as charity cases at
hospitals,b large or small.

It was argued that the Health Care Financing Administration and some other large payers such as
rnanaged care organizations refer their ‘patlents to hlgher volu:he programs and, thus, strain a system
‘already under stress because of the shortage of organs Others’ argued that the organ shortage is the same
regardless of where payers direct then' patients. .

The Seerefary concludes that there is no persuasive evidence that the provisions of this fule¥;
equitable sharing of organs, based on objective criteria of medical urgency and free patient choice aniong
transplant phograms--will damage traﬁsplant’ins‘titutior'xs of any size. However, in this regard, the
Department also will consider whether any demonstrabl'e institutional irhpaet will result from the

policies to be developed by the OPTN.
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4. Should organs be shared across geographic lines--regionally or natibnally‘?

Many patients‘ and patient adv;)cates, and some hospital representatives, argued that organs
should “follow” the patient. That is, regardless of where a patienf lives or lists, he or she should have
the same chance of receiving an organ as if living or listing elsewhere. Local preference preveﬁts this
result, and proponents of this view oppo_sed local preference. Why should some patients who list in
areas that, for whatever reason, obtain more organs in relatioﬁ to local demand benefit over patients from
other areas who have equal or greater medical need? Why should other patients in those same areas wflo
are sickgr nevertheless not receive a matéhiqg organ from another area? Another argument against local
preference is that it limits the ability of paﬁents to select the medical 'pro.gram and physician they prefer.
The patienfs of large payei;g afe also disadvéntaged if organs are ﬁot allocgted where the patient will get
her or his care, unless the payer is willing to make special arrangements to move patients where waiting
lists are shortest or to “multiple list” patients at more than one transplant hospital because of long local
waiting times. Patients or péyers who consiaer “multiple lisﬁng” are also, in effect, forc.:ed to choose
between using local providers and, potentially, cross-continental travel simply to have a good chance of
getting a organ.

| Some arguéd that the feasibility of national organ Zslularing is ‘limited by the céld ischemic time
(the time after pfocurement that an organ remains viable for successful transplantation). Witnesses said
that this time ranges from 12to 18 hdurs for livers and that, for livers transplanted in less than this time,
fhere is little difference in graft survival attributed to cold ischemid time. (Cornpared té Ii'vers, the cold

ischemic time is much shorter for hearts and much longer for kidneys.) Some commenters argued that
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travel times to and from large cities, where most transplant hospitals are located, readily permits a
-national allocatlen scheme for livers. However, ethers argued, travel times from small communities (the |
locale ef many donors) to large cities of to orher.small communities are not always predictable and that

-~ estimates of travel time are not always reliable.

" Proponents of national sharing of livers pointed out that other organs--including hearts a.n‘cl
“kidneys--are successfully'shared outside of the local area and that many livers were nationally shared for
.thé siclcest patients until 1991. _These \;'itnesses argued that the transportation argument was irrelevant

since any sensible policy. would be designed to ensure that organs would not be _transported in cases
where this would result in waste.v |

Some witnesses argued that sharing of organs across geographic llnes would just “switch the zip
cedes” of those whe died. This reﬂeets the stark reality that, so long as the number of organs is
insufficient to transplant all those in need some persons are likely to die while awaiting a transplant
Proponents of broader sharing countered that the OPTN’s own modeling showed that lives could be
saved if organs went to the sickest panents first wrthrn broad geographrc areas rather than giving
preference te local pauents who though ill, rvere not in imminent danger of death

Among the arguments made against broac_ier sharing was that this could harm local procurement.
Those.éaklng this view emphaslzed the yalue of the relationships between the transplant hospitals and
their local organ procurement 'erganization and asserted that l‘ocal‘ alloeat-ion tends to promote organ'
donation and retrieval by local transplant surgeons. A related argumentwas advanced kaéainst broader
sharing suggesting that, if refemng physwlans percelve organs are always “shipped out” they will be
dissuaded from refemng doners. However, those in favor of broader sharlng argued that there was no

evidence to support the local preference argument. They stated that donor families have no preference
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where the organ is used, believing that dgiﬁor faﬁxilives‘want only that t,he%r loved one's ofgans help
individué& moét in need. | | | |
In this rég&d; a 1994 OPTN survey (repqrted inthe UNOS ;Up‘date of Jul‘y 1994) 'Vshows\ that the

' over_whelming majority of glonqr familieé state as their preference that organs go to the neediest‘pzitient‘s,
regardless of gedgraphy, s0 long as organs are nof wésted. That same s‘urvé& showed véry high sﬁpport
for equélizing Waitihé times. Many.commenters noted that, even under the current system of Tocal |

ﬁriority,'solme organs are'sha.red regionally or néﬁonally.‘ HHS hés é@enno credible C\?idence that local
preference cncoixrages donation or that shanng organs regionally or riatiox;ally for the sickest patients
will impact organ donation. Nar is there any evidence that transf)lar;t professionals perform different‘ly‘

when the retrieval is for a distant patient rather than a local patient.

