However, it would not necessarily reduce disﬁmities in waiting times, Only more equitable organ sharing

policies can directly reduce such disparities.

| D.VAl‘ternatives Considered -
Throughout th'rs preamble, we have presented and analyzed’ alternatives that the Department
considered. Many of those selectéd have an importence mlrelated to regixlat‘ory. impact as such, or have
little or no economic effect. There were, hoWever, two broad stre’regic options.that ‘we elected not to pﬁrsué
 at this tinre. | |
First, we could have requiredi volumeor perfonnance standards for transplant programs. The - |
“possibility of such starxclards was presented et the puhlic hearirigs, even though we had never propos'ed '
specific standards for considera_tion. A great cleal of 'research evidence cﬁrists on differences among
transplant programs in sorvival rates (the most comnron rrreasure'), and on how volume correlates wrth :
those rates. Nonetheless, we rejeeted that approaeh for a number of reasons. There are a number of
techmcal problems with such standards that could have been overcome to varying degrees For example, a
volume standard would require an exception for' new programs during a transition period or it would
’forerzer prechlde new programs either in the many areas of the courrtry that do not have such prograrns or
- to compete wrth established programs where those now exist. More difficult to solve, a quahty standard
would have to deal with the variance mtroduced by small programs For example, assummg a partrcular
" program had a “true” performance rate of 50 percent for a partrcular procedure, and performed the first four
' procedures with two successes end two failures, the fifth prooedure would result either ina60 percent or 40
- percent cumnulative rate, making it look very moch better .or worse than its true performahee.‘. Two or three

favorable or unfavorable results in a row would not be statistically unusual. Lucky or unlucky runs that
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would substantially affect potential errér in apparent vefsus “real;’ resﬁlfs are likel& in séme low volume
ﬁansplant programs. Further; the need to “éésé mix a.dj'ust”Aadd's Signiﬁcént compléxity, and more( '
variance. Yet another problem anses because standérds imply “pass-fail"’ rates which do not necessarily
push better programs to even higher performance. And still another arises because a siandard sef today may
be obsolete a year from now as performance :geﬁerally improves. Not unimportantly, virtually the
consensus view of the testimony on this subject at our public héaringé opposed volume and even quality
standards, and favored more and better information. Using better information, patients and physicians can '
and will reward better transplant programs by their choices, and exert pressure on all hospitals to improve.
For these and other reasons, we elected to require }nstead ‘improved information on transplant prograﬁn |
perfonnanéc. We believe thz;t better‘ informétion can equal or exceed the ber;eﬁts of “pass-fail” standards
without their poteﬁtially arbi&ad and disruptive effcété. :
N;)thing in this »volu'me/;;ualify éositioﬁ related td fninimum volume is intended to discourage large:
payers and prudent purchasers from setting their own standards. There is a big difference between a single
v national standard that every program must meet or be terminated, and elective payer standards. We
_encourage payers to explorel and set such standa.rds, which can éven focus on levels‘of excellence that could
not reasonably be set as nationally uniform minimum levels. We also expect tﬁe OPTN to explore setting
standards of excellence, and to continﬁe bﬁfh fesearch and modeling on such standards. s
A second setv éf strategic optioné ré\;olved around ﬂle possibility of imposing directly, ét this time,
specific allocation standard's focusing on géograpilic equity. Such options would have thé advantage of
reducing known inequities, and céuld rest substantially on the very competént work already performed both‘
by the OPTN itself and other entities. For éxample, without any change in medical criteria, an “inpatient

first” allocation policy could be introduced for liver allocation. A “time and distance weighted” allocation
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policy, with high weight given to health status; could also greatly improve equity without ihcreasing,
average travel times for donor livers as much as other options (see Table 13).
Table 13

Estimated Average Miles Transported of Donated leers
Under Alternatlve leer Allocation Policies:

| Option for Liver Allocation Average Distance in Miles
1996 Policy E ~ 161
National Sharing | o 1,072
| Time and Dlstance Proposal k 242

Source: CONSAD Modeling run provided to Dr. John Roberts December 11, 1996.
This particular Time and Distance Proposal gives only medium weight to health status
directly but substantial weight to waltmg time, which is correlated.

We have not adopted this family of options beeausewe believe that the performance goal approach
we have crafted is likely to produce superior results qLiiekly and meintain ite :elevanee as technology ,
ehanges, \”J‘ith the: cooperatio.xi“ef the OPTN in'bringing it‘s’expert”ise to bear, there is no reason why
pelicies better than any yet preposed ceneot be develoeed. Iﬁ thls regard, improved listing criteria and
medical status criteria wiH both reduce the need for broader s}‘lering.and ‘increatse’the professienal trust
and confidence needed t0‘meke that shéﬁhg onrk. Not only can most transplant programs expect to gain
as many organs for their patients as they lose, but their own most urgent cases will benefit.

