Administrative Procedure Act all proposed changes should be pubhshed thh analyses before the
Secretary makes a decision. A

| UNOS asked if the OPTN contractor \yould‘ be required to submit to the Secretary t‘or approval
allocation poltcies in effect on the eﬁective dete of the final rule, pursuant to the process described in the |
final rule. For policies that the OPTN wants to be enforceahle, the ansnrer is yes. 'With the exception of
particolér policies estahlished in this fule, all policies that have not been apptoved by the Secretary as
enforceable remain voluntaty as explamed in the 1989 Federal Reglster Notice. OPTN members that
disagree with those policies may appeal them to the Secretary

During the publlc heanng, a great many comments were dlreoted to the question of the
appropnate level of Federal over51ght Whlle v1rtually all commenters agreed that the Department
' should have some role, opinions as S to what that role should be vaned from passive monltonng to taking
very direct charge. Ma_ny of the partioular suggestions made reflected the legal constraints that apply to
organ transplantation. Some of thizse c0mrnenters also misundetstood the role and obligations.of the
Federal govemment for fequirements ﬂtet are established by law, even if irnplementetl in paxt through
prwate parties rather than by Federal staff. If the OPTN were a purely voluntary organization that -
happened to be a Federal contractor and if approved OPTN rules had no binding effect on patlents or
‘hospltals, then the appropriate level of oversight:might be relatxvely low and hnutecii pnmanly to
efficient execution of the contract. But under the current law, patients have, asa prlaotlcal matter, no

ch01ce but to use the system governed by the OPTN Morcover, hospitals can lose the rlght to

vpartu:lpate in Medicare and Medlcald= and OPOs can lose relmbursement under Medlcare and Medicaid
i PN { .

for noncompliance with OPTN rules and requirements.
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‘ Both the genesrs and wordmg of the Natronal Organ Transplant Act (N OTA), as amended
| obhgate the Secretary to utlhze the transplantatlon commumty substantrally in both developmg and .
~ executmg transplantatlon pollcy Under the statutory framework estabhshed by the Congress however
" the Department has oversrght obhgatrons, ansmg from the NOTA as well as other laws and executlve . |
| orders. For example the Secretary has an afﬁrmatrve obhga’non to make sure that pohcles and actions
| kof the OPTN do not vrolate the clvrl nghts of candrdates for organ transplants In thxs regard however,
| most cornmenters stated and the Secretary agrees that Departmental overs1ght should not mrcro-manage
the development of purely medlcal cntena or routme day to day decrslon-makmg of attendmg »medrcal : N
. professronals or the OPTN contractor - o | o

’Fhe Department in the preamble to the proposed rule (59 FR 46486), made clear its mtentlon to
provrde the pubhc wrth an opportumty to comment on organ allocatlon pOllCleS and proposed changes to '
them Whrle we belleve that the comment process admrmstered by the OPTN 1tself is mvaluable in
o | obtaining technrcal advice, it does not reach all of the atfectedf ptxbhc--lncludlng potentral‘ donors and '
mterested persons who are not OPTN*members and have no access to the OPTN—-or otherwrse provrde
the functlons and protectlons accorded by the 1mpart1al review by the Secretary These pnnclples are
carned forward in the final rule To allow sufﬁcrent time for pubhc comment on pohcres that the o
, Secretary der'des to publxsh we have deleted from proposed § 121 7(b)(3) the 30-day trme hm1tat10n e
and have substrtuted "wrthm a reasonable trme " See, § 121 4(c)(2) The Secretary recogmzes the ~
1mportance of these issues, and expects the Department to act expedltlously on them To ensure stablhty

e

. of thie system organ allocatlon pohc1es once 1mplemented contlnue to be in force durmg pendmg

appeals or rewsrons;, L !

T
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New § 121 4 prov1des for an ongomg process of review that attempts to marry several goals:

relymg on the expert OPTN process to the maximum extent feamble provxdmg for mdependent review

by the Department with additional opportumt'y‘ for public comment;vprowdmg for cases where changes

in policies may need to be made more rapidly’ than either process or both together would aliow; and
allowing the Secretary to take such other actions as the Secretary deems appropriate. Key to the
effecti\te functioning of this pfocess 1s the aeCeptance by the transplant community of OPTN policies
that have not been (and may never be) formally approved as enforceable requirements, but that most ’
institutions chooee to accept. A bodi of \?oluntary standards that can be rapidly ’revised particularly for
purely technical changes, isa cruCIal functlon of the OPTN system and one that the Secretary strongly

supports The Secretary believes that this rule puts in place an approach that accommodates all of the .

above goals. -

7. §121.8- Allocatlon of organs ‘

The majonty of written comments received on proposed § 121 7 were opmlons both for and
agamet elements of the existing 1nd1v1dual organ allocation policies, rather than comments on the
content of this section of the proposed rule. - :

Several people discussed either the desirability or undesirability of permitting variances to

current policies for allocating organs.;, Other commenters suggested broadening the geographic areas for |

organ allocation, localizing the areas for organ allocation, or allocating organs on a nationwide basis.

One commentef said that allocation should be nationwide, because the current system is unfair to -
veterans. Under the medical coverage provided by the Department of Veterans Affairs (VA), veterans

who n_eed organ transplants are required by the VA to be listed with a 'transpiant program with which the
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- VA has eontracted Another commenter said that loeal allocatron 1s an 1mportant nteenuve to organ
‘ procurement and that the relatronshrp should he studred Another eommenter ob_reeted to dlspantres 1n
'v.valtlng tlme among geographic areas i ‘
| 'The American Society *of Transplant Physieians sttggeSted='-a- conferenee to d‘eterrnine the
‘ sultabrhty of. natlents for transplant the estabhshment of standardlzed cntena to: deterrnme when a
‘ patrent should be placed on the Qartmg list, and to deﬁne standards fora patrent to be retransplanted

R The Umted Network for Organ Shanng (UNOS) the OPTN contraetor provrded a hst of factors to be
consrdered by the OPTN Board of Dlrectors in developmg organ allocatlon pohcles All of these 1ssues "
' are addressed in this preamble The Secretary notes that smee the publrcatron of the NPRM some of - - ’

these suggestrons have been adopted S S o ‘, . -
-, The Secretary orrérnally recerved 62 letters‘eommentmg on organ allocatron holrcres, of which
. 50 were about the lung allocatron pohcy (many. of those concermng lungs were form letters from patlents -
ata smgle 1nst1tut10n) These commenters most of whom. were 1nd1v1dua1s 1dent1fymg themselves as
‘organ transplant reerprents, .pote_ntla_lj r;eerptents, and fr1ends or relatrves of potentral recrplents, nrged that
'geographi‘e areas forlung allocation b;e hroadened to perrnit more: organs to be alloeated to avpartienlar
medical 'pro)gram.v | ﬂ o |

1

Comments om other organ allocatron poheres were also recelved from md1v1duals afﬁhated w1th

: hosprtals from the Amerrcan Soe1ety of Transplant Physrcrans, from the Cystrc Flbrosrs Foundatlon

3 from a law firm representmg a hosprtal and from a member of Congress on behalf of a eonstrtuent Two
comments were on the krdney allocat}on pollcy, ohe supportmglocal alloeatlon and the other protadrng a
. COpy of‘technioal com’mentsi sent‘to the OPTN on,revlsing the point s;{stem. One eomment was on the ‘

5 h‘eart al_location policy, ‘su‘gges,tin_g that? the geographic boundaries for allocatlon under the current policy

. ,“'_-
ks
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be madé more flexible. Two comments were not specific ﬁth res;ﬁéct to a particular organ, but

‘recommended that allocation be natioﬁudde based on tiineon‘the_ wﬁitiﬁg hst
The Secretary also received letters urging action on liver allocation with emphasis on wider

sharing:‘ ‘These comments, and many others on related allocation issues, arising both in the original

comment period énd at the public heanng, ére addressed beloW in our proposed performance goals.
| “When thé proposed rule was issued in 1994, the Department pbsed several open-ended questions

about allodation policy, with the expectation that public response wéuld help us decide how best to

handle allocation policy and the ’exterii to which we would seek to establish such policy in this final rule

or in policy-by-policy réviews. Béth in the initial set of public comments and in thé months surrounding
. the public heanng, the Department reéewed a great deal of mformatton about, and many criticisms of, |
current allocanon pohcxes For example we learned that current allocatxon pohcles by allowing local
geographic boundaries to override patient necds, do not follow an ethical opinion addressing this very
issue, promulgated through the Code of Medical Ethlcs of bthe‘Cc)a’mcil‘ on Ethical and Judicial Affai;s of
the American Mgdical AAssociation. Seccna, we réc’eived the ea;ly résulﬁs of computer modeling |
sponsored independehtl’y by UNOS and thé -Ijrﬁversity of Pittsburgh Medical Center (UPMC). These:
 modeling efforts prov1ded quantitative estlrnates ofa great many vanables—-hves saved both pre- and
post-transplant, time on.waiting list, graft survival rates, etc. —that had prcv1ously been dlfﬁcult to
addrgss systematically when alternative allac;’ation pqlicies were compared. Thi.rd, the OPTN itself .
continued to study, debate, and consider major fevisions to its policies.: Building on this ﬁew
information, a prima;j; purpose of the Decembef hearings was to pbtain e?en'more information and

opinions on organ allocation policies, particularly those affecting livers. That purpose was achieved.
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Based on these .sources and much other 1nfonnat10n, the Departrhent has determmed that the “
ongmal proposal in the NPRM was msufﬁcrent | The transplantatlon commumty is very drvrded on k' |
allocanon polrcy in general and specrﬁcally on hver allocatton and the ex15t1ng pohcy development
process is unhkely to bndge those drvrsrons Medrcal 1ssues, ethrcal 1ssues and matters of trust and
’actual practice. are substantrally 1ntertwmed | Yet the Department is unw:llrng, at thlS trme to issue a

;

‘ 'prescnptrve allocation polrcy ‘We belreve the OPTN must be pnmanly responsrble for estabhshmg
,medrcal cnterra for patlent llstmg andstatus categorres and for developmg equltable allocatron pollcles
that reﬂect the Secretary S pollcles as expressed in thrs regulatlon |

The Secretary deetded therefore to approach the 1ssue in terms of performanee goals -The basic .
1dea of a performance goal is to set a target allow the operatmg ennty (m this case the OPTN) to

determme how best to meet that goal *and then measure performanee agalnst that goal Thls model is -

. widely used i in busmess and in publrc programs It is the model for thrs Department s Healthy People
’ 2000 goals and other 1mt1at1ves as vyell as’ the recently enacted Government Performance and Results
Act Qulte apart from 1ts other advantages, 1t promrses to 'clanfy and strengthen the Department s revrew‘
and approval process for OPTN polteres : - |

Based on the detalled and helpful dlalogue 4t the heanng, and the clearly expressed preferences
of commenters on both sides of specrﬁc 1ssues, the Secretary has determmed that three broad
performance goals for organ allocatron are‘needed’. The toplcs of thesef goals are: (1) mlnlrnum:listlng o
rcntena, (2) patrent status, and (3) pnonty for pat1ents wrth the lughest rnedrcal urgency. The Secretary
has also added a requlrement dlscussed below for the OPTN fo assess the cumulatlve effect of 1ts
3 pohcres, and develop nety pol_rcr’es .asappropr_rate, regardmg;‘socroeconomlceoulty. All of these goals -

are SUbjeet to sound medical judgmer;rt,‘hoth as to 'spe'ciﬁc patients, and as to overall 'standards,, in order to

. 1
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avoid orgén wastage, reﬂec;t advanées in technol‘o‘gy, and other\a}iéei operate an effective and efficient
allocation system. | o

| Lis_tiﬁg (§121 S(a)(1). Many;connneqteré at the heérings pointed out that current allocation’
policies twhich giﬁev substantial weight to ;i'erali"waiting tirﬁe without fegafd to status) encourage
aggressive physicians to Iis§ patients f%or tré.nsplaﬁts as eaﬂ'y as possii:le, iﬁ some caseé years before they
will need or want a transplant. Other vphy‘sic'ians are more conservaitiye, and some patients do
not come to the attention of transplant prdfessiénals until later in the f:oufse éf éheh underlying
condition. As a result, "p’e’rsons with e;lual wgiting times may have very different medical urgency.. This
means that overall waiting time asa “tie-breaker” 1s unfair, éﬁcourages “géxning’; behaviors aﬁd distrust
within the transplant community, and discourages sharing of organs across geographic éreas (Eecause a
less needy patient in one focal area may obtéin preference over a more née&y patient in anothér local
area simply by virtue of aggressive early listing). Wé have deterinined, ,thérefore, to require that the
OPTN develop listing criteria‘ that are based on ijective medical criteria pertinent to each organ, and to
update these criteria to feﬂect increasing medica{l» knoWledge. The OPTN alrealdy‘has}efforts under way
that go é klong way toward achiei’ing fhis -ObjéctiVe, and the Secretéry aI.aplal'zds those. AS explained

below, overall waiting time will also be replaced by waiting time in status as a “tie breaker.”