5. Which s preferred, transplanting the sickest ﬁrét orfrarisplant'ing patients who aré most likely td
survive the greatest number of years? | | |
- . o

| ‘Many witnesses at the public h{éaring égreed oxvll two brogd points: first, from the perépeétive of
an individual patient who is at risk of imminent deaﬂl, the "sickest first” policy{is the only cﬁo@ce; and
second, there are patients who are so likely to dig; that it would be futile to transplgnt them and waste an
organ that could have saved soméone élse. Some argued thatl transplantation before a paﬁent bccoxﬁes
“sickest” p1“ovide.s bettf:r outcofnes anéi kmger graft anq patieﬁt suxfj}ival, and increasés the suppI;r of
ofgans by reducing the number of secénd tfaxﬁsplants. 'Howe;\)‘er,\to gdopt a policy favoring. ' |
transplantatioﬁ of the least sick patient§ would ﬁcm that'"mortvi: :hospitaliz'ed_ paﬁehts might die;

Moreover, the chronic liver patients asserted that their expected survival rates were not only high, but
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also essentiéilly éqﬁal to those of acute ?étiehts, who were gaining preferehce‘. Théy questioned how
reducing their Vchance of living, when bofh ﬁrgency and oﬁt;ﬁome were essentially equal, cou’ld megt any
réasonable éﬁﬁcal standa_ra. | |

- The available evidence shows fha:t, for moétpa&ients, higher medical urgency doés not réduce the
likelihood of post-transplant survival to thg f;Xtent that less ill patients should receive higher priority.
Althbugh current OPTN policies vary by organ, the predominant thrust of tﬁe OPTN policies is to give .
priority to gréater medical neéd.- (These regulations are not intended to preclude éonsidcrations :
underlying current allocation policies su@;h as the judgment afforded surgec;ns in individual cases, the -
needs of children and éensitized patients:, and thie priority given to no antigen mismatches for kidney
paﬁents J) The Seéretary therefore concludes that ethical conside;'ations require that the most medically
ui-gent patients--thoéq ‘who are vefy ill but who, in the judgment of their physiciahs, have a reasonable
likelihood of post—transplént suﬁivél--fééeive preference m organ‘allokcation o?er those who are less

medically urgent.

6. How much "game playing" exists in the pr'esent system? )
A numbef of witnesses asserted that ‘thé;cufrent system 6f ‘organ aliocation and lisﬁng caﬁ be
o manii)ulatéd by hospitals, physicians, aﬁd pay.efs. Pracfices diécussed included excluding hjgh: risk‘ ‘
patients from the list, listing patiénts early to'gain‘wai.ting tixﬁe péinfs, listing patients at more than one
transplant hospital to increase the chan;:e of getting an orgén, and referring high risk patients to other
hospitals to avoid adverse performance outcomes. No data were presented in ‘suppon‘ of these‘ aséertions,

but they came from a cross-section of witnesses. Some commetited that the present debate evinces -

-
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distrust among transplant professionals--local hospitals work tbget_her and with the local OPO, whereas
non-local hospitgl’s méy be “gaming” ﬂi‘le syStem to ad‘&antage thgir pétients. Presenters suggested
modifications ,té the system to minimize these tacticg. Most supported the de;/;zlopment of objecti\;'e

- medical criteria for listing and classifying candidates as a speciﬁc reform that would increase faimess.

{

. 7. How can HHS promote and facilitate an increase in organ donation?

A plea for vigorous involveﬁlént of and léadership by vHHS in organ donation waé almost
unanimously supported. The diversity of experiehcés and effectiveness among OPOs and hospitals, and
variétion: among State laws and practiées; suggest.a ﬁeed for shared cominunication,\ education, and
Federal action. Many suggestmns were offered to minimize disincentives and maximize appropriate
incentives for organ donation. Emergmg research data prov1de 1nformatxon about factors that influence a

donor family’s decision to consent to ‘offer a loved one’s organs. Many specific ideas were suggested for

* . how government could invigorate organ donation.

Toward that end, HHS is conducting é broad organ and tissue aonation iniﬁative that implerﬁents vk ’
many of the suggestlons made at the hearmg, and others Included as part of this initiative is a Notice of
: Proposed Rulemsking pubhshed in the Federal Regxster on December 19 1997 (62 FR 66725), which
would require that hospitals refer all gpproprlate deaths to 'OPOs,Aand that OPOs determine the cntena
for these manaéi;)ry feferrals.« In coc;pératiqn with other Federal agencies, we are 'uxidert‘aking émaj or
c'ampaign to encouragé Federal empl:oyees and their }“amilies to volunteer to become poté;ntial organ
donors. We alsq .encourage the &ansplant community to strengthen its varioﬁs efforts to increase organ

and tissue donation, and to review whether transplant hospitals are taking all reasonable steps to procure
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organs (a recent review of OPW»@ﬁ showed that about one-fourth of transplant hospitals producéd no
donors in 1995). Finally, the Depart;nenf will host atcox‘iference‘ to exchange information on identifying
b§st practices ahd promisiﬁg ‘inr.xovaticvms; |