A« third option weuld have been fo take no action,at this time as urged by some. Under this option
we would defer absolutely to the OPTN’s Judgment in the operatlon of the network. We rejected it fora
number of reasons. These include the demonstrated need for 1mpr0vements in the equltable allocation of
organs, the Secretary’s vital oversight ro_le, and the need for a system to carry out the Department’s legal
obligations, including decisions on What'bipding standards will be used to determine whether hospitals

. can participate in the Medicare and Medicaid programs.
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E. Effects on Transplant Programs |

A great deal of fear and concern was ev1denced at the pubhc heanng over effects on transplant
programs, partlcularly smaller programs, if broader sharing were to occur.- Many witnesses feared the
possibility that patients would select, and organs follow to, the largest programs (some of these
witnesses asserted, andlothe‘rs denied, that the largest programs had the best outcomes). The Department
believes that sucl1 fears are éxagéeratéd, for many reasons. Perhaps most important of these is that any
such effects will depend on the pohc1es that the OPTN itself will devise. We expect that the OPTN can
1dent1fy p011c1es that achieve equlty and medlcal goals for patients without harming medical care
1nst1tut10ns.

vIn the discussion that fdllows, we note again that the majority of transplantvhospitals are “small
‘entmes under the Regulatory Flex1b1hty Act sxmply by virtue of their non-profit status, and that there is
no known ccrrelatlon of size of transplant program w1th size of parent 1nst1tut10n (beyond the fact that
most small ho_sp1tals do not conduct transplant programs at all).

For the most part, the smaller trans'plant programs already compéte directly with larger programs,
even within the “local first” allocation schemas, or have the only program in their metropolitan area. As
shown selectively in Table l4ﬁbelo’w (covering one-fourth of the States in alphabetical order), and
graphically on the map below, the appnnximately 112 liver transplantprograms active in 1995 were
concentrated in a far smaller number of cities. In fa;:t, aboul a deien States had no liver transplantation

program at all.
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‘Table 14
Number of Small, Medium and Large Volume Liver Programs in Selected States

State | City | No. Small No. Medium No. Large | Total
| : - : (<12 | (12-38) (35>)
AL | Birmingham o 0 ) |1
AK | None in Alaska o o 0
AR | None in Arkansas o 0 1o 0
AZ | Phoenix - 1 0 |0 1
Tucson . _ 0 1 0 1
CA | Los Angele.sarea . 1 12 2 5
Sacramento 1 0 0 11
San Diego area 0 2 0 2.
_San Francisco Bay area 0 0 3 3
CO | Denver 2 0 1 3
CT | Hartford . I o lo 1
New Haven 0 . ‘ 1 |10 1
DC Washington area : l | 0 1 | 2
FL | Gainesville | |0 0 1 1
Miami o 0 S Y
GA | Atlanta 1 0 1 i 2
HI Honolulu |1 0 0 1
IL Chicago . '0 2 | 2 4
IN Indianapolis = - . - 0 1 1 ‘ 2
Total | 17 Cities =~ o 9 9 . 14 32

Source: OPTN and Scientific Registry data supplied to the Department, through 1995, dated March 1,
1996. ' - ' : L

These 13 States and 17 metropolitan areas contain 32 liver traﬁsplaht programs (the hundreds of

remaining metropolitan areas, smaller cities, and rural areas in these States have no local transplant

programs--_their patients must travel). Of the nine small (fewer than 12 transplants annually) programs, - -

“
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- four have no local comp;:titors. These four have effective i'ocal mont)polies for those patients
(undoubtedly a majority) who would prefer local transplantation if given a choice. The five with
competitors are already surviving strong c@mpetition in theif own health market. Thus, with or without l
changes in allocation policy that favoi' bfoader sharing, these trax;splant hospitals have substantial
advantages or a demonstrated capacity to w1thstand competition for patienté. |

The map below shéWs the pattern of choice for the entire nation, grouping all transplant hospitals

into small and medium (less than 35 transplants) or largé (35 or more transplants). It shows that most
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transplant hospitals already share cities or are located in closely adjacent cities.
Another potential concern arises from the fact that on average, smaller transplant hospitals serve
relatively less sick patients and larger transplant hospitals tend to handle more hospitalized patients

(Status 1 and 2) (there are numerous éxdeptions to these average tendencies). If nothing else changed
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but the relative ability of the sickest patients to obtain organs, smaller transplant hospitals would be
expected to lose transplant volume. One of the modeling firms, CONSAD, addressed this issue. As

summarized in Table 15, its modeling shows the following percentage shares of patients traﬁsplanted at

medium and large transplant hospitals under the alternative policies modeled, assuming no behavioral

responses by the programs.