Patient Status (§121.8(a)(2)). Angfher set of themes emerging from ;the hea;ings is the -
recognition that current liver alloéatié{n criteria fail to'différentiate adequatély amoné different degfees of '
medical urgency and the éesire for“ sﬁbstantial imljroyeine‘xits in the use of ijectiw‘,re medicél ‘criteria‘for‘ :

. the classification of patien?s. In somé cases, existing criteria are based on Situational factors, such as
whether a person is hospitalized, whic;h are neither medical cﬁteﬁa nor necessarily vgood proxies fof

‘

underlying medical condition or urgency.‘ They can also encourage choices on the part of managing
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physicians to make sure that theif own patignts are no-t disadvantaged relative to other persons. At the
same time, we know that advances in ;trarlsplantatibn medicine and the ‘OPTN”s extensive investment in
patient infonnéfion Sysfenishave »made possiblé improveinents in‘the Classiﬁéétion of patients. The.
ever-improvihg knowlédge base gboﬁt 'thc‘rﬁléd'iceell- factors that correlate with traﬁsplant outcomes, ,
combined with the use of computer’techn‘,ology and statistical analysis, allow sophisticated ranking of
~ patients, without the need to éroup disparate "paticnts into relatively few and crude categories. The
Secretary has decided to endorse thé requested refoms and require irnproved categoﬁzation of patients,
“based on obj ectivéréned‘ical criteria th%lf, (iistingﬁisﬁ émoﬁg different levels §f i%rggncf in suffi‘cierﬁ detail
as to reduce dkiscrim.inatory .effééts. .' |
| Pri(.)rigy for the Most Urgent énd Geographic Equity (§121.8(a)(3 )‘). By far the most controvérsial -
aspect of current allocétion policies is‘ that tﬁc “loéal first” featm;e creates inequities in access for korgans
among batlents of equal medical urgency, mékmg whéré they -hve or list a more important factor than
" objective measures of medlcal status in obtammg an organ. All patients are affected by these mequmes ’
but the consequences fall most heavily on those whose medical need is greatest and who are most likely
to die before recéiving an organ. .As-shoWn iﬁ tables 3a and_3b below, there are vast differences in
median waiting times for kidneys among different transplant programs and different organ procurement
areas (table 3a-addresses t?anspla;lt hospitais and is adapted from OPTN data printed in the Clevéland
. Plain beqfer oh February §, 1997, taAbIé 3b éddi'ésses orga;n précurement aréas_ and is adapfed fron;

OPTN data on waiting times that will shortly be published):
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Table 3a

Shortest and Longest Waiting Times by Kidney Transplant Program

. , .1994-1995
- Shortest Hospital Waiting Times: Median Waiting Times
o (Days)
‘Harris Methodist, Fort Worth, TX 54
- | Presbytenan-Umversxty, Plttsburgh PA . 79
, Southwest Florida, Fort Myers, FL . | 114
Henrietta Egleston, Atlanta, GA 144
B 'Orégon Health Séienc_es, Portland, OR 147
Longesl Hoépital Waiting Times:
University of Pennéylvania Philadelphia, PA. 822
Northwestern Memorial, Chxcago IL ‘ 828
' Lehlgh Valley, Allentown, PA » 833
| William Beaumont, Royal Oak, MI - 1 850
Milton Hershey, Hershey, PA 858

Source: Cleveland Plain Dealer, February 5, 1997, reporting UNOS data.
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. 4 Table 3b
Shortest and Longest Kidney Transplant Waiting Times by Local

Allocation (OPO) Area
1993-1995 for blood type O
Shortest OPO Waiting Times: | - | - Median Waiting
: ‘ o | Times (Days)
Oregon Health Sciences University Hospital o7 |
Lifelink of Southern Florida R B V%
Liflelink of Florida SR | 161
Life Connection of Ohio. = . : 204 .
Longest OPO Waiting Times:
Caroli(rvla Organ Procurement Agency - : | B 1,4,23'
| Regional OPA of Southern California - 1,501
California Transplant Donor Network. ' ; | 1,513
New York Organ Donor Netwérk ‘ : | 1,680

Source: UNOS data, soon to be published in report on waiting times. The OPO waiting times are .
longer than hospital waiting times mainly because type O patients wait longer than most other
blood types. :

"Unfortunately thesg data, although the best available, do not isolate the differences in patient
condition or in transplant centers listing practices that uﬁderlie §ome of the observed disparity. For
example, as discussed previously, some doctors agg}éssively list patients very early in the course of their
‘ discése to give them more waiting time and raise their chance of obtaining an organ. Such é practice
~ artificially inflates waiting times in some aréas. However; thc; differenéeé in waiting times by area far
exceed fhe differen&es in mediéal status by &eé;‘ |

These differences exist fhrough.{)i}t the ﬁnifgd étaiéé. As'shqﬁvn-"in. Table 4, es_zéh OPTN fégion |
has many local (jPO allocation areas Wi@th reiativeiy shdrt énd féiativelS/ long waiting times: |
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, Table 4
Range of Kidney Transplant Waiting Times Among OPOs by OPTN Region
Median Waiting Time in Days, 1994 for blood type O

Median Waiting Times for Kidneys o Days (shortest-
B - | longest)
Region 1 (New England) - | 413-1,360
'Region 2 (DC, DE, MD, NJ, PA, WV) | 702-1,378
Region 3 (Southeast) . , | 143-761
Region 4 (OK, TX) . 386-655
Region 5 (California & Southwest) - 374-1,513
Region 6 (Northwest) |  1107-1,061
Region 7 (Upper Midwest) | "1 794-1,176
Region 8 (CO,IA, KS,MO,NE, WY) | 287-754
Region9 (NY) - 1228-1,680
| Region 10 (IN, MI, OH) = . 2041422
'Region 11 (KY, NG, SC, TN, VA) 231-1,423

. Source: UNOS data, soon to be published in report on waiting times

Similar waitix}g tfme differences exist fof other organs. To soxhe dégreé, these differences ink
waiting times result from the current absence of staqdardized» listing criteria, as discussed above. Hence,
these are imperfect measures of differentials. They also réﬂect, however, the fact. that current patients‘ i
who happen to list in areas with eithér ‘hvigh‘er incidence of end stage organ disease, or less ability to
generate organ donors, are systematically disadvantaged by éqlicies that do not permit the organs to go to
the patients who nee(’i‘thém the. most. They al.ﬁo v;fork to the disadvantage of prudent purchasers who
wish to designate or ébn’tract w,ith'pai'ticulaﬂy high ciluality (Or low cost).transplant hospitals to serve their
patients. Under current éllocation pqlicies? neither individualr patients nor concerned payers have the
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. freedom to select their preferred' medicdl provid_er wdthout, in many cases, increasiag;the‘chance that the
patient will wait longer and diewhile w:aiting for an organ. : | |
Indmdual patlents are drrectly affected regardless of medrcal need Although the Department is

mmdful that anecdotes can be mlsleadmg, the followmg example 1llustrates the inherent effects of |
estabhshmg unduls resmctrve geographlc barriers to equrtable organ allocatlon In a recent case reported |
in the press (Sunday World Herald of (}maha, Nebraska May 25, 1997), a patlent was forced to choose
'between hstmg w1th a “local” hosp1tal 250 mlles away but in an organ procurement area that covered’ hlS ‘
' State and had access to relatlvely more. organs, or w1th his strongly preferred and truly local hosprtal just
20 mmutes across a river and in another State that had access to relattvely fewer organs. Cases such as
thlS are 1nherent ina system that establtshed defined areas for the purposes of admtmstenng organ
procurement but whose boundanes also have been used to 11m1t organ allocatlon Reliance on boundaries
that make : sense ‘for admrmstranye con\éfemence ‘may 1’ead to mequrhes morgan altocatmn criteria.’ For
_ example in a number of States oneOvP:O rs surrounded hy another; and in 'I‘exas there is an OPt) that is
composed of four non-contlguous areas separated by other OPOs. Some OPOQs are based on the service
‘area of a smgle hosp1ta1 some follow the boundanes ofa smgle State and others serve: four or more -
States. iThese and other vaganes of thlS system are: shown in the followmg map. Because of the
differences in OPO size, geography9 and populanon the Secretary has decided that OPO areas should not |

Vbe the primary vehlcle for organ allocatlon o : .‘ , - a -



Organ Procurement Orgamzatmn <
Service Areas, 1997 -
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Payers are also directly affected. Their ability to select transplant hospitals for their patiénts is
hampered if listing patients solely at tﬁose hospitals forces them to compete with local‘ pétients for the
limited supply of local organs, even though this listing frees up organs in the areas in which the patient
would otherwise be listed. Sbme largé payers héve tools at their disposal to ameliorate this problem, such

as listing some patiénts at more than one center (multiple listingj, listing some patieﬁts at centers with
shorter waiting lists, or accelerating hospitalization to put' patients in a preferrgd status. However, most
payers do not use suéh techriiqﬁes’ and-only a mihbrity Qf patients benefit from sqch"‘gaming.”

- Perhaps the greatest inequity that the; cuﬁent system of local priority creates is that 1t paﬁicularly
disadvantages those who face imminent death through ﬁnusually raj)id deterioration. The cﬁance that an
organ that will match one’s physliqlog'y will be available in the local area Within the néxt week is very
small. Yet, the chance that an appropriate o?gan ﬁll be available somewhere in the country and that it
can be transported without riéking wa:j;tag'e is much higher. |

The transplant 60mn’1unity has‘differing opinions over the issue of broader sharing. According to

'some commenters, this is in part because some hospitals and their patients reap the beneﬁts ofa highly“
f'pmductivé OPO ana they are gon;;emed that ﬁiey may receive 'kfewer orgahs under a national system.
Ma;ly commenters héve pointéd out that locallvpfeference draws‘ ﬁpon, and reihforcgs, close bonds among
locél organ ﬁrocmeﬁent organizations and 1ocal hospitals and phy‘siciansg-;Almost all agree that there are
logistical and practical reasons why organs éam}ot be shipped back and forth across the country in

* response to the daily needs of every individual patient. -
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. As shown below in Table 5 there are great dlspanues among 0P0s in the productron of donor .
B oréahs and under the current system the productrvrty of the Iooal OPO du‘ectly 1mpacts on the number of
transplants donelh the OPO service area. L | | |

| | . Tables

Donors Per Mﬂhon Populatlon 1995

Donors Per Mrlhon Pop : Percentage of OPOs
| <15‘.00 o ., 19.4‘ |
-_is.oo-zo.oo L ma
' 2001-2500 | | '_ 373
so> o9

Note: The range of OPO donors per rmlllon populatlon is6.4 to 31 6 o
Source Calculatron by the Dlvrslon of Transplantatlon usmg UNOS Data

-Major review agenmes mcludmg the Inspector General of this Department and the Congress
| General Accountmg Ofﬁce, have rev1ewed allocation i 1ssues and 1ssued reports concludmg there are maj or

: mequltles and that major reform is needed to make‘the alloeatron« syst_em a truly “national” system as g

e

~intended by the Congress

The Arnencan Medrcal Assocxatlon has studled organ aléoeatlon through a panel of exoerts Inits -
1 996 Code of Medzcal Ethzcs it states that “Organs should be con51dered a natlonal rather than a local or
regional, resource. Geographlcal pnorxtres in  the ‘allocatlon'of organs should be prohibited except when
. transportation’of oréans would threateh therr suitabtiity for‘-trartsj)larttation . 'In reaching tlns -rconchrsion

¥,o-

the AMA panel rev1ewed the evrdence concernmg several organ types and a wxde range of alternatlve ‘

formulatlons Of partrcular 1mportance was the1r ﬁndtng that current organ allocatxon pohcres were, m
A [
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some cases, seeking to favor pz;ﬁerits of lesser urgency but mére likely té benefit, but that in actual
practice thése benefit differences were far too small to justify differential priority..‘ '

Taking all of these arguments into account, thg Secretary has determined that a national
performance goal is needed to ehcouraéc the OPTN to take advantage of advances in te.c:hnqlogy and"
survival rates, and to bring policies in line with the intent of the National Organ Transplant Act. That
éoal would reducé 'geographic inequitiés by ré’quiring that persons with equal medical urgency (i.e., in the
same status as defined under the second perfdrrnéncé goal) have essentially equal waiting times
regardless of_ where they list. This standard emphasizes, h.owever, that the sickest categories of patients
should receive as much benefit as feasible under this siémdard, in accordance with sound medical
judgment. Thisis a significant depart;re from current policies, not only in making géography less
important ‘for allocation purposes, but élso inits apprdach to Wa.itingftime disparities. The relevant “tie-
breaker” will no loﬁger be total Waiﬁng time, perhéps years, but will become waiting time within a group-
of patients with equal medical u;rgenéy.

We are mindful that there are piracticalitiés involved, including espéciﬂ'iy transportation. The
problem is not occasional cross-contiﬁi:ntal shipping ffdm on"efl‘arg‘e city to ahother, which is relatively
straightforward. | Instead, however, there can be severe Iogisticai problems with frequent shipping of
organs (often preceded:by a special team that travels fo retrieve the organ and return with it), or with
moving organs among relatively transl:)ortation-ciisadvant‘aged areas, even within tﬁe same AState. Thé
perforrﬁance goals are designed to allow (aﬁd require) fhe; OPTN to craft policies tailored to each organ
transplant type th:it are workable, feasible, and avoid organ Wastage.