A number of surveys and studies 'i.xave sﬁown broa;;d support for organ donation generally. The
Secretary bélieves the policies that'are contained in this rule will complement the initiative and build on
this public support for organ donation. ‘Alloéating’ orgaﬁs nationally to those most in need also will build
on a broad base of‘pﬁbljc sup;‘)oft. As ﬁqted abov‘e,' accofdihg toa 1994 OPTN-initiated survey, at least
half of transﬁlaiit recipients and candidates “would gi\;’é top bﬁority t‘othe pétient who is the most |
critically ill and has the legst ti;ne to live.” Page 7 Qf UNOS comments on NPRM, December 6, 1994.
While some commenters sﬁgggsted that iocally based allocation i_ncrease_s dénglﬁon, they did not pﬁ'er
any studies to suppért thlS suggestion. A 1991 HHS Inépector Gé;xefai' rebort réjects the notion of local

use increasing local donation. The Distribution of Organs for Transplantation: Expectations and

Practices at 15-16 (Office of Inspector General, March 1991). The same OPTN-initiated survey also
discounts thié approach, coﬁcIuding that “Americans do not think that keeping an [ddnated] organ ina

specific locality is an important goal in and of itself....” Page 8 of UNOS comments.

8. What is the responsibility to provide access to transplantation services to all Americans,

regardless of economic status?

Acceéss to transplantation services was described as being dependent on a person’s ability to pay,
‘which virtually always requires health in_su:anée. A few State-supported hospitals teStiﬁed that they

accept all patients regardless Qf ability to pay, but the preponderance of the testimony was that most
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transplant hospitals require that the patiex;t demonsuafe an ability to pay. Asa rgsu}i, comrﬁenters
argued, the promise.‘to honor the a1t1:uistié gift of an organ to whoever needs it most is being violated.
The Dep@ént cannot 301vé thlS lpréblem under’ existing law or tl'lf(’)ugﬁ;this rule. Nor are
problems with the ability to pay unique to transplantation.r What is unique is the interest of the donor
family in fair allocatioﬁ. The Secretary éoncludgs that t:he'Department and the OPTN should give more
emphasis to socipfgcoﬁomic équity in fralnsplantaﬁon. Steps jtéwéfd thls eﬂd are described later in this

1

7
i

preamble.
C. The Depar&nent's Response and Policies of the Final Rule

) 'Be‘(:ausek most of the origiﬁal éorvrfin‘lentérsvréfcrenced speciﬁc sections of tile NPRM, these - |
‘comments ére generally idenﬁﬁed vi’n nﬁmerical téims, e.g.., m}o comxhenters had sﬁggéstioné regarding
the definition of “national list.” Most subsequént comments, particularly tho;se made in connection with
the public hearing, did not réfgreﬁce the NPRM queve;, most of the latter comme_x‘lts’ focused on
specific issués (organ donation, orgah allocaﬁon, liver alldcation, and oversight procedures) and are . :

~ addressed in the corresponding sections below.

1. § 121.2 - Definitions

;‘National list": qu c’omméﬁiefs said ;ihat t.he. proposed definition 1s m‘isleading‘ in that it implies '
a single, ’natic‘.n;wide list fbr all(;catiﬁg quans.whgreas the OPTN_pbliciés for allocating organs give 2
considerable weight to local and'regionél‘ geographical considerations. The Department agrees that the

term “national list” has been used in conjunction with allocation criteria that involve geographic factors.
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However, all recipients of orgéns are sélecfed from a: set of nétidnal databases; and even the current
allocation criteria have impc‘rta‘n’tj national elements for some o’rgahs. Therefore, the Depaftiri‘ent has

| retained the term "national list."

"OPTN computer match program': The Depa:tmenf received two comments on thls definition -
and has modified it to provide a Better description of the matching process. The new déﬁnition states
that the "OPTN comﬁuter match pro grzim" means a set of compute;—bésed instructi.ons that corhpareé -
data on a cadaveric organ donor with data on transplant candidates on the national list and ranks the
candidates according to OPTN policies ‘to determine the priority for allocating the donor organ(s).

: f‘Organ": The proposed rule deﬁnes "organ" as a human kid_ne&, liver, heart; lung, or pancreas.
Four commentefs suggested that the definition be broadenéd to include parts of 6rgans and other orgaﬁs; |
The inclusion of other organs, guch as the stomalch and intestines, not Aon'ly would ﬁav'e an impact on
other ‘reqﬁirements in these 'reguiationsgsuch as the dévelépme’ﬁt of ballocation policies, certification of |
dcsigpated ﬁansplant pfo grams, and est;ablishment of traiﬁing requirements but also would affect OPO
‘requiremen\ts to procure these oréans in accordance with ruies of the Health Care Financing
’ Administration (HCFA). Thus, the.Dép~artm<;nt bé\lieves if would be premature for tﬁis rule t§ specify
otﬁer organs in a_ddition to those alreadiy named. Instead, the Departrhent will direct the OPTN
contractor to consider which organs or parts of Av«;‘)r\géns, if a:;y, should be subject to OPTN policies, and to %x
submit recommendations to ‘thc:a' Sgcreta;ry. The Deparnngnt has added a reference to bone nia;rrow ';o the
.deﬁnitiox'm, because section 374({1}(1) of the Act provideé that the ;terin includes béne ﬁmow for

~ purposes of the Scientific Registry.