Table 15
Liver Transplants 1996 Policy Allocation Inpatient First National
. Committee
Large programs (>35) 40% 45% 51% 5%
Medium programs (12-34) 37% - 34% 30% ‘ 30%
Smaller pfograms <12y 24% O 21% | 19% 18%

Source: CONSAD modeling run, dated March 24, 1997

This result assumes that programs ciontinue' theif curreﬁt policies as to which patientsA they tend to
transplant, €.g., that smaller transplant hospitals do not more aggressively seek to retain the §ickest
patients. That seems extremely unl'ikgly.l Why would a program that is worried about voluﬁle not
change it._s practices to improve its volume? But-even in this “worst” case for smaller centers, they still
perforrh 18 percent of total liver transplantation, and the medium programs still perform 30 percent of
total liver transplantation‘ I"ér more likely, “threatened” prograrﬁs will strengthen thefr programs and
aftract as many or more patients than they do at this time.

Finally, all of these computer siﬁmlétions assume that the number of available organs remains
unchanged. We believe that impro?ed use of OPOs in identifying caﬁdidates for donation and in
contacting families of potential donors't(é request permission can alone sigﬁiﬁcantly improve Orgéh
supply. Data suggest that the Pennsylvania mandatory referral program has increased By about 40
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percent the number of orgaﬁ donors. The other actions that the Department will take can also have .
| significant effec;cs in increasing donation. Thus, it is quite likely that t:ansplént programs of all siz'es will
see volume increases from the entire package of reforms. Our expectation that on average doﬁati_ons can
be raised by about 20%’ éver two years would allow all centers to increase the number of patients they
; ’tranvsplant. |
In sun*;, nothing in the available data'nor reasonable expectations as to future .buginess strategies by1 ,
transplantation programs suggest either that smaller transplant hospitals will be driven out of business or
that patients in cities served by smaller ceﬁters will be deprived of local service. However, the
Department will monitor and review OPTN practices and policies as to their potehtial impacts on -

transplant institutions. - |

Iv. Paperwork'Reducﬁo‘n Act of 1995

~ This final rule contair;s infonnation‘cbllectiohs which have been approved by the Office of
Management and Budget (OMB) under the Paperwork Reduction Act of 1995 and assigned controi]
‘number 0915-0184 with an expiration dé'tc June 30, 1998. In addition, there are reporting and disclosure
requirements that have not yet been approved (és noted in the tablﬁc). The title, description, and
respondent description of él_l information mllecfions are shown below with an.@stirﬁa;te of the annual A
reporting and record keepiﬁg burden. Inéludéd in the estimate is the time for reviewing instructioné,
searching existing data sburces, gatheriné and maintaihing the data needed, and completing and
reviewing ihe collection of infonnation. f

Title: Organ Procurement and Transplantation Network.
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‘Description: Information will be collécted from transplant hospitals, organ procurement
organizations, and histocompatibility laboratories for the purpose of &matchihg donor organs with-
potential recipients, monitoring compliance of member organizations with system rules, conducting

statistical analyses, and developing policies relating to organ procurement and transplantation.

The practicai utility of the data collc:(:tibn is further enhanced by requirements that the OPTN must
- report a ﬁrariety of data to the Secretary, ixjcludirig data oh performance bylorgan and étatué category,
including program-specific data, OPO Spécifl;: data, data by program size, and data aggregated by organ
i)rocurenient area, OPTN region, the nation as a whole, and other geographic areas (§ 121.8(a)(4)(iv)).

' The OPTN must also transmit proposed allocation policies and performance indicators which will be
used to assess the likely effects of policy changes and to ensure that the proposed policies are consistent
with these rules. &

The OPTN and Scientiﬁc Regisﬁ'y must make available to the pubiic timely and accurate

information the performance of transplant prégraihs, and must respond to requests from the public for
data needed for bona fide research or anél‘)isis purp,oséé orto aséess the performance of the OPTN or

Scientific Registry, to assess individual transplant programs, or for,other pufposes (§ 121.11(b)(1)(C)).

The OPTN must provide to each member OPO and transplant hospital the plans and procedures for
reviewing applic’:ations and for monitoring compliance with these rules and OPTN policies. The OPTN
must also report to the Secretary on OPOs and transi;l_aht hospitals that may not be in compliance with

these rules or OPTN policies, and on their progress toward compliance,
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The OPTN and Scientific Registry are required to maintain and manage the information on

candidates, donors, and recipients.
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Description of Respondents: Ndn—proﬁt institutions and small organizations.

ESTIMATED ANNUAL REP(jRTIN G AND RECORD KEEPING BURDEN:

Section . Annual

127

Activity Annual Average Annual
‘ Number Frequency  Burden Burden
of Re- Per Hours
spondents