Many commenters urged that the Secreta;;'y require national sharing of organs, without any role for

- geographic factors. Others urged regional sharing. We prefer the performance goal approach. Achieving
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| the goal wrll certamly require greater ‘geographtc shanng and w111 probably requrre national shanng for
‘some organs for patients with specrﬁed rnedxcal condmons Indeed regtonal shanng is already a
prormnent feature of heart allocatron, and national sharlng a prormnent feature of kldney allocatron
However, we beheve that any sunple formulatlon would inhibit the abthty of the OPTN to eraft the most -
sensrble pohcres that achteve pract1ca1 as well as etlncal results and we Wlsh to encourage change over
' nme as medrcal science and medrcal cntena unprove | Therefore we are at thlS tune usmg the |
: performance ‘goal approach for all organs (with 'an‘ac‘celerated schedul‘efor the initial revision of policies

,
A

" for hver allocatlon)
Imphe1t in the requrrement that patrents w1th equal rrxedlcal urgency and wattmg trme m status
“have an equal chance of recemng an organ is reform of pohctes that encourage organs to be dlverted
- from pat1ents of blood type O the “umversal donor 1n favor of patlents of other blood types if that
| would preclude equahzatton of wartrng! trmes in status One of the 1nequ1t1es of present organ allocatlon
A polrcles is that patients of blood type O wait much longer for organs than other patlents For example
accordmg to reoently calculated data from the OPTN the medlan Wattlng ttme for primary kldney
transplants in 1994 was 824 days overall but 1 007 days for patrents of blood type O. For hearts the
medlan warttng time was 224 days overall but 353 days for patlents of blood type Oin 1996. Blood type' .
is not an- mfllcator of medical urgency, although 1t 1s akey determmant in organ matclnng i
v‘ \ | The Secretary apprec1ates that there are many factors that can contnbute to achlevmg the
geographlc equlty goal‘. For,eXample 1f the Department ’s organ d('matlon 1n1t1at1ve were to‘ achreve a

high rate of suceess then fewer organs would need to be shared Improved llstmg crlterla and medrcal

status categones wrll reduce measured 1nequ1t1es Nonetheless w1tlnn foreseeable parameters we see no

2



basis to expect that inequities can be eli:ninated for any major orlgan category without broader geographic
organ shanng, on at least a broad regional basis for all pat1ents with hlgh levels of urgency

We also requn'e the OPTN to take into account key constraints on organ allocation. There are
patients with urgent need for whom transplantation is futile. Organs cannot be used without an
assessment of the immune system ancli-qther physical conditions of patients. Broad geOgraphic sharing
should ,nol come at the expense of wasting ongans threugh excessive transportation tifnes. Efficient
management of organ allocatiqn will s‘i)metimes‘ dictate less transportation when the highest ranking
patient can wait a day or two for the néxt available organ. Sound medical judgment must be exeraised
before a final decision on whether to transplant a particular organ into a partlcular patient. Our goals
allow for these factors to affect transplantatmn outcomes. For example current OPTN pohcles take into
account the special medical neads of children, The Seprctary endorses this approach and expects that the
OPTN jv;.?ill continue to tal<e thase needs into account as 'it' develdps new medical criteria and allocation
policies. |

Transition Protections (§ 121.8 (a)(5)) Fmally, we have added a requlrement that transition

protections (sometlmes termed ¢ grandfather nghts) be considered whenever a change in policy
disadvantages an identifiable set of patients already waiting on the natidnal list of transplant candidates.

To inlpleinent these protections, the OPTN wo,uld determine whether a change disadvantaged
aome patients, and if so, consider devaloping a transition policy to eliminate thatdisa{dvantage.{ Tha '
transilion policy 'wquld be subrnitteddté the Dapantlnent for review along w1th the new policy, togetller
_ with estimates of the likely effects of each. Because a transition polic;l complicates organ allocation, and |
because the Secretary wants to pre‘sere OPTN flexibility to develop and implement minor improvements

with no consequential effect on existing patients’ priorities, the transition provision allows the OPTN
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some ﬂexibility asto vwhetherk, for how long, apd for which patients the transition procedure yvould bc
developed. Of course, the OPTN would be free to devise particular appfbacldes that would be most
efficient and effective for a particular patient populaiion. As with all other allocation policies, the
Department would review each proposed transition pfocedu;e-. |

In addition, the Secrctary‘ha‘s adoptcd a special transition provision fcr thc first revision of the -
liver allocation policy. The OPTN is directed to develop a transiticn proposal for the Secretary’s revicw
which would, to the extent feasible, treat each individual on the natlonal list and awaiting transplantatlon

on the date of the publication of this regulatxon in the Federal Reglster no less favorably than he or she

would have been treated had the revised policy not become effective. The tranSItxon procedures for this
initial revision of the liver al‘location policy may be lirhited in duration or applied only to individuals with
grea;cer than average medlcal urgency 1f thls would 31gmﬁcant1y 1mprovc admlmstrauon of the hst or if
such hmztanons would be applied only aﬁer accommodatmg a substantxal preponderance of those
dlsadvantages by the change in the policy. See § 121. 8(a)(5)(11)

Kidneys pose potential problems because, unl;ke other organs, a significant fraction of patients
have alrcady spent years oa the national iist aad turnover is much lower. On the other hand, transition

procedures may be particularly important for kidney patients for the same reason. We request comments

on the transition procedure generally and spegifically as to its suitability for kidney patients.

- (a) Indicator Data (§ 121.8 (a)(4)'ahd 121.8 (b)) In crder to assess how well the OPTN’S currentor’
proposed allocation policies achieve the performarce goals previcusly stated, the Secretary requires the
OPTN to collect and report indicator data on outcomes, and to compare alternative policies against

estimated or projected outcomes. It is primarily against these indicators that the Secretary will determine
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whether the OPTN’s probosed revisions to organ allocation policies will be approved. The Secretary
expects the OPTN to develop appropnate 1nd1cators but has specified: several of central concern. These
are: disparities in waiting times in status among transplant programs (especxally dlspantles among the
sickest categories of patient); life-years lost (both pre--and post-transplant); the number of patients who
" die While waiting for a trahsplaht, and the nuﬁiber of patients mis-classified. ‘Our requirements for
performance i_ndicafors are presented in § 121.8(a)(4). See also, §121.8 (a)(3), discussed earlier, for the
allocation policies therﬂselves.

_ Over the past year, a great deal of the debate and analysis of alternative allocation policies has
benefitted from the results of computer-based modeling of liver allocation. While current modeling has
some limitations, it is nonetheless ﬁseful today and holds great promise Qf assisting the OPTN in
devising, as well as assessing, policies. The Seéretary expe&s the OPTi\I to develop and ﬁse such models

for all organs and to present results to the Depértment. l

(b) Deadlines for Initial Re?iews (§121.8(c)) The Secretary expects the achievement of these goals to be
an ongoing process as medical technology, exiaerience, and our underﬁtanding of transplantation improve
over time Therefore, we have providéd for periodic policy revisions. H‘owevér for all organs other than
livers,<the Secretary is requiring that the OPTN develop initial revised pohcws to meet the goals and to
~ submit these within one year from the effectlve date of thls rule. For livers, the Secretary is requiring
development of policies that will meet these goals,*to be submitted by 60 days from the effective date of
this rule. | | |

‘ Shortly after this deadline the $ec_retary will take action with ~xjesf)ect to the OPTN liver allocation

proposal, depending on the information available to us as to which opfion'bést meets the performance
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goals set out in this rule. During consideration, the Secretary is committed to using a process allowing
for effective comment and presentation of alternatives. In order to minimize the time needed to develop -

approved pelicies, the Secpetary will follow carefully the OPTN’s progress in developing the new liver

* allocation policies.

(<) L1ver Allocauon P011c1es The OPTN has wrestled thh liver allocation i 1ssues for a decade. 'A brief

- summaxy of this lustory helps in understandlng both the current OPTN policy and the Department S

approach in this regulation. One of thetwo main purposes of the December hearmg was to obtain
additional i:nformation and views on li\;er allocatiorl. . P
iUNOS adopted d liver alld_catioh policy in 1986_, the first 'yearbof OPTN operations. The |
allocation policy featured a poipt system assigning relative Aweights for>medical urgency, blood group |
cOmpatib'ility‘and waiting tlme to patients within distinct ‘di.étributior‘l units. This initial éystem allocated
organs first among all pat1ents locally (thh "local" wa1t1ng hsts meaning the OPO precurement area,

rangmg from a smgle transplant hosp1tal’s llst to the combmed hsts of a.ll transplant hosp1tals in an entire

State), then to patlents in the OPTN reglon At the tlrne this policy was adopted the eountry was dmded

* into nine reglons Eventually, the number of regions was expanded to the current eleven to reduce

_ differences in populatlon size among the reglons Major dlfferences still remain, however

The liver allocation pollcy also included an informal emergency vcluntary sharing practice known
as *‘UNO’S STAT" whereby a transplant hospital would notify the UNOS Organ Center (the 24-hour

organ placemerlt operation maintained by UNOS) that a patient was critically' ill and expected to die

" within 24 hours without a transplant. . The Organ Center, in turn, would immediately notify all OPOs and .

transplant programs of the urgent need. Should a liver become available, the OPO could bypass the usual
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'allocation process and the liver could be directed to the UNOS STAT patient's hospital In effect' UNOS
v STAT was a system for sharmg 11vers nat1onally, but only for the medlcally needlest patrents Between
' ‘1987 and 1990 itis estlmated that 15 percent of the patrents who received transplants were desrgnated as
’ UNOS STAT.. | | |
| ObJectlons were ratsed about the use of UNOS STAT c1tmg a lack of formall umform rules
govermng its use, and a concern that 1t was bemg used excesswely or 1nappropr1ately.~ It was abohshed o
by the OPTN in 1991 In addmon to ehnunatmg the UNOS STAT category, the hver allocatlon pohcy |
modlﬁed in 1991 expanded mgmﬁcantly the deﬁmtton of the most urgent category by redeﬁmng it to ‘
mean death w1thm seven days vnthoutf a transplant (rather than 24 hours as 1n UNOS STAT). The ‘
rationale for the change was to. prov1de greater opportumty WIthln the formal allocatlon system for :
transplantatlon of chromcally ill patlents as well as those with acute fulmmant l1ver fatlure
Waitmg tlme accrual under‘the hver allocation crttena was also modlﬁed to give greater priority |
to the most urgent patlents Status l (ongmally Status 4;in the dlscussmn the swkest patlents wﬂl always
| -be referred to as Status- 1 the current deﬁmtmn) pattents were a551gned the htghest prlonty w1th1n the
| : same d1str1butlon umt by only allowrng waltmg tlme accrued by a patlent whlle ltsted as Status 1 to count
for 11ver allocatton The Status 1 cntena spec1ﬁed unttl recently that such patients have a hfe expectancy
of less than 7 days without a llver transpla.nt Patlents who are hsted as Status 1 automatlcally revert to
Status 2 after 7 days unless they are rehsted as Status 1 hy an attendmg physwlan Pnor to this pohcy
| change, it was p0531ble fora pattent who had been wamng along: tlme ina lower status to accumulate

, enough waltmg time points to give that patlent enough total points to be ranked higher than a patient who

was a Status 1. The deﬁnltlons of Status 2,3, and 4 patlents were, unttl changed as descrrbed below
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o Stafus 2: Patientsare continuoﬁély" hoSpitaliztedpin an acufé caré bed for at least 5 days, or .are‘in
the intensive care ﬁnit. Continuous hospitalization is requir;:d.
Status 3: Patients require continpous medical care but may be ’fdllpwed‘ at home or near the
transplant hospital.
- Status 4: Patients at home, functioning nonx;ally; :
However, because the system allocates organs first locally, then regionaﬁy or nationally only if no
| local patients are a geédmatch for thé organ, and because at any tilﬁe it‘is likely that the relatively few (or
no) local patients in S@tﬁs 1 will match, many organs go to Status 2 and 3 patieﬁts déspite their being
ranked lower in medical priority. In the mid 1990s, about two tﬁirds.cif liver transplants were received by
‘patients waiting in the "Iécal“ area, abo;utu one fifth by patients in the rggion and outside of the "Ioéél" '
area, and about one eighth by paﬁehté outside the region. Therefore, the preference for "ldcal" plays a
significant rqle in determining a patient's likelihood of receiving an organ. Under the'current,systcm,
'theré is a wide range amoﬁg OPOs and?the OPTN regions in the mimbér of patients on the waiting list,
the number of donor livers available, and the ratio of patients per donor. Consequently, patients in
differenf locations ha{fe disproportionate probe'xbilities of beihg offered a liver under thls arljangement.
Further, bec‘ausé ﬁxed‘ bcundaries‘are I:ISCd in loéal and fegional ‘distribution, sorrie i)aﬁenis nearest the
site of the donor who are othe;wisu‘;,highly rankeci according to urgency or waiting time continue to wait
while less sick patients in the "local" r;bgion are transplanted. Asa result,‘ some patiénté w1th highgrl
medica} urgency die waiting for a liver while other patients with less medicai urgency receive a
transplant. | .
o - Between 1-990 and 1996, the number of liver tfax_'xsplant héspité.ls performing at lea.étlone liver