41



~
‘

"Organ ‘donor“': One commenter ~s‘uggested:' the addition of a definition fof this te;m. The
Departmént has accepted the suggestion ahd has deﬁﬁed. "Organ donor" as a human being who is the
~ source of an organ for trans;plahtation irité another hﬁ;ﬁan being. |
"Potential transplant recipient": The Departmént' has edited this definition in accordance with the
two comments it :r’ecei%d».\ The new deﬁn:ition- more aCéuratély deécribés the‘relatiohship of the |
individual to the OPTN éoniﬁuter match program. | |
";Transplant éandjdate": One com#nenter suggested a broader definition that the D;epanment has
accebted. It now defines "trz'msplant car{ciiidafe“ as an individual who has been idenﬁﬁed as medically‘
_suited to ‘beneﬁ}t from an organ t,rans.plantzand- has been placed on the qationél ljst by the individual's
transplant hpr’c;gram. V\ | | |
"Traﬁsplant physician" and "traﬁs:pla'nt surgeon": The Depaftment has added definitions for these
terms 1n response fo a c’:omrﬁentcr's éugggstioﬁ that they be include&. '~I‘heV final rule defines f’transplant
, physician" asa physician who provides non-surgical care and treatment to transplémt patients before and
. after transplant, and "transplant surgeon" as a physician who actuglly does trahsplants and provides
surgical care and treatment to transblant rvecipAients.« o
"Transpiant program": As suggésfed by one c§ﬁmenter, fhe Department has made an editorial

c_hangb in this definition.

2. §121.3-The OPTN .
This section of the proposed rule (‘originally titled “composition”) elicited the most written
' comments, the majority of which discussed represéntationkon the'_OPTN Board of Directors and

committees. In addition, the public hearing identified the governance of the OPTN, including the
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composition of the OPTN Board of Directors and committees, asa significant area of_concém. OPTN

membership is summarized in Table 2 below.

* Table 2

OPTN Membership, 1996
;Trénsplant Centers o - 1281
EConé.ort'ium Members |
| Organ Prbcurement Organizations 54*
g,His'tocgmpatibilhity Laboratories 55
Voluntary Health Organiiaﬁons 12

Medical/Scientific Organizations 29 \
General Public Members ' 8 |

| TOTAL | | 443

Source: 1996 Annual Report of the OPTN page C-2

Table C-2

*This only includes independent OPOs the other 9 OPOs
“are represented through thexr hospltals

Both in the written cémments and at the public hearings, numerous wifnesse; who disagreéd on
particular organ allocation issues nbnetlleléss agreed that there is al potential éonﬂict of intercst if
trainsplant jnrofessionals representing partlcular préérar’ns that provide them erilployhent vote on :

_ matters that may substantlally affect the ﬁnancml v1ab111ty of those programs. Others argued that
disagreements among transplant professwnals overwhelmmgly reflect honest d1fferences of opinion and

the natural desire of physicians and others to ensure the best possiblc outcomes for their own patients.
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Additionally, the Department reeeivedvcomments regarding the indei)endence of tlie Iirocess for selecting
members of the OPTN Board of Directors. Some r,neinbers are currently elected ﬁ-oin lists of persons |
selected by the nominating committee of the Board of Directors, not through independent nomination or
election by sponsoring organizati(ms : Regar‘dless of the precise prooedUres and categories, many people |
believe that the OPTN Board of Directors would be more effectlve and have enhanced credibility if a

" greater percentage ofits members were persons who broadly represent the public interest and persons
who directly represent patient mterests w1thout drrect employment or similar ties to the field of
transplantation. |

The Secretary believes none of the changes being made m the regulatory provisions describing
the composition of the Board of Directors will jeopardize either the expertise or the continuity of
leadership important to the functioning of the OPTN. Transplant professionals w1ll continue to be
strongly represented on ‘tlie Board. "Howe\\fer,‘ the rule will fostera broader range of diverse and
" independent views.

Accordingly, the Secretary is requiring the following changes in the cornposition of the Board of
Directors (all in the conteirt ofa Boar’dimemlf)‘ership‘ of 30,0r more persons, as determined by thelOP'l"N
itself): First, at least eight of tlie Board rnembers are to be transplant candidates, transplant -reeipients,
ovrgandonors, or familyrmeml).ers and noneof these mernbers or gcneral public members may have an
employment or similar relaﬁonship with the OPTN or with the ~categbries of members listed in §
121.3(a)(1)(I) or (iii) ;- OPOS; »transplanti hospitals, etc. Second, at least six members of the Board of \
Directors are to represent the general public; these members must be free of an ’employment or similar
relationship to the OPTN or institutions or individuals involved in transplantation. Third, not more than

50 percent of the Board members, and of the Executive Committee, may be transplant physicians and
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transplant surgeons. Fourth, at least 25 percent of the Board“ members must be transolant canc_lidates, !
transplant reoipiertts, organ donors, and fmnily members of any of these categories.