transplant increased from 75 to 110, and the number of liver transplant progfams performing 35 or more.
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litrer transplants per year tncreased frorjn 18 to 41. Ll{fer trarrSplanta \inere&ed fronr 2,6?6 to 4,@12. - Thus,
patients have more transplant hospitalsj from whlch :to choose, but at the ‘same t'i“me competitlen arnong ;
liver -transplant prongS ‘rqr atvailable livers has increasw. 'During l996, :hefe were 8,026 registrations .
for a liver transplant. | | -
. Some people crlticize this polic'y hecause lit'e'rs are all‘oeated "local flrstl' to ivhomever is‘highest
ranked in the local areaof procurernent. 'flhns', less si_ck patients carr be transplanted before sicker patie'nts
in other local allocation areas. They believe that tlle sickest patients.should always he transplante(l first
regardless of their location', because theirllivesaré most at risk" Inll996 -.about 21 percent of liver' :
patients transplanted were Status land: about 30 percent were Status 2 Almost 48 percent of transplanted |
patlents were Status 3, and less than 1 percent were Status 4. N
The counter argument to this cr1t1clsm is that if sickest patlents are always grven preference, there r
is a less efﬁcrent use of the avallable hvers, because the srckest patlents (Status 1) have lower surv1val
' rates than transplant reclplents with other statuses. Others‘ ‘say that if 1ess sick patlents recewe lower
.preference than under the current pohcy, more of them will become s1cker whlle wartmg and then will
have lower survival rates when they are eventually transplanted Optrmally, patlents should be
transplanted at atime when they are sxck enough to beneﬁt from a transplant but not so srck that the risk -
of, losmg the graﬁ is herghtened OPTN data show however, that at one year after transplant there is -
" aboutan 11 percentage pornt drﬁ‘erence in patlent survrval rates and 13 percentage pomt drﬁ'erence in
graft .s‘urvwal rates between ’former Statusl;_ and 2, Sorne argue that part of this dlfferenee is due to a side )
| effect.of local .preferenc:e rather‘than ‘glreater,rislt of graft loss: Status lgpatie‘nts, they'assert, .'often get an
inferior organ that was madeja,vailablef only after;it was tumecl: doum“for use for any patient:ln another’ :

local procurement area. -
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- Table 6, taken from pages 143 and 149 of the 1997 Annﬁal Report of the OPTN and Scientiﬁc

Registry shows graft and patient survival rates of liver transplant patients, by status:

Table 6 \
- Three Month and One Year
Graft and Patient Survival Rates of leer Transplant Patients by Status
Waiting List Status at N . 3-Month Survival | One Year Survival
Transplant V Rate " |Rate -
_ ‘Graft | Patient | Graft [ Patient
Status 1 1,019 |746% |819% |67.7% |763%
Status 2 1,562 [84.0% |89.8% 771% | 83.6%
Status 3 3437 |90.0% |95.1% 84.0% |91.4%
Status 4 o1  |878% |97.6% |822% |93.7%
Unknown 162 nc. ~  |nc. nc. n.c.
Overall 6271 - |854% |91.6% - |79.1% |87.0%

~ Note: Covers patients transplanted 1994-95 for which a survival tlme could be determined., n.c.=not
calculated ’ , . :

Another frequertt aﬁticism of ‘the’ current policy is that there 1s wide variation ia waiting times
from one geographic area to another. A counter argument is that this variation cannot be attribute(l
entirely to the allocation policy, because it mas' also be a function of patient selection decisions and the
number of organs procured locally, However, the allocation poli‘cy‘, particularly as it relates to the size of
the initial allocation area, is a major determinant of variation in waitirl_g times. For livers, waitipg time
differentials among transplant hospitala and among organ allocation areas.vary by a factor of ﬁye of
more. |

A third criticiam of the “local :fil:st” policy is that it greatly limita aatient choice. If same noh—local
transplant hospitals do a better job and attract mote patients, these patients colmeto those haspitals only at

the price of a reduced chance for a transplant and compete with each other for the limited supply of organs
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available locally. A counter_ érgument is that some patients prefer to list at local hospitals and that an

assured supply of local organs facilitates this particular choice.

Consideration of Alternative Policies Féllowiﬁg di’sg:ussiéns with the Department, which suggested that
computer modeling Be undeftaken, UNOS contracted with the Pﬁtsker Corporation in 1995.to develop a
(;omputer simulation model for liverrallocétiori.' The model presgﬁts frhe hypothetical outcomes resulting
- from the ap’p}ication of a number of alternative allocation policies. Among the many outcoﬁes measured
were: patients transplanted, percentages‘ of ﬁatients transplanted by gtanm, number of pre- and post? ‘
transplant deaths, median waiting times, and disténce from donor location to transplant locatidn-:'

The Liver/Intestinal Transplantation Committée of the OPTN considered seven policies that wefé
most represeﬁtative of all thdse modeled, including a policy for natiénal shéring proposed by the
University of Piﬁsburgh Médicai Ceﬁtér (UPMC). Thé UPMC proposal and the other options had also
been modeled by the CONSAD Researéh Corporation under contract with the UPMC. The Cémmittee’s
subSéquent recommendationé were reviewed by the OPTN Patient Affairs Committee and by its
Allocation Advisory Commiittee whichﬁ put forfil an alternate proposal. This proposal inciqded a modest
‘component of regional sharing éf organs, but rejected major regiohal sharing as well as the national
sharing advocéted by UPMC. |

Atits meéting in June 1996, the Board of Di’ré‘ctorS éonfsi‘dered' the policies proposed by the
Livef/lntestinal Committee and the Allocation Advisory Committee, as well as the existing liver allocation
policy. The Board decided to change fhe existing pélicy in several ways, including redeﬁning Status 1 to
inclﬁde- only patients with "‘acute” failure, placing other patiénts in intensive care into the broader Status 2 -

group along with other patiénts of lesser urgency, eliminating Status 4 as an urgency category for
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prioritizing liver t;anspl‘ant candidates, and mandating regional réther than local sharing fpr the nery

defined Statué 1 group t:egion for Status; 1 allocation would be the area enCthpaﬁsing'fhe 20 percent of

the tdtal‘ number of Status 1 and 2 candidates on the natiopal list \ﬁhd are nearest to the évailable organ).
The Board of Directors then sent this proposal into an OPTN public hearing process held in the fall. In

November 1996, the Board voted to adopt the new Status definitions, but to d:op regional sharing. ThlS

change was scheduled to take place in January 1997; However, for the reasons described below, the Board

suspended the new Status definitions (except for dropping Status 4j and the previous allocation system
| reinained in place with little change. ’ | ‘

At the Department’s public hearing in December 1996, these sysfém rgvisiOns pecame a major
issue. The de facto effect of the Board’é vote, as presented ’by many witnesses and uncontradicted by any
evidence, was substantially‘to disadvanpége the grdﬁp called “ch:pnip crashers”, x;.rhich had previously had

" a high priority as the predominant group within Status 1. Inteffeci, the Board had increased the priority for

. “acute” patients with high medical urgency and little Waiting time at the expénse of another group with

- almost equally high medical urgency. While the Board did not present a formal rationale for the change in

the record of its meetmg, the. change appears to be premised on the Board’s bellef that acute patlents have
ahi gher survival rate if transplanted promptly, and were dlsadvantaged under the current system, as well
asits behef that some types of chronic Tiver disease, for example 11ver dlsease caused by ak:ohohsm !
(alcohohc liver dlsease or ALD), had subsﬁ:mhally lower survival rates. |
" As to the survival rate issue, the Department agrees with the approaph taken by the Americpn
Medical Association in its report that §uppofted the .1996 Code ‘of Medical Ethicé provisions discms‘ed

carlier. The report noted, “only very substantial differences in the likelihood of benefit among patients are

relevant to allocation decisions.” In fact, as reported in the UNOS Up date magazine of September/October
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1996, the “acute” category of fulminant liver failure actually has a lower survival rate aﬁer transplant than
most types of chronic liver disease. | | |

With respect to ALD, the Department notes that data presented at a National' Institutes of Health
~ Workshop indicated, “[r]ates of graft and patient survival aﬁei liver transplant for ALD are excellent and
are similar to those for other chronic liver diseases... | |

As a result of the amng of these matters at the HHS hearmg, the OPTN Board of Direetors
rescmded its decision and placed the new pohcy on hold (while allowmg, however, llmlted
,' expenmentation with broader sharing for “acute” patients in two OPTN regions). The net effect was
~ temporarily to restore the prior system. Atits meeting of June 25-26, 1997, the OPTN Board approved
another policy, which would favor “acute” over “chronic crasher” patients. This revisedfpoliey puts the

“acute” group first, the “chronic crasher” group second, and less urgent patients lower. Whatever the

i

- merits of giving preference to “acute” or “chronic” patients, these changes do little to reduce the

fundamental inequities affecting patients across the country, the vast majority of whom haye “chronief’
liver disease. On the other hand, the new preference for “acute” patients exhibits a commendable ~
understanding of the crucial argument in favor ef this group: medical urgency.

All of these policy priorities, ranging from STA’i‘ to “acute”, represent OPTN attempts to favor the
most urgent r{eeds. In its petfonnance goals, the Department retains and emphasizes this recurring theme
of OPTN pohmes regardmg allocation of livers as well as other organs.

In light of the extensive dehberatlve process within the OPTN, the many policies that have been

| considered, the substantial technical ini‘orrnation available, the availability of two modeling tools that
provide approximate quantitati‘ve estiinatea of the differing effects of alternative policies, and above all the

demonstrated inequity of the current liver allocation policies, the Department is not providing the OPTN
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the same pei*iod of time to reform’liver allocation policsr that" it is providing for other organs.- For all
organs other than livers, the OPTN has one year from the effective date of these regulatlons to develop aind
| submit to the Department allocatlon policies that meet the aforemennoned performance standards. For
livers, the Secretary is allowing 60 days from the eﬂ‘ectnfe date of these regulations. The Secretary
appneeiates that this time is‘ far shorter than normal OPTN time frames, which ineltide an opportunity for
| public comment. However, lengthy delib'erations have éilread‘y occurred anci a great deal of information is
‘available that will facilitate rapid reform. Moreover, the‘regilletion speciﬁes that no (ﬁmher public
comrnent need be solicited \by the OPTN before the deadline, although the OPTN may choose to do so,
Similarly, the OPTN may choose to begin this process immediately if it believes that more t_ime is .
| re'qnired. | . | | |

The final rule requifes that ihe OPTN submit proposed transition procedures at the same time that
it submits the proposed new allocation policy, together with nuppoﬂing data. The Department will review
these matenals expedmously, along thh altematwe proposals and pubhc comments The Department s
plan is to obtmn publlc mput 1mmed1ately foliowmg the deadlme for the OPTN proposal Commenters
may propose alterations or altematlves We ask that all proposals whether from the OPTN or
commenters, identify likely effects on inequalities in waiting times for patients of Iike medical urgency, on
| ,monaiityz on life-years, on like_lihood of organ'wastage, and on other outcomes of importance.

The Secretary anticipates that similar procedures will be followed for other organs. In assessing .
these reforms for both livers and other organs, the Secretary will take into account that increased donation,
more objective listing standard;,' and objective medicél criteria for stetus categories all have significant
potential for reducing.geographic' ineQuities.' However, the Secretary has seen no evidence suggesti‘ng that

fundamental inequities can be removed in the near future without broader geographic sharing of organs.
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This final rule has not established specific quantitative measures that an OPTN liver allocation
policy must attain to receive Secretarial approval. We expect the OPTN to use its medical expertise and
consultative process to develop an appropriate poiicy. However, ba;sed'on the use of ihe performance
goalsasa regulétory framework, i’; is unlikely that the Secrétary would apprbve a policy that did not

achieve a significant reduction in the disparity of waiting times, particularly for the most urgent patients.

(d) Directed Donation (§121.8(e)) Propqscd‘§ 121.7(d)on directed donation eliéited several comments.
" Suggestions were made to delete the éection on the basis that it woﬁld be misconstrued, and to refine it to
take into account varying State lawsf One commenter said that it lcontradicts the intent of the National
Organ Transplant Act, and another said that directed donation should be discouraged but not prohibited.
The existing OPTN policy discourages difecfed donation t§ designated groups or classes of people, but
ﬁermits directed.doxllation to named indi’;iiduals. This policy is cohsistent with ‘prpyisions of the Uniform
- Anatomical Gift Act, a model law that has been adopted by all States. The Deparﬁﬁent has retained in the
final rule thé language of prépo\sed l§ 121.7(d) permitting directed donation of organs to named
individuals. See, § 121.8(e). It should bé point.cd out that:the final rule permits directed donation of an
organ to named individuals only. k | |
8. ‘§ 121.9 - Desigﬁated Transplant Program Requirements

Section 1138 of the Social Security Act creates an extraordinarib severe sanction for failure to
comply with approved OPTN rules; and requirements. This, in turn, would make it unfair and impossible
to créate standards highér than a ﬂueshold that any ,compétent hospital miglit attain. ‘In the proposed rule,

the Department suggested the idea of “designated transplant programs” as a way around this dilemma. |
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Under this approach, failure to ﬁéet certaln OPTN standards could result in an inability to receive organs;
without necessarily jeopardizing’ either otlier txansplant programs at the same institution or all Medicare
and Medicaid reimbursement. No'commenters objected to this approach, and no controversy' over this
approach surfaced at the public hearing,. Acoordingly, the Department has decided to retain the proposed
approach, while improving it to reflect useful suggestions from commenters.

Most of the commenters on this section of the proposed rule recommended that the standards for
the training and experience of transplant surgeons and transplant physi‘ci’ans'l required for designation’
under proposed § 121. 8(a)(2), apply also to Medlcare-approved transplant programs designated under
‘ proposed § 121. 8(a)(l) .Three commenters suggested that transplant programs be designated on the basis
of a minimum volume of transplant procedures and on pattent survival standards, criteria now used in
~ approving certain transplant prograrns for reimbursement under Medicare. - Another commenter said that
the NPRM was contradictory in admitting as OPTN rnembers all Medicare-appr0ved transplant hospital\s,
while.expressing concern about prollferation of transplant hospitals and emphaslzing that the Department
diti not wish toeﬁclude hospitals frorn entering the field of transplant’ation.' ln'the preamble to the
proposed rule; the Departrnent stated, that the crlteria t‘or designation under prOposed § 121.8(a)(1) and (2) .
are complernentary, providing designatecl transplant prograrn status to programs that meet Medicare
e standarcls, as well as to non-Medicare-approved programs which meet other requirements established by

the OPTN The Department's concern about the number of transplant hospitals was expressed in the
“context of ' uncontrolled proliferation of transplant facilities," that is, perm1tt1ng desrgnated status without
‘a method of ensuring the quality ofcare Sec, 59 FR 46488.
The Department sees the merit m having uniform standards for designated transplant programs, but

‘believes that it would be disruptive to limpose them unilaterally at this time. Instead, the Secretary will
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consider this issue in the context of revising the OPTN and Medicare standards. In that light, the o
Department has asked the OPTN contractor to corisider developing staﬁdards tegarding risk-adjusted graft .
and patient survival rates, and possibly v@lume of tranéplant procedures,_ if the latest scientific evidence
supports such standards. If appropriate, such séandards ¢ou1d supplement the requirements for designated
transplant programs u}ldg;f § 121.9, folloy’ving the notice"and éomment prdvisibns of the Administrative
Procedure Act. | | |

| The OPTN contractor, UNCS', said fhat the OPTN would not be able to provide patients with
. information about key personnel in Meq;care-apprOVed transplam programs, because it _would have suéh
information only for transplant programé designated under proposed § 121.8(a)(2). In addition, UNOS
suggested that the OPTN be given authdrity to collect, maintain, aﬁd distribute data on key personnel for |
all @splmt programs. The bepartmeht believes that the OPTN should ;ieﬁne‘su;ch a roié throuéh its
Board of Diréctors' po‘licy‘developmentl prbcess_under § 121 .4,‘and' has asked thé cohﬁactor to do so.
Thus, explicit regulatory language is not rquired. Iﬁ the meantime, to the extent that information is not
readily available from the OPTN, we expect individuals to obtgih it from thé ffénsplant programs,
themselves. |

Two commenters suggested that a conflict exists between proposed § 121.8 (c) and proposéd

§ 121 .3(d)(2) with respect to designatién of transplant programs and membership of transplanf hospitals.
Under proposed §. 121.3(d)(2), the OPTN is‘ directed to accept as members of the OPTN transplant |
hospitals which meet the requirements of proposed § 121:3(c)(1) or (2). Under proposed § 12i .8(c), (now
§ 121.9(c)), the OPTN may accept}or reject applications from tranvsplant prcgram§ for designated status.
There is no conflict, because meﬁlbership under §121.3 dpesndt confer deéignated status under § 121.9.

One commenterfsaid that préposed § 121.8(a) should indicate that designated transplant programs are also

87



OPTN members The Department has edrted that paragraph in accordance with the suggestion. See
§ 121 9(a). We have also added to § 1219(c)a reqmrement that the OPTN act "within 90 days” on |
requests for desrgnated status, makmg it comparable to the change made in § 121. 3(c)(3), discussed above.
With respect to the disciplines hsted in proposed § 121. 8(a)(2)(v) as areas for collaborative
involvement for demgnated transplant programs two commenters suggested addlng histocompatibility and
| mnnunogenetlcs The Department has done 50. See, § 121 9@)(2)V). The commenters’ also suggested
that the term "tlssue typmg" in proposed § 121.8(a)(2)(vi) be changed to "hrstocompatrblhty testing." The
change has been made. See, § 121 9(a)(2)(v1) '

' The Department also has added a provision at § 121 9(a)(2) requmng transplant programs to have
adequate resources to provrde transplant services to their pattents and promptly to notrfy the OPTN and
patrents listed for transplantatlon 1f the program becomes mactrve We are aware of at least one instance
in which a transplant program became 1nact1ve yet d1d not advrse 1ts patrents of its mabrhty to perform
transplants. Such a situation also could lead to'use of the enforcement provisions of § 121.10.

9. § 121.10 - Reviews, E‘)aluation, and Enforcement N
Two comments were recerved on this sectron of the proposed rule. In response to one comment an
| editorial suggestion, the Department has clanﬁed proposed § 121 9(b)(1)(m) to indicate that compllance
‘ by member OPOs and transplant hosplteds with OPTN policies, as well as regulatrons, is covered in
reviews and evaluations carried out by the OPTN. “See, § 121.l0(b)(1)(i_ii).
The other comment was an expressio’n,of concern abont patients listed at transplant programs -
whose designated status to receive organs for transplantation may be»suspended‘. The bepartrnent wishes
to assure all who share this conCern that the enforcement provisions of § 121 .10(e) allow for an orderly

phase-out and transition period should such a situation occur. Under § 121.10, the OPTN is required to
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mohitor the c'ompliénc’e of individual tranSplant programs, to report to the Secretary the results of any
reviews or evaluations that indicaté noncompliance, arid to make ré.commendattons for appropriate action
by the Secretary. ‘The Secretary expects the OPTN to pay particular attention to programs éXpericncing
difficulty. The rule further permits the Set:retary to request more information from the OPTN or from the
alleged v1olator or both, before acceptmg or rejecting the OPTN's rccommendatlons or to take any other
action the Secretary deetns necessary. We expect that enforccment of these prov131ons will follow the
pattern established by UNOS and member transplant hospitals in seeking voluntary compliance with
OPTN policies in the past. That ié, thrmtgh a dialogue between the OPTﬁ (and the Secretar&, if necessary)‘
and the transplant hospital alleged to be tn violation of the rules, every etfqrt will be xﬁade toreach a
resolution before a decision is made to guspend a transplant program's designztted status. It is the
Secretary's intention that the OPTN develop a policy tyhich minimizes disrtlption’and cost»to patients, and
keeps them informed. The best interests of patient care will be paramount in Amonitoring and enforcement
" of compliance with this rule. tn this regard, we have also elaborated on the procedures for ORTN reviews
of transplant hospitals and OPOs. The_O,PTN shalt conduct those reviews in acﬁordance with the schedule
specified by the Secretary and shall report progtesé on thosefrc‘v/_iews to the Sccretary. See § 121.10 (b)(3) A

and § 121.10(b)(4).

10. Proposed § 121.10 - Appeals of OPTN Policies and Procedures

The Department received two cémments Otl this section of the proposed rule. One commenter
pointed out that appeals submitted to the Secretary must be sufficiently clear and substantlated We agree
that the Secrctaxy must have appropnate 1nformat10n on whtch to base a decmon and beheve that the

language of the proposed rule provides the latitude needed for the; Secretary to obtain such information.
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B Seé, §-121.4(d). “Thev othér ’éo‘mmentver v¢x1_)resséd an opiniéﬁ that the Secretary‘é role in approving policies
‘and decidihg abpeals could lead to »arbim and capricious actions, and suggested that the Secretary’s
decisions be ,published_in the Fedefal Reg‘is",ter.h Sifni}ar points were raised in comments about proposed
§§ 121.3 apd 121.7 regarding pﬁblication’ of the Secreta;yt,s decisions on allbcatidn and other policies of
the OPTN, discﬁssed aﬁove. | ' |
The Secretary's authority under p:roposéd § 121;10(bj is not dependen£ OB appeal aﬁd may'be

exercised at any time. We have.rnoved the language of proposed‘§ 121.1A0(a) tov§’ 121.4(d). Because

proposed § 121.10@) is reduﬁdaﬂt in light of § 121.4(b)(2) and (d), we have deleted this section frém the_‘

final rule.

11. § 121.11 - Record Maintenance and Reportihg‘Requirements ’

Most of the comment;s. on this sécfion éxpreséed concern that the prcb)p‘o’sed rule falls short of
needed protectlons of conﬁdentlahty, and suggested as a model the protecnons delineated in MEDPAR a
Mcdlcare data system used by HCFA. We agree w1th the need to ensure protectlon of confidentlahty and
believe that the protpcols in MEDPAR may lend themselves appropnately to the records falling w1thm the
purview of § 121.11. We also believe, however, that fh’e design of 2.1‘ system to‘protect the confidentiality .
of OPTN records should be left to the OPTN, subjec;t to the Secretary‘s'rgview and the Vdata’release
provisions Qf this.ﬁnal rule. \A?Ve‘vexpect the OPTN to submit for the Secretary's consideration a policy

- which will protect the confidentiality of OPTN records, but at the same time permit access by researchers
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to the OPTN and‘ Scientific Registry data ;bases. Thus, we have amendedvproposed\’§ 121.1 1(a) to reflect |
that records must be maintained and made available subject to policies of the OPTN and this final rule, as
well as to applicable limitations based on personal privacy. We have also emend‘ed thls section from Athe |
ofiginal proﬁosal to clanfy that the OPTN must follow such standa:d practices as making its infonnation
transactions and dissemination electronie' to the extent feasible (unless requested in hard copy), and in
disseminating information to include maeuqls and other explanatery materials as necessary to assure fhat «
the material is easily and accurately understood and used. We have also emphasized in §121.1 l(b) and
elsewhere that the OPTN should use rapidly advancing Internet technology to make information swiftly,
conveniently, and inexpensively available throughout the nation. -

| Two commenters suggested éddihg a requirement that member transplant hosp.ital'S submit data to
the Scientific Registry, a repository of deta on transplant reeipients that is operated under contract with the
Departrﬁent. Proposed § 121.11(b)(1) requires that the‘OPTN submit data to the Scientific Registry. We
agree that a parallel requirement for tragsplant hospitals and OPO'svis also apprepriate, and have addeei it.
See, § 121.1 1(13)(2). Another comnienter suggested establishing.a:'éo-day time limit for the submission of
data under proposed § 121.1 1(b)(2): Sﬁch an ekplicit provision is not necessary b"ecaus'e proposed
§121.1 1(b)(2)‘requires that informatian be provided on a prescribed schedule. In addition, UNOS
suggested reqeiring the submission of gost data to the OPTN. Althoegh we believe the language of the
proposed rule is broad enough to peﬁnit the OPTN to request submissiqn of such data, we have édded to
tﬁe final rule the phrase ffand other information that the Seéreiary deeme appropriate." We have also
corrected omissions in proposed § 121.11(b) by iﬁcluding the Secretary as a recipient of the information.
We have added to the reporting requiremeets the phrase “the OPTN and the Seiehtiﬁc Registry as

appropriate....” This reflects the fact that some data which are to be reported or otherwise made available.
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to the public are ﬁel‘d by tvhe‘ éo;in-act(;r oi)gérating the Scientific I’{egist‘ry, while other data a;re held Hy the

OPTN 'corhxtractor. | | o |
"The OPTN and the Scientific Registry are often asked by researchers, pa}?érs, the press, patients,

and others for data. We appreciate the iniporta;ice §f the contractors’ 6bligation to maintain the
confidentiality of patient-idenfiﬁed data. waevér, we élso recogn.ize that data, collected as a
consequence of Federaily funded contrécts and of Oﬁicial designation as a contractor of the Federal

‘government, génerally should be in the pﬁblic domain. Even patient-identified data can be shared with
researchers who provide apprépﬁ'ate protections ‘d'gainst redisclosure‘ | It is vitally important that bona fide
researchers and rpodclers have ready and timely access to détaiied data in order to explore ways to -
improvek organ.uangplantation and allocation. The;efore, informgtion should be made available to tﬁe
public whilé prbtecﬁng patieﬁAtfcon'ﬁd‘exvlt}iality. "i‘o ﬁoneét thé ovéfs;ight of omitting ihi’sb activity from the
proposed rule, we have added § 121,1 1(b)(1)(v) which requires the OPTN and the Scientific Registry ;to ‘
respond promptly (normally within 30 d;iys) and favorably to requests from the public for data to bé used
for bona fide research or analysis purpoées, o thek'ektent that fhe cdntractbrs’ resources permit, or as
directea by the Secretary. The contractors may‘ irhpose réasonabie charges for responding to such requests.
Pursuant to Federal goverﬁmént-wide.pélicy under OMB Circular No. A-130, charges should reflect only
the marginal cost of preparing the data fof_ di§Semiﬁation, not the cost of céllecting or maintginin’g it.