To give the 'OPTﬁ some ,ﬂ‘exibil‘ity in meetixtg this new requirement, the Secretary <i§ eliminating ‘
the originally oro‘posed‘ requirementjttxat EVery OPTN region be fepresented on the Board.‘ The
. Department does not require even that the-OPTN ose a regional structure. Thus, no reason exists to

‘impose regulatory-requirements for regional mex_nbership on the Board even if the OPTN continues to
use a reglonal structure on its own volmon

| ThlS will also give the OPTN more ﬂex1b1hty in determmmg Board size. Dependmg on the
OPTN’s decisions as to size of the Board and whether the OPTN wishes to have any other members
serve in a dual capacity and rebresent regtons, this could free up as mahy as 11 seats on the Board of
Direétore. For the same vreason,. the rule gives the OPTN ﬂexibility‘ in the size of the Board of Directors- ‘
-makmg clear that the contracting orgamzatmn is free to have its own govermng board structure thatis -
separate and dtsttnct from the structure of the OPTN itself. The rule glves the OPTN six months from its
effective date to make these changes. N | |

Turning to the original written comments on specific regulatory Ienguage, two comments |
indicated that the regulatory language in propos“ed § 121.3(3)(1) was confusing with respect to the
number of, individua,is comprising the BOard of Directors. The Department agree,s.ehd has notset' any
requirements as. to max1rnum board size’ (although the minimum numbers specxﬁed for reqmred |
members add up to 30 persons) At present the Board has 39 rnembers | .

Several cormnenters suggested that pat_ient groups should be permitteci to select their own
representati\tee to the Board and that the interests of patients and families of patients should be better |

represented on the Board and on its Executive Committee. The Department agrees with the comments

P
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on the need to ensure that the rnterests of patrents and their farmhes‘are represented however the |
Department belteves the OPTN should have ﬂexrbthty as to- 1ts nommatlon and selection’ process Thus
§ 121 3 now provrdes that erght transplant candldates transplant recrprents organ donors or famrly
members shall be 1ncluded on the Board N o
- In addrtlon, the Department has added to §121 3a requrrement that the Board 1nclude at least 25
, pereent transplant candrdates, transplant reerprents, organ donors, and famrly members.’ Over thelast
few years, these individu‘als have represented 20 to 33 percent of the Board° and theySe'eretary expects
that a comparable representatron w1ll be 'matntamed Sectron 121 3(b)(1) now requlres the Executrve
Comrmttee to mclude at least one member who is a transplant candrdate transplant reerprent organ ‘
' donor or farmly member one general publre member and one OPO representatrve Sectlon 121 3(b)(3) ‘ |
. | requires transplant candldate transplant re01p1ent organ donor or famrly member representatron on all
" -commrttees established by the OPTN and also requtres representatton by transplant coordrnators OPOs,
‘and transplant hospltals as suggested by»several commenters. The Department expects the OPTN. to
determtne the appropnate number of such representatwes on each commrttee, based on the types of
| 1ssues that the committee will address |
| - The Amerrcan Soerety of Transplant Physretans (ASTP) commented that it should select its own
' iBoard representatlve The Department drsagrees that it would he useful to add such a requlrement
‘because transplant physrmans are otherwrse well represented on the Board and those members are
members of the ASTP‘. N - |
Another 1nd1v1dual commented that the Board should lnclude more mmonty representatlon

Proposed § 121 3(a)(2)(l) requrres that the Board of Drrectors mclude 1nd1v1duals representmg the

j' , drversrty of the populatron of organ donors and reerprents ‘served by the OPTN meludmg mrnorrty and

i
}
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gender representation reflectirign that diveréity. | A similar requirement with fespect to committees is
pfoposed at § 121.3(b). The Depar‘tmen‘t( has reviewed these pfoposed requirements, éonsidei'ed the
commenter's suggestion, and decided to clarify these reqﬁirements in the final rule. - The Department
believes that including‘ md1v1duals frorp groups under¥rebresented in the tiansplant patient population
would enhaﬁce the ability 6f the OPTN Board and its committees to address the critical health needs of
these populations. H‘owevef, becauée the Board is elected, its composition is not guaranteed to reflect
minority and éender diversity. Moreo;vcr,‘ the Department intended that the ABoard requirement parallel
the requirement for committees, that is, that the OPTN should attempt to reflect suﬁh diversity “to the

extent practicable." In neither case, however, does the Department intend to impose requirements that it

~ would enforce, élthough, the Department strongly urges the OPTN to consider appropﬁa;te and

practicable ways to encourage participation by minorities and women on its Board and 'on its

‘committees.

One commenter asked that the general public category be broadened to include "pre-transplant"
patients, As proposed, § 121.3(a)( lj(ii)(F) lists exémples of individuals whor could be elected from theA
generai public. Becguge ﬂie sectioﬁ aiéo séyé.that the géne,rz;ll public Categqry is ﬁot l)irznite4db to the
examples given, "pre-transplant" patients could l;e' chosen. HoWéver, the ADépaftment ha§ modified |
§ 121.3(a)(1), 'as discussed above, by ‘adding the category transﬁlant candidates, transplant recipients,
organ donors, and family members t6 § 121.3(a)(1)(ii). This éddresses the interests of transplant |
patients and caxididates (pre-transplaﬁt patients), and transplant recipients, as well as family members of
individ;lals who have donated or received an ofgan. ‘Also, trahsplaﬁf candidates now are included within

the diversity requirements of §§ 121.3(a)(3)(i) and 121.3V(b)(3)'(ii).
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| Anbthefco;nrhenter suggested that regional lfeptl'esentativesy to the Board be elecfed from OPOs |
rather than transplant hospitals. The NPRM does not identify an organizational affiliation for regional
"representatlves, nor does the ﬁnal rule Thus, regional representatives, if the OPTN elects to continue |
this approach, may be individuals aﬁihated with OPOS They could also mclude other mdmduals who
are affiliated neither with OPOs nor with transplant hospitals.