We have also addéd language in paragraph § 121.1‘1(b)(1)(vi) saying that the conﬁactors musf

respond similarly to reasonable réqueéfs from the I;ublic. The fegulaﬁon does not requi;e the contra.ct‘o?s

© to satisfy ev‘ery request; howevgr, the ability to chafge for'data reciuests should enable- thé»contractt;rs to

accommodate most requests. In addition, the contractors would héve to provide ready access to data that it

originally received froﬁlﬂtransplant hééj)itals and OPOs, to these same institutions. See,

§121.11(b)(1)(vii).
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The Secretary has addéd language to § 121_,.11 @)(2) ﬁlaldng clear that hospitals and OPOs must“
provide data directly to the Department upon request, and must authorize the OPTN a;id Scientific
Registry to release data to the Department or others as provided in the regulation. The OPTN has
informed us of difficulties it has in compiying with both instructions from the Depaftment and its
perceived obligation to these inst_itutionsjnot to disélose data that inight be made public by the ﬁeiaartment.
While we do not believe thié to Be a serious‘dil‘emma, we have drafted the final rule to make it clear that(

, anj* hospital or OPO must, as a condition of its OPTN membership, maké data available without
restriction for use’ by the OPTN, by the Scientific Registry, by the Department,-and in many circumstances
. by others, for evaluation, 'resé:arc.h, ﬁatie}xt information, and ofthér important purposes. In this regard, Qe
particularly emphasize that we are ré-quiring that current, institution-speéiﬁc perfo'nnance data be made
availabie so that patients, payers, referring i)hysicians, the pré#;s,i and others can appraise the quality of
transplantation programs.. The Cox’lgress‘ made fhis an obligatioﬁ of the OPTN |

We have added language in § 121.11(b) (DD(B) étating that the OPTN and the Scientific Registry |
shall submit to the Secretary information the Secre’taxfy deems necessary to prepare the Report to Congress
required by section 376 of f;he Act, in order to clarlfy the contractors’ responsibility in this area. |

To complete the articulation of this policy, we have added a new paragraph (c) to §121.11, "Public
access to déta.“ Tﬁis i:aragraph provides thatAthe Secretary may release to the &pblic information upon
determining thaf the release will serve ﬂxe public interest. For example, data on comparative costs and
outcomes at different transplant progrzims; information on waiting list time, and information on the
frequency with which transplant hosp{tals fefuse offers of organs for their listed patients, will assist
pa_tienté and 'gheir families and advisors in deciding where they‘ wish to be transplénted. This release of ,
data is consistent with section 375 of the Act, 42 U.S;C. 274c, which dirécts thé Deparunént to prpvide

information to patients, their families, and their physiciané about transplantation resources and about the
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comparative costs and patiént ou;co'mes at each tranéplant hOSpital"affiliated withr the OPTN, in particuiar.
It is also cénéisten‘t with the Departinent’s practice of hé.iring the contractor inc.lude in its published reports
extensive data, mcludmg transplant hospltal-spemﬁc survival data. N

The prowsmns of §121. 11(0) were not included in the NPRM of September 8, 1994. To delay the
implcmentatlon of this paragraph would be conujary to the public interest in that the demsxon—rrlakqxg of
these partigs fegarding this Iife-savii;g pfdcedﬁfc éhould be fuliy informed as soon as possible. The rglease :
of data is essential to allow patients, their familieg, and their physicians to make the most inforrﬁed
decisions possible about tran'splantation.v Eulfthennc;re, the release of thgs;e data is consistent with the .
above-cited section of law and with the 'well-establishéd practice of publi;hing center-speciﬁcvoutcbme
data, and thus public comment prior to publica.tion is unnecessary.

The Secreté.ry spec1ﬁcally requests comments on whethel; the above prov181ons sufficiently achieve
the several 1mportant purposes served by provision of mformatlon to the OPTN the Departmcnt and the

public, while protecting patient privacy.

12, §1é1.12 - Preemption

‘A new section regarding prégmption has been added to the final rule. This ;Section does not require

" notice and cpmmeht fuierriaking by ih§ agency, as it does not altersihe rights and responsibilities of any
party. Iﬁstead, it s4impl);, applies tile préemptionprinciples derived from the Su;;:rerhacy‘ Clause of the
United States Constitution. The Secretary is directed‘ by section 372 to oversee a natiqnal system for
distribution of 6rgans, and the policies of the OPT;N curreﬁtly réquire organ sharing across State lines.
The performancer goals and indicatorsv'yzxrticuléted by thesé rﬁles are almost certain to increase interstate

sharing.
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At least one State has pass;ecf a laiil that appears to l‘irhit organ s:haring policies. A national organ-

_ sharing systém based primarily ;)n medical need, with geographic considerations having less Weigth than at
preserit as an allocation criterion, would lijev thwarted if a State req'uifed‘ that, prior to sharing an organ with’
any other State, there be a written agreerﬁént with that other State or a requirement thaf the hospital or
OPO first attempt fq match the organ with an'eligible transplant candidate within the State, regai-dlegs of
status.

| Similarly, a State enforcing éuch alaw wouidv .‘almost certainly render impossible the compliance of
transplant hdspitals and OPOs within that State with rules and requiréments of the OPTN, and thus would |
jeopardize their ability to ostain Medicare and Medicaid reimbursement. This too would thwart the
Federal scheme created by Congress. ‘ |
~ A further negative effect woﬁld ﬂ;)w frorh ti;e enaétment by avdditionaIVStates of such restrictive |
laws. If more States were to enéct such laws, greater disruption in thé allocatior; 'of orgéns under the

OPTNfs policies \:izquld occur. Patients registered for transpiants in such States would almoAst certainly di‘e

as é result of the restrictions on organ sharing, while other patients would r‘éceive'organs even théugh their

trénsplants would not be approvéd untill later uﬁder the éPTN’s policies. Accordingly, for polics,' as well
as legal reasdns, the Department has.ad(ied the pfeemption statement to the regulation.
The preceding dis;:‘ussion constitutes a Federalism Assessment, as required by Executive Order.

12612, and we certify. that this rulé was assessed in light 6f the pfincipl’es, criteria, and requirements éf fhat

Order.

IIl.  Economic and Régulatdry Impact

A. Legal Requiréments, , |
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A number of statutes and e;cecﬁtijie orders require us to analyze the ec_ono‘mie»impacts‘ of final
rules. |

Executive Order (E.O.)12866 requires that all regulations reﬂeet consideration of alternatives, of -
costs, ef beneﬁtsé of incentives, of equity, and of available information. Regulations must meet certain
standards, such as avoidiné unnecessary ~fbu:den. Sﬁecial énalysis is required for regulations which are
"significant” Abecause they create eeonomic'effects of $100 million or more; create adverse effects on the
ecoﬂomy, public hee}t_h, or other named eategories; create serious ‘ineensistency with actions of another
- agency; or materially elter the budgetary\ impact of entitlements and other programs or the rights and
‘obligations of fecipients thereof' or raise novel legal or policy issues. B

The Regulatory Flex1b111ty Act reqmres that we analyze regulatlons to determine whether they
create a 31gn1ﬁcant 1mpact ona substantial number of small entities (for purposes of the Act, all not-for-
proﬁt hospltals and all OPOs are catego_nzed as small entmes), and if so to prepare a Regulatery
F 1ex1b111ty Analy51s exploring ways to mltlgate adverse 1mpact

Executive Orders 12875 and 12612 (dealmg, respectlvely, with “Enhancmg the Intergovemmental
Partnersmp” and “Federalism”) requlre that we review regulatlons to determine if they unduly burden |
States, localities, or Indlan tnbes or if they mappropnately mfnnge upon the powers and respon51b111t1es
of States | ‘ o | o |

Sectlon 202 of the Unfunded Mandates Reform Act of 1995 requires that we deterrnme whether
regelatlox_ls may result in the expenditure of $100‘m11110n eithér by State, 1oca1, and tnbal governments, or
| b)} the "pri'vate sector. o | |
The Congressional review proeedure of sectlon 801(a)(2)(A) of title 5 United States Code,

enacted in 1996 requlres that rules w1th an economic effect of $100 mllllon or more or other comparable
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effects be classified as “major™, and that these rules may not take effect until the Congress has hed 6(l days
| to review them. | | | |

| We have delermi‘ned that this rule:will not llave consequentlalf effects on States, local governments,
or tribal govemmenls, because it affects ;ﬁrimarily the operation of p_fivate sector OPTN functions and the
allocation of organs among patients basetl on their medical condition. It will not require an expezlditu_re of
$100 rmllxon or more by the private sector Therefore it does not meet the special consultative |
requirements of the Unfunded Mandates Reform Act We have determined that it will not havea
signiﬁcanf impact on a substantial numberbof small entities, and so eertify under the provisions of the
Regulatory Flexibility Act. .However, because there is slgniﬁcant concern over the effects ef changes in
allocation policies on smaller hospitals; é.nd because we considered as an alternative the possibility of .
imposing ‘qualit)'f stanelarcle on transplant hoepitels, we have 'prepal“ed a volun;ary Regulatory Flexibility
Analysis (RFA). The analysis which folloWs, together with the remainder of this preemble', constitutes an -
RFA. We have also determmed that this is an eoonomlcally s1gmﬁcant” rule under E.O. 12866 anda -
“major” rule for purposes of Congressional review of agency rulemaking. (This rule is also ‘significant”
under E.O. 12866 because it “materially alters’; the rights of recipients--patients--of entitlement and grant
programs)- The analysis that follows tegether with the remainder of this preamble, constitutes a
Regulatory Impact Analysm (RIA) meetmg these requlrements

This combined Regulatory Impact Analysis and Regulatory Flex1b1hty Analysis also serves to
anal’yze the effects of policies ﬁthatv‘we ekpeet to approve under the procedures put in place under this rule,
and that are assessed irl this p,reamble,r including all organ allocation policies lleees'sary to irnplement the
performance goals and indicators that 'we establish. |

At the time of the proposed rule, we stated?"that 1t would be premature to analyze altefllatives‘

 because of the procedural emphasis of the NPRM. We stated that we would analyze comparatively the -
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.‘range of optlcns that we consrdered mcludmg the ex1st1ng 6PTN pohcres based on the comments and

' 1nformatlon we later recelved Subsequent events explamed earher in: thls preamble and the mfonrtatron ’
that we have subsequently. re’ceive'd have' 'made it both‘d'esirable and pcssible to 'analyze dualitatively, and
in paxt to quantlfy the effects of the substantlve non-procedural pohcles promulgated under thrs ﬁnal rule.
‘ We ate far better able to quantlfy the effects of changes in liver allocatlon pohcy than of changes in .

:k “allocation pohcy for other organs However we expect those changes to be quahtatwely smnlar and this

3 ‘ analysrs covers all allocatlon pohcres | ‘ |
B, Effects of Organ Transplantetron N ' B |
ndust_ry Structure and SIZ As 1ndlcated in Table 7 below, covenng selected organs transplantatlon o
serv1ces are a very substanttal set of medrcal procedures although only a very small fractlon of thc tnlhon

7

dollar health care _sector,

: . Table 7 - S
Estlmated Brlled Charges for Transplauts 1996
| Major Organ ) kNo, - ' No. Trans-"- "Average Billed fTotal Program Average _—
o : Programs plants 1996 ‘Chargesper | Billed Charges | Program
1996 ' R Transplant . 1996 ($1000s) | Billed Charges
- - | 1996 (s1000s) | | 1996 ($1000s) |
Kidney" 253 15099 | s94| 1,043,306 L 84,124
Liver - 120 | 4088 $290 | . $1,176,820 $9,807
| Pancreas - 120 1,022 110 | Su2420| $937 |
| Heart 166 242 | $228 | 533976 | 83217
| Lung o 805 $241.  $194005 | . $2,064 |
TOTAL 753 | 19,366 " $3,060,527. *
. PROGRAMS S - ‘
| ToTAL- 281 | 19366 | 1$3,060,527 | $10,892
HOSPITALS - ‘ : o S

-Sources: Data on numbers of programs and hospitals 1996 Annual Report of the OPTN, pagé 20 and C-2. -
~ Data on transplants performed from Facts About Transplantation in the U.S., UNOS, July 23,1997. Data

on billed charges per transplant from “Cost Implications of Human Organ and Tissue Transplantations, an
* Update: 1996,” by Richard H. Hauboldt FS.A, of Milliman &. Robertson page 30, excludmg OPO ‘
'charges K S



. These data show that on avera_ge, transplant programs generate revenues in the miltions of dollars.
Since most transplant Jhospitals operate se\reral progtams, the unduplieated revenue average across the 281 |
transplant hospitals that are OPTN members is about $11 million annually. This includes not just the cost
of the transplant procedure rtself, but also pre- and post-transplant charges such as time in the hospital
waiting for a transplant. Because the sonree of these data uses billed rather than negotiated charges, actual
receipts may be somewhat l'ower than sHown above :

The range of revenues is much broader than these averages convey because the number of
| transplants performed varies so wrdely Table 8 below taken from OP'IN and'Scientific Regrstry data,
shows the dozen highest volume programs for llver transplants performed in 1995 and 1996. These dozen
programs performed one fourth of all liver transplants Taken together the two dozen lowest volume
programs of those that performed transplants in 1996 only performed about 80 transplants, 2 percent of the
total. Among active liver programs, the‘ median program performed abont 30 transplants, Whrle the

average was about 36.
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Table 8

12 of the HigheSt‘ Volume Liver Transplant Programs, 1995-1996

Transplant Program o S 11995 Volume ' | 1996 Volume |
UCLA Hospital Center, Los Angeles, CA . 1230 1245
Presbyterian-University Hospital, Pittsburgh, PA | 209 179

Mount Sinai Medical Center, New York, NY. ~ ~[209 . [180 - ]
Jackson Memorial Hospital, Miami, FL 94 |19
Baylor University Medical Center, Dallas, TX V 140 ’. 118
Uﬁiversity of Chicago Medical Center, Chicago, IL -| 132 130

University of California, San Francisco, CA | 106 100

University of Nebraska’Medicai Center, Omaha, N}»Ek”‘-‘f‘».94 . | 81

Rochester Methodist Hospital, Rbchesié_r,MN 191 - 189

University of Alabama Hospital, Birmingham, AL | 82 86

Shands Teaching Hospital & Clinics, Gainesville, FL | 81 1102
University of Michigan Hospital, Ann Arbor, M |78~ |59

TOTAL = S 1646 | 1,548

Source: 1997 Annual Report of the OP'FN pp- 391-396
Thus transplant volumes, and revenues, a;e highly ske.wed, with the avc;‘agé much higher than the
median.