- Two .othep eommenters recommended‘stogge:ed terms for Board members. One commenter -
reCorrnﬁended that the Executive Connni&ee be\eleeied annually rather than everf two yeérs as
pf_oposed'; and mree cofnmenters said thst.proposed § 121.3(a)(5), requiring the appointment of an
Executive Directop to serve a foxlr-yeor term, was unnecessary. We agree andvhave deleted that
requirement. Tﬁe esisting OPTN practice is to 'stagger'tho terms of Board members; and the Department
believes that the OPTN will continue to~mamge tﬁis éspect of its operation without ﬁxe need for Federal
regulatlon Wxth respect to annual election of the Executive Connmttee the Departmeot‘ sees no reason

| to impose this requirement. In smo we have tned to spe01fy only the most essennal features of the
OPTN govemance structure and to give the OPTN maximum flexibility in making decisions on other
aspects of governance. | |

Two eorpmenters séid" that all of’ the ‘poliey ’developmentrduties of the Board of Directors in

proposed § 121 3(a)(6) should be subject to the pubhc partlclpatlon process in proposed § 121.7(b),

A requmng public comment on proposed organ allocatlon policies. As mentloned above, we have addcd a
new ,§ 121.4 to clarify the intent of the pohey development_ processes in the proposed rule. New § 121 4 |
incorporates the regulatory language in proposed § 121 3(a)(6) concefning the.development of policies

by the OPTN Board of Directors, the regulatory language of proposed §.121.7(b) regarding the public
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pattieipation and appeals proeesses requtred for policiee, and the regulatory language of ptopos'ed .
§ 121.10 on review and '~appea1 of polictes. | | |
Proposed § 121 3(a)(6)(11) requxres that the OPTN provxde to the Secretary coples of all pol1c1es | '
as they are adopted and make them available to the publtc upon request It also states that the Secretary
will penodlcally publish lists of -these documents in the Federal Register. The Department has retained
: _these requtrements in new § 121 A(C) and has. added a requtrement that the Board of Directors provxde
_the OPTN membershlp w1th coptes of the pohctes (as well as notification of upcoming Board meetings)..
In addition, the Secretary will publxsh a statement mdlcatmg whtch OPTN pohcles tngger the spec1a1
compliance requlrements and potentlal sanctlons under section 1138 of the Somal Secunty Act
The Secretary also has added a reqmrement that copies of all OPTN policies be contmuously
k*maintalned on the Internet to prcmde access toOPTNmembers, patlents, donor families, transplant
professwnals and other persons mterested in organ transplantatlon (The OPTN already operates an |
extensive and valuable Web site that substantlally meets thls requlrernent at http://www.unos.org.) All
“ pohcles of the OPTN are subject to rev1ew by the Secretary at any time under § 121 4(b)(2) and policies
may be appealed under § 121 4(d) The Secretary will deterrmne Wthh poheles should be subject to the
notice and comment process-of the Admtmstratlve Procedure Act |
An editorial change was suggested to *delete from propesed.§ 121.3(a)(6)(i)(B) the words "fair’
'and" from the phrase "fair and eqmtable allocation of human donor organs." The Department agrees that
the proposed language is redundant and has accepted the recommendatlon See, § 121.4(a)(1).
With respect to. the proposed regmrements for OP’I‘N membershxp, several cormnentets
t suggested that the rules establish \toting and non-voti‘ng- memberehip categories or otherwise set out

membership voting pri_\vilegesv. 'Th'_e Department believes this is appropriate for the OPTN's policy‘
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development process and expects the OPTN to submit to the Secretary for review pohctes it has already
developed in this regard. Twe commenters pomted out what they pereewed to be a drafting error in
~proposed § 121. 3(c) whlch states that the OPTN shall adm1t and retain as members organizations,
mstltuttons, or individuals that have an mterest m organ transplantatton The commenters said that the
' word "shall" should be changed to "may" to give the OPTN diseretion in granting membership under
§ 121.3(c)(3). The Department has retained the mandatory term "shall" because we believe that anyone
with a documented intérest in organ proeurement and transplantatlon must be granted membershlp
Should the OPTN deny membership under § 121.3(c)(3), applicants may appeal to the Secretary under
§ 121.3(c)(4). In addition, we have added to § 121.3(¢c)(3) a requlrement that the OPTN process
membership apphcatlons within 90 days to establish in principle that the Secretary expects the process te
be carried out as expedltlously as poss1ble given the OPTN's operational constraints. |

" The Secretary has added a new subsectlon 121 3(d) on corporate. status of the OPTN. That
sectlon recognizes that requtrements asto composmon of the Board of Directors and membership
admission requirements could create some problerrts for the OPTN contractor. The current contractor, a-
Virginia corporaticn,\has chosen tc recegnize OPTN rhembership as automatically creating a right to
corporate rnembershit). At some future _tirhe, this er some other contractor might wish to create different
arrangements. The Ianguage in this mle allows for this and clarifies that OPTN metﬁbers do not have to
become (nor the contracting corporatioh to accept them as) members of the corporation. The Secreta.ty |
has also added a provision at § 121.3(e) that allows current and future contractors six months to come |

into full compliance with regulatory reduirements in this section.

3. §121.5- Listing requirements (formerly § 121.4)

50


http:establi~h.in

Most of the onglnal comments recerved on tlus seetron of the proposed rule were on. the subject
; of multtple hstmg,jelther suppomng or opposmg it: . The proposed rule m keepmg with ex1st1ng pollcy, .
dld not prohlblt transplant candrdates from bemg l1sted wrth more than one transplant hospttal The ﬁnal

R

v rule adopts this policy desplte the commenters concerns that 1t may d1sadvantage mdmduals who lack |
the 1nsurance ,,coverage or reaources to seek hst;ng wrth more than one.lnstltutlon or may raise ethrcal ‘

”is'sues' o | »' . o s |

The Departrnent beheves that multtple hstmg is one of the few avenues open to patlents who

' _.‘vwsh to choose the1r own medtcal care provrders or try. o overcome the waltmg time 1neqmt1es produced

| by the current “local ﬁrst” allocatlon p011c1es Moreover under current alloeatxon pohcles, multlple
hstmg helps patlents who prefer to use a nearby transplant hospltal that falls outsrde the so-called “local
area’ mstead ofa drstant hospltal that falls wrthln that boundary ‘In addttlon very few patlents select

’ "thrs optlon Steps to reduce waltmg trme 1nequ1t1es are descnbed later in tlus prearnble When waiting

Atlmes have become substanttally equtvalent among programs the Secretary may ask the OPTN

" contractor to revisit the issue through 1ts pollcy development process and submrt its recommendatlons to

‘ theSecretary‘ " ; . _, | .- : o ,‘ ‘

Several commenters suggested replacmg the term "OPTN member" m proposed §‘l2l 4(a)(1)

and#’ “3) w1th “transplant hosprtal " The Department has accepted the suggestlon w1th respect to proposed

§ 121 4(a)(l) See § 121 5(a). However because reglstratlon fees may be pa1d by OPTN members

other than transplant hosp1tals we have not made the suggested change in proposed § l2l 4(a)(3) See

A ,§121 5(c) B S | | |

Several commenters sa1d that a tlme l1m1t should apply when the OPTN submlts to the Secretary

a réquest.'for ,approval of. the registration f(l‘isting)‘fee.‘ The_ Department ag‘rees in pnn’crple that such

e . ) o ’.‘ R
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| requests should be handled promptly and has added a requn‘ement that the Secretary will approve or

d1sapprove the amount of the fee w1th1n "a reasonable time" of rece1v1ng a request for approval and such

| supportlng mforrnatlon as: w111 prov1de the Secretary an 1nforrned basis for that dec1s1on See

§ 121 5(c) This language allows for the Secretary s dlscretlon to pubhsh a notice requestmg public

comments on any change in the reglstratlon fee If the necessary supportmg mforrnatlon 1s provrded a-

: reasonable tlme should not exceed 30 days and the Department will make every effort to meet that

deadhne We. welcome suggestlons as to whether addltlonal steps are needed to ensure that OPTN

revenues are properly used for OPTN p'urposes. -
' !

.One commenter suggested addmg anew sectlon requ1r1ng transplant hospltals to prov1de patrent

'acceptance cr1ter1a to all patlents The Department agrees that patlents should have access to as much

mforrnatlon as poss1bl‘e. However such a requlrement Would be very dlfﬁcult to ,craft and enforce and

would 1nvolve prov1d1ng detalled medlcal mformatlon because acceptance cr1ter1a are based on the .

/,

_ varying medlcal condltlons assoclated w1th end stage organ fallure Instead of creatlng a specific -

prov1s1on we are greatly strengthemng;vano_us requrrements (see b,elow)' related to,dlsclosure of

information of beneflt to pat1ents

4. § 121. 6 Organ procurement (forrner1y§ 121. 5)

All but one of the comments rece1ved on th1s sectlon concerned the cr1ter1a for acceptance of .

a1
}

donor organs Proposed §.121. 5(c) perrnlts transplant programs to estabhsh such’ criteria but does not

o
' \

. requlre it. Suggestlons ranged from requ1r1ng mlnlmum acceptance cr1ter1a to estabhshmg standardlzed
- or universal cr1ter1a The Department agrees that cr1ter1a are necessary and has added a requ1rement for

. the estabhshment of cr1ter1a for organ acceptance Sec § 121. 6(c) However we defer to the OPTN on

whether to estabhsh standardlzed cr1ter1a Should the OPTN dec1de that such cr1ter1a are des1rable we -

.
o,
[

52


http:acceptap.ce

expect such a decision, as well as the criteria themselves; to be devel‘oped through § 121.4, discussed

above.