A: Thg biiling cost data in TaBle‘7 ftj)cué 'pﬁmaﬁly én hospit‘als, an‘d’ dé’not»include pr&:uremf_:nti ‘
charges, \a;rhich average approxima_tély $24,0b0 per m’éjor érgan in 1996, fora tcfal of approximately one;
half biilion dollars per yea‘r'ih,addﬁion t§ the $3 billion spent at transplént hosp‘itals.v Précurement charges’
are paid through organ procurement orgémzat1ons OPOs are by law glven local (in some cases state-wide
| or la.rger) monopohes through a review énd de51gnat10n system admlnlstered dlrectly by the F ederal
government. Currently, there are 63 of them, averaging some $8-million annually in revenues. Most of
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) the revenues of both transplant progremo and OPQS are paiel by Federally fonded health programs,
primarily Medicare and Medicaid, but also Federal Emplo&ees Health Benefits Program (FEHBP),
CHAMPUS, the Uniformed Services and the VA. In total, the government is by far the largest single
péyer for transplantation. |

Included in the data above, but not separately identified, are laboratory costs. These can be very
subs_tantiél, as a wide range of condition-related‘tests are riecessary to monitor patient urgency, and both
donors and recipients must have a broad range of laboratory tests.

The data above also incluoe follow-up charges for one year, but not subsequent follow-up charges

-for immunosuppressive therapy and other costs. These average accordiog to Milliman & Robeﬂson,
about $7,000 for pancreas, $16,000 for k1dneys and between $21, 000 and $29,000 for the other major
organs m 1996. Ad;usted for survxval Mllhman & Roberts estimate the five-year cost of major organ
transplants including follow-up cost; as follows: heaﬂ, $3 17,000; liver, $394,00; kidney, $172,000; lung,
$312,000; and pancreas, $149,000. ' | | |

There are otoer sources of data on these categories of costs, each using somewhat different

, estimating techniques. Their estimates are generally comparable though sometimes lower. We note ihat
such figures do not generally estimate me marginal co(st of trzmsplahtation, after éubtractmg other costs
that would be incurred if fhe patient did not receive an organ. Marginal costs are much lower. In the case
of kidneys, a number of studies ’have estimated that transplantation costs are more than offset by |
reductiono in other medical costs such as dialysis costs.

For purposes of the Regulatory Flex1b1hty Act an entlty is con51dered small” if >it has revenues
below a certain size threshold or operates as a not-for-profit entlty that is not dominant in its field. For

health care prov1ders, such as hospitals, the threshold amount is $5 million in annual revenues. Taking
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into account total hospital revenues and not just transplant revenues, few or no transplant hospitals fall
below this threshold However, the great majonty of these institutions are not-for—proﬁt entities, and -

hence qualify as “small entities” d‘sspite their substantial revenues.

Patient Effects. Table 9 below prdvides dramatic eVidence of the importance both of | increasing organ
donation and of reducing unnecessary deaths while waiting for organs Unhke growth in the waxtmg list,
which in part reflects factors such as earher and more aggressive llstmg, these data on deaths whxle

waiting for organs provxde clear ev1dence of the need for transplantatlon. ‘

Table 9 K
Reported Deaths on the Waiting List
1988-1996
Year , |
Organ 1988 | 1989 | 1990 | 1991- | 1992 | 1993 | 1994 | 1995 1996
| Kidney 739 | 759 | o17| o75| 1052 | 1285| 1361 | 1510 | 1814
Kidney- Y 0 ol 15| e | 7| s6| o
Pancreas . ‘
Pancreas 6| 23| 21| 37| 33| 3| 5| 4| s
Liver | 195| 284| 316| a3s| a9s| se2| es7| 799| 954
Heart | 494 | 518| 612| 779| 780| 763| 724| 769 | 746
Heart-Lung | 61| 77.] 68| 45| 44| 51| ‘48| 28| 48
| Lung 16| 38| so| 139 219 | 252| 286 | 340 385
Intestine ol of .of o o 3| 15| 19| 2
Overall 1,502 1,666 | 1962 | 2,360 | 2,580 | 2,902 | 3,055 | 3,421 | 4,065

Source UNOS web site at http://www.UNOS.org/sta_dolhtm, data as of January 13, 1997
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The approximately 20,000'nnriuai transplants of major o’rga‘ns fall into two broad groups. ‘More
than half are kidneys. In the case of kidneys, dialysis ie an alternative to transptantaﬁon for extended
perlods of time. Therefore, for most patlents transplantatlon is not a matter of immediate survival.

Instead, the beneﬁts of transplantatlon fall largely (though not excluswely) in the domam of improved
quality of life. These 1mprovements can be very substantlal, as phy51cal health while on dialysis is
significantly impaired,. and ‘dialysis imposes majorstresses and substantial inconveniences in carrying out

‘ normal activities. In snm, dialysis sustains life but not well-beiné whereas a transplant can and often does
restore well-being. For other organs, a ‘transpblant 1s in most cases a matter of survival. There are life-
prolonging technoloéies that work for some natients (e.g., left ventricular asstst devices for hearts) but for
most awaiting extrarenal’ orgens, a transplnnt is literally essential to survival. Thus, in round numbers the
annual benefits of organ transplantatlon include about eleven thousand lives vastly 1mproved by kidney
transplantatlon, and another elght thousand hvee both vastly 1mproved and prolonged by transplantatlon of
~ other major organs.

Itis cotnmon, in benefit cost analysis, to use a concept terrned “yalue of é ‘statistica'l life” to
estimate in monetary terms the benefits from lives saved. Estimates of this value can be derived from.
information on the preferences of individuals for reduction in the risk of death, and their willingness to pa}t
for such reducttons. In this case, howeyet,.it is itnportant to .t‘ak‘e‘ into account two major factors that
reduce the usefulness of a statisti(‘:al life as a measure: (a) most organ transplant recipients are much otdef
than averege and hence vgain fewer yeers than would average beneficiaries of other life-saving
interventions, and (b) an organ transplantcarr’ies a substantial risk of either the graft or the patient not
surviving. For example, according to historical data from the 1§9’7 Annual Reportof the OPTN (page 23),

only 62 percent of cadaveric kidney graﬁe survive 5 years, and only 81 percent of these patients survitfe 5
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years (patient survival is suhstah_tially higher because dialysisis usuailv an option_‘ if the organ fails).. Five
year patient survival rates for_livers 72 percent, for hearts 67 perCent, and for lungs 43 percent. As each
year passes, additional patients- die, though at lower rates than in the first vear‘ or two. StJrvival rates have
improved in recent years, but the statistical eXpectation of increased longevity and/or graﬂ survival from a
transplant is on the order of a dozen years (a rough estimate since vve do not yet know what the long-term
experience will become), not the 40 years (half a lifetime) that underlies most estimates of statistical lives.
Using the more conservative concept of a “statistical life-year” saved then the beneﬁt from each year’s
cohort of approx1mately eight thousand non-renal transplant rec1p1ents approx1mates one hundred

thousand life years. In a recent rule-makmg on tobacco HHS estlmated the value of a stat1st1cal hfe-year

at about $116,000 (see Federal Register of August 28, 1996, at page 44576). This was a conservative
‘estimate that would reasonably aoplv to organ transplantation (though a ﬁgure several times'.as high could
equally reasonably be used). Ahpiying the conservative $1 16,000 value to statistical life-years saved by
non-renal organ transplants, the social benefit from each annual cohort of recipients is on the order of $12
billion. (Additional benefits could be calculated for ouallty of life 1mprovements for k1dney re01p1ents )
Thus, whether one cotmts hves saved hfe-years extended or improved quality of llfe and whether or not

expressed as dollars, the social benefits of transplantatlon far exceed the admittedly expensive costs of

transplantation. \

C. Effects of this rule
This rule creates three major effects. F irst, it estahlish’es terms of public oversight and.
accountability for the entire organ transplaritation system, and the OPTN in particular. We believe that

this reform creates major public benefits in the categories of “good government,” preserving public trust
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and conﬁdgnce in organ allocation, and assuring the rule of law. The Secretary does not believe that such
oversight creates any consequential costs. Its benefits are substantial; but intangible. 'They may well lie
pﬁmaﬁly in futurekproblems avoidéd (é. g, reducti;)n in organ dqnation if the public were to .lose
confidence in the fairness of the OPTNTin allocating organs) rétherj’ than in specific current problems

solved.

Second, this rule réquires creation of a system of patient-orientea information on transplz;nt program
| performance. At present, the ﬁndéxncﬁtals of such a system exist through the .eyzﬁ'orts of the OPTN. The
OPTN collécts, validates, and analyzes a great deal of important infoﬁnatibn. It pubiishes, in collaboration
with this Department, a Regon of Center Specific Graft and Patient Sﬁrvivél Rates. This réport consists of
9 volumes and 3,200 pagés, and contains valuable information. Howevef, ﬁom a‘patient perspective it is
not ﬁp-to—date or easy to use. The most recent version was the 1997 report, imt thé data were current only
up through April, 1‘994‘ The primary Iilﬁitations of the Report are that thé survival rélteé are for patients
A transplanted several years earlier and that there is no information regardihg the Wéi,tihg list at individﬁal
transplaﬁt centers. We believe the data sl;ould be moré cun‘ent.‘ In addition, We believe center specific
bwaiting tifnes and numbers and percentages of transplant cente‘r organ turndowns of bi‘ganﬁ for non-medical
reasons ;should be made available to the patients. Finally, versio’ns are needed that are easy to use fqr
patieﬁts, physicians, and families who w1sh to éompare center performance on any or all of these
dimensions. | |

"I‘hird, this rule will improve equity by c;eating pérformance goals against which the‘ OPTN can
reform cyrrént allbcation poiicies. Such g'refonﬁ' has important béneﬁfs--though bencfiﬁs virtually

impossible to quantify--in their own right. We note that “equity” is an important goal under Executive

N

‘ 105



~ Order 12866. Unfortunately; improved equity is an extraordinarily difficult éohcep_t to Quamify. It’is a goai
and és it is achieved, beneﬁts‘accruc to members of sociefy at large, to dohof fmnil‘ies, to transﬁlant‘
candidates, and to transplant recipients. We do haye some measires of additional benefits arising in paﬁ
from improved equity, such as life-years saved, but these are a separatic’ ;:ategory of benefit. We believe
that a system that allocates organs to those most in need in‘accordance with sound medical judgment, but
- with as little regard to geography as reasonable,h has profound benefits quite‘apart from those that are life
" saving.

| Table 10 below summarizes a number of measures of the effects of alternative approaches to

improved equity in organ allocatioh, fl’ér livers. Comparable data are not réadily available for other organs,

“and fora number of reasons liver f]‘anspl‘anté are pérticularly s;.lsgeﬁtible to improvement (hearts, for
“example, are already shared regionaily and l;idr;ey ;‘)atients:havev dialysis éptions); However, these liver

data suggest the kinds of improvements that can be made for other organs.
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» Table 10
Summary of Measures of Alternative Approaches to Liver Allocation

1996 Policy { Allocation Inpatient First - | National
' Committee '
Percent Transplanted by
Hospitalization: —
Inpatient 59% | 73% | 96% 97%
Outpatient 41% 27% 4% 3%
Share of Organs: 7
Local | 8% | - 4w | 38% 20%
Regional 18% 28% 31% 6%
National 4% 2% 31% | - 74%
Number Transplants:
Initial ' 10,992 10,998 10,451 10,231
Repeat 1,663 , 1,659 ' 2,189 2,425
Total 12,655 12,657 T 12,640 12,656
Number on Waiting List at 1'1,534 : - 11,788 . | 12,729 , 13,050
End: : :
One Year Survival Rate: 0% - - 81%. o 76% 1%
Deaths:
Pre-transplant ' 3,704 3,599 - 3,168 2,963
Post-transplant ; 2,539 2,555 2,967 | 3,144
Total | 6243 | 6,154 6,135 6,107
Life-years:
Pre-transplant 26,600 27,193 29,443 29,915
Post-transplant | 2472 24,840 22,759 21,765
Total S - s1312 52,033 52,202 51,680

Source: These estimates all come from modeling runs created by the Pritsker Corporation for the OPTN: Most of those results
were included in information provided at OPTN Board of Directors meetings. All data cover a three year period, and are not
annual estimates. Actual data for'1996 do not necessarily agree with these modeling estimates, which apply to future years.
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These data show, in broad outline, the effects of several alternative policies for liver allocation. We
emphasize thar none of the alternatives ‘m"odele_d included the effects of improved listing and status
standards, and for thét arld other reasons discussed below, these results cannot be taken as precise

predictions of the effects of changes. |

These data also omit a large number of alternative policies that have been modeled, in the interest of
economy of presentétio‘n. Oof parncular interest are a set of policies that deal wnh a fgrnily of eptions that
have been termed “time and distance wéighteri.” This family of options‘ seer{s to mihrmize transportation of
organs while achieving equity based on rnedieal urgency and waiting time. In effeet, organs are transported

long distances only wherr there is no alternative for Iratients with high priority. Organs are kept locally
when only very small differences in pétierrt. benefit could be achieved by regional or national transportation.
Depending on the precise weights..given fo medical statusr, waiting time, arld distance, ineqtrities dueto
waiting time disparities can be greatly reduced. (S‘ee testimony of Dr. John P. Roberts of the Univereir)r of
California, San Francisco, presented at _the public hearing zrnd twe ietters from Dr. Roberts included as -
Exhibit L in rhe Liver and Intestinal Organ Tranéplant:ition Committee Report presented to the OPTN
Board of Directors for its meeting on June 25, 14‘997);

| "‘ In Table 10, some of the most studiedr optiorls are ﬁresented.' These options focus ‘increasingly on
broader geographical sharing, and on 'gr;ea,ter relianee_dn medical urgency,’from left to right. The first

~ column simply presents the predicted results of 1996 policy. The “Allocation Co'mmittee”vcolumn shews
the results of an option reviewed .and‘ sﬁbsequently rejected By the OPTN Board in 1996, thet would have
allocated organs to Status 1 (most trgent) parients across regions comprising 20 percent of the eligible
hospitalized patients. Other patients would have received either a slightly improved or no chance at organs
from out Qf the local area. Thus, this represents a very modest change towards regiorxal sharing from

current policy. The third column, “Inpatienr First”, shows the results of an option thét_ would have allocated
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organs' first nationally to hospitalized .patients, and only then to Status 3 patients.. The “National” column
: shows the’ results of an opuon proposed by the University of Plttsburgh Medlcal Center that would have
allocated organs by status, primarily on a national basis, from most to least urgent (even the “National”
proposal preserved a substantial role for local allo'cation,'by allocating first to a local patient in Status 1,
then nationally, then to a local patient in Status 2, then nationally, etc.). -

One very striking result is that even a modest poiiéy change eah very substantiaily change the kinds
and places of patients receiving organs. The Allocation Committee option decreases the share of livers
allocated to non-hospitalized patients (Sfatué 3 and 45 from 41 percent to 27 percent, and decreases the |
number of organs shared locally from 78 ‘pereem to 44 percent.

Taking the remainder of the rows in order, broader sharing has no cohsequential effect on the
number of transplants but raises the number of repeat transplants, thereby reducmg the number of .
mdfwduals trensplanted This 1e 5 eoneeéuence of transplantmg very sick patlents who are more hkely to
reject an organ graft after transplant_ahom The number on the waiting list rises when organs go first to
more Aurgenvt patients. This is both a good and bad outcome--longer waiting is “bad” but not if the
alternative for other patients is death. Smival ré.tes decrease with a priority to the moet urgent because the
most urgent patients tend to have more advanced disease and additional co-morbidities (as discussed below,
‘we do not “oelieve that cuf‘reni simulation results accurately measufe likely survival rates). However, as
shown in the estimate of deaths, the net eﬁ‘ect of these changes is to reduce premature death, despite the
decrease in survival rates. Of impoﬁance is that the net total change in deaths masks a very pronouﬁced
difference in direction for deaths pre-traﬁsplent (whieh are substantially reduced), and deaths pest-
transplant (which in the Pritsker model~ir;crease almost enough to offset pre-transplant li;\zes saved--but see
discussion below of the CONSAD model). Life-years exhibit a similar pattern to deaths, but are arguably a

better measure of real effects. Overa longer period of years, the total number of people dymg under all
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options will approach equality--buf only if there is no increase in transplant .sﬁrvival rates through medical
progress. But a iife-year livedis ﬁev‘er “lost” and represents an unémbigudus g'éi’n for the patie;lts who B
benefit. Unfortunately, the post-transplént lifé-years increase very little orv decféase under broader shéring
(as estiméted by Pritsker), whereas the years on the waiting list, not dying but not well, increa‘se
dramatically; |

As shown both in the Pritéker results and in the CONSAD results prevse;l‘ted' below, no organ |
. allocation gains are free. Taking as an ciample deaths under aANational policy, the Pritsker model
estimates that over a threé year period some 700 fewer people v?ould die pre-transplant, and sofne 600 more
people would die post-transplant. These are changes of one-fifth or more in the number dying .in each
group.‘Bo_th costs and benefits are ve)ry”high, thus reduéing tﬁe net benefit subkstantiaylly.

The CONSAD model prodﬁces generally' similar results, but shows a distinct difference in the

inagnitude of deaths and 1ife-years (as shown in Table 11):
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Table 11 ‘
Numbers of Pre- and Post-Transplant Deaths and Life Years
Under Alternative Liver Allocation Policies

| 1996 Policy Allocation | Inpatient First | National
- | Committee ‘ : :

Deaths: ; ‘
Pretransplant | 4,571 4,394 4,060 4216
Post-transplant | 2,468 | 2,487 274 2,527
Total 109 |esst 6,794 6743
Life-years: ‘ ’
Pretransplant | 15,093 . | 17,837 19,580 18,683
Post-transplant | 38,107 138096 35,537 | 36465
Total 51,200 53,933 155,117 55,148

Source: CONSAD model run dated March 24, 1997,

As shown, un?ier the CONSAD model the net life saving and life-yéar saving effect§ of broader
sharing are much more pronounced, as well as more favorable to post-transplant experience. CONSAD
shows National allocation preventing a net of efer 360 déa’d{s and saving a net of almost 4,000 life-years,
in contrast to Pritsker’s estimate of about 140 deaths aﬁd about 400 life-years (though 900 life-years for
Inpatient First). Tﬁese are not small differences. Under the Pritsker model, deaths would decrease, and
life-years would rise, only about 2 percent from current levels under the mbst favorable result for broader
sharing. Under the CONSAD model, deéths would deéreaée aboﬁt 4 percent and life-years would rise
- about 8 percent. Realistically, in view of the modéling issueé discussed below, a 2 percent difference may
_represent less than the possible error in the modei, though an 8 percent difference is much more roEust--if

the model parameters and assumptions are accurate. But even the CONSAD results indicate that improved
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allocation policies have at best a limited potential to irﬁpréve outcomes. In bontrast,'impmved organ
donation represents an ﬁnainbiguo‘us a'nd,pot'entiélly much larger gaini : |

There are known differeﬁces in model assumptions aﬁd approécheé that illﬁstraté ihe strengths and
weakness of both efforts. The Pﬁtsker model resultg “throw away” the first of the four yeéfé modeled, to
show more clearly the 'Iong-,term rather than transitional effect of change. In contrast, the CONSAD model
cun'xul‘ate;the results‘ of yegrs one, tWo, and three, rather than two, three; énd four. 'Sin;:é many life-years
and deaths occur in the transition year, totals vary for this reason. Second, the Pritsker inodcl assumes that
all transplant pfograins operate at the same effectiVeneés as in the early 1990's, all through the modeling
years. The CONSAD model, in contrast, assurﬁes a slow but steady,‘increase in transplant program
perfoﬁnénce and patient survival. “This assufﬁpt_ion naturéﬁy resﬁits in fewer déaths and more life-yéars
gained in CONSAD runs, differentially ip favor of tho’se' '}vho would othenvis;e die but could now eipecf to
survive. | |

One difﬁculty shared by both m.odels is that the OPTN ‘has hot released current data on transplant
outcomes. Thus, thesé modeling résults rely on daté ceﬁteriqg around 1990 ahd 19§1 (including several |
years before and after) rather than on thejlatést o.ﬁtcome‘ data. Bgcau,se current graft andvpatAient survival
rates are‘lr(nown to be higher, this makes certain éufputs, particuiarly graft su;vi}}él rates, déaths, ana life-
years, inaqcuraté. CONSAD attempts tojgstifnate recent progress, but this is not a complete 'substifute‘for
better baseline data. | Vk |

Showing the irﬁportancé of progress over time, UNOS data show that between 1990 and 1995, one
year patient survival for liver transplant recipients iﬁcréased from 83 to 87 perc'ent".

| Neither model comkpletcly’ captur;:s é \‘/arie"ty of real wofld nﬁances. For example, under current

policies survival rates for the sickest patients who receive organs from outside their local area may be

t
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influenced adversely by the sometimes lower quality of the organs they receive that have been turned down
elsewhere. But no hard data exist, and neither‘modet attempts to estimate such an effect. Neither model
attempts to deal witha hypothetical breaktlxrough in technology. Neitner model deérls witn the “friction”
involved in transporting organs over broader geographic areas (although they do produce estimates of

~ increased organ travel); botlt assume no \;vastage er reduced graft survivel results. None of these
differences or commonalities imply a fatal veea'kness in either or both of these models, but sfmply a
recognition that simulation modeling is by its very nature a partial and incomplete attempt to predict results
with any number of assumptions potentielly affecting outcomes.

From the Department’s perspecttve, what is most important about these modeling results is that
despite the somewhat different interests of their Sponsors and the potential bias that might‘result and the
1nfant efforts that they represent, these two independent efforts agree almost completely on the qualitative
effects to be expected from changes in allecatmn policies, and substantlally on the magnitudes involved as
well.

- More complex to display are measures that capture likely effects of irnproved policies on disparities
in waiting times. As discussed earlier in this preamble, program-specific, area-speciﬁc? and region-speciﬁci
results look very different, because aggregation masks disparities. However, even regional differences are
substantial. Table 12:below fotllo‘ws showe the disparities under the 1996 policy, the Allocation Committee
(regional) proposal, the Inpatient First proposal, and the.Natienal (local first, then national) propesal, .as‘

measured in average ddys waiting for a liver transplant:
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Table 12
Analysis Average Days Waiting for a Liver Transplant
under Alternative Liver Allocation Polices

OPTN Region 1996 Péﬁcy ‘ Allocati(m ‘ Inpatient First | National
. . Committee
Regionl | 102 3] e 10|
. | Region2 . 126 - 120 o121 124
" Region 3 | 70 | 81 109
Region 4 ol 91 | 100 | 113
Region 5 TS SRTE 9| o e
Region 6 s6| 107 94 107
Region 7 s ms| 108 10 |
Region 8 o 16| . 106 122
Region 9 me| e 07| s
Region 10 sl o2 | 3] 110
Region 11 0 o ' 88 123
Standard 3224 . 17.93 1155 6.81
Deviation

Source: CONSAD model run dated March 24, 1997.

' In this table, the standard deviation entry measures the extent to which regional averages differ.
The standafd. deviation is a statistical measaling topi. In this context, it means that unde; the current
system about t\vo;thirds of the -fegions a‘rewithjn 32.24 days of the ave"r?age(both longer and shorter), and
the remaining one-third are more thanthat(many days 1,0r.1gervor shorter than the average. As these results
sho;v, even modest geographic sharing based on a proxy for medical need greatly reduces disparities, in
waiting time, frofn a standard deviation of 32.24 days under current i)olicy to as few as 6.81 days under a
natioaal system of distribution. (Of course, as discussed: erevioﬁsly, curreat rﬁeasures of waiting ltime

i
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.disparities are weak because the 1a<;k of listing standards does not create uniform, sfatus-related measures
‘that would be truly fair as tie-breaking criteria.)

"Another dimension of improved e;quity arises from reducing the role of ethically irrelevant
characteristics such as race or insurance coverage in organ allocétion. We already know, from prior
studieg, that racial minorities--pm'ticﬁlarly Afn'cah Americans--may not benefit to the extent that their
medical need warranté. In the final rule, as noted previously, we have taéked the OPTN to develop ;;olicies
to reduce socio-economic inequities. No data from the modeling efforts or other sources enable us to
predict precise éffects, ev’én if the full potential of éuch policies were clear. However, to the extent that
improved allocation policies reduce the ability of patients; payers, or physicians to “game” the system, it
will necessarily benefit the more disadvantaged péticnts.

The performance goals created b}} this rule do not directly mandate any of the allocation options just
discussed. Instead, wé require the OPTN to créﬁ new policies that achieve those goals. To the extent that
the modeling results capture our expectaﬁons, we expect those reformed policies to shm;{ results much
more similar to the rightrnosf two columns in taBleé abové than to the leftmost two éc;lumns. éut néitﬁer
precise policy nor expected results have ‘been'mc'»deled yet. And neither modeling effort purports to
measure directly equity; except insofar as reduced dispariﬁes in waiting time in status capturé this g;)al.

One final effect of the Depar;ment’s overall initiative is extremely important, though not
attributable to this regulation. Incre.ases‘in organ donation-are an uﬁambiguous geneﬁt. If’, as seems
possible, the package of initiatives proposed by the Departmeht could increase organ ’donativon by 20
percent or more, the benefits in lives saved and life-years increased would both dwarf the estimates of these

effects as calculated by the simulation models. Increased donation would also reduce waiting times.
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