5. § 121.7 - Identification of Orgari Recipient (formerly § 121.6j
Thls sectlon of the proposed regulatlons (formerly § 121.6) prornpted a number of edltonal
suggestrons as well as concemns about ﬁnancml responmbxhty for the transport of. donated organs and
* ‘protecting the confidentiality of organ donor records. The Department has accepted the editorial
suggestions. bne com‘menter said that proposed- § 121.6(a)(4) should include a requirement that the
OPTN be advised of the ‘reasons fora tr"imsplent. hospital‘s refusal of an oﬁ‘ered org‘a’n.‘ The Department
agrees with this suggestion, whrch is consrstent with current practtce, and has included it. This notice is
to go to the hosprtal’s affiliated OPO as well See, § 121 7(b)(4)
| Several commenters expressed concerh ebout protectlon of conﬁdentlahty of donor records
required by proposed § 121.6(c)(2). The Department agrees that such records must be protected and is
confident that adequate safeguards exist in Federal and State legislation. No specific prov1srons are
required in this regulatioo. | | |
| According to two commenters, proposed § 121 '.6(0)(1) should be amehded to indicate that either
a transplant hosprtal or an OPO. wresponmble for transpomng a donated organ. Another suggested
setting limits on, or otherwwe accountmg for, the ﬁnanc:lal 1mp11cat10ns of unreasonable transport -
requests.' The Department mtended that proposedv§ '121'.6(c)(1) be broad enough to atlow fora varie& of -
situations that could arise in the transport of a donated organ. Moreover, proposed § 121.6(c) does ‘no‘t |

assign financial responsibility for such arrangements; which, with respect to transplants reimbursed by



Medicare and Medicaid, are within the i)mview of HCFA and its regulaﬁons 'rel‘a'ted; te organ acquisition |
‘cc.)sts. | | | |

Three commenters said fhat OPOs cannot ensure the viability of ‘ﬁ;ansponedf organs, as indicated
in proposed § .1»3‘21.6(0)(3‘). TnevDepaﬂment agrees and has modified this paragraph to require that the
OPTN members transporting» an ofgan ensure that it is packaged to enhance the probability that the '
organs will remain viable. See, § 121 7(c)(3) | |

Proposed § 121.6(d) elicited several comments pointing out that, m practice, OPOs make the
offer of donor organs, not transplant hospitals. The Department agrees and has modxﬁed the language to
delete the reference to transplant hospitals. See, § 121.7(b). We have also changed the term "OPTN
member" in proposed § 121.6(e) te "&ansplant hespital", as suggested by one cemmen_ter. See,

§ 121.7(e).

6. 7§. 121.4--Policies: Secretarial Revieuv ,(formerb‘f § 121‘.7(b) Public‘Partieipation)

Based primarily on the issues reieed vat the public hearing, this section has been expanued to
include a new requirement (§ 121.4(a)(3)) thet the O?T‘N rnodify or issue ’policies t'o“‘r‘educe inequ’ities:
, .resultmg from soc.loeeonomlc status to help patlents in need of a transplant be Ilsted and obtam
'transplants w1thout regard to ab111ty to pay or source of payment Whlle such access is not guaranteed
for other med1ca1 procedures, traneplantatlon presents a speelal case. Donatlon isa valuable‘ gift that is
not conditioned on ability of recipients to pay nor do donors passa “means” test.k For these reasons, |
furtner effoxfts to facilitate access to the “gift of life” are necessary.

- The Secretary does not prescribe speei‘ﬁc'steps, but requires the OPTN to consider possible

policies to reduce inequities. For example, the Secretary expeet‘s the OPTN to consider methods of
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waiviné or financing listing fees fef'paﬁents unsb{e te pe.y, through some fomi of cross-subsidy or by
requiring that member hospitals absorh such fees.

The‘probiem of paying fe)erhe, t;ansplant: hself is much r.nOreyc'arriplex,’ éive’n the cost of these
procedures, but a number of possibilities exist. Many member ’hospitals, for example, are obligated to
provide uncempensated’ care under théif charters or through the Hill-Burton requirements imposed as a
condition of public grants ahd subsidized loans. The OPTN directly, or through member hospitals, could
seek charitable contributions. Memhe; hospitals could be obliged to provid‘e a‘cervtain fraction of theip
_ A transplahts without charge to the patieht, in recognition of the spbstantial value ‘ofi' the “gift of life” that
the donors and families have provided for purely eltruistic motives. Medicaid reimbursement could be
. sought more aggresswely; for example, through the “spend down” prov1smns that enable many persons
to qualify for insurance under that program. These and other optlons present difficult problems of policy
and design; the Secretary simply r'equ1'res here that 'the OPTN devote its-energy to devxsmg solutions and -
proposing policies to implement fhem.' We are partieularly interested in ideas that the OPTN could use |
to implement this prosrisioh. | |

| As‘ previously discussed, this g;eneral.s‘ubject consumed a gheat deal of time and attention at the
pubhc hearings. Those hearings did not, however, focus on the details of the proposed rule or on how
" best to amend those. |

With respect to ‘prop'osed!§' 121 .7(b), the Depa.rtment received three eomments during the ofiginal
comment period about the process of adoptmg final allocatlon pohcles Two commenters raised the
issue of publlshlng proposed changes to allocation pohc1es in the Federal Reglster One sald that the

Secretary's demswns should be pubhshed;‘ and the other suggested that:,’ to meet the reqmrements of the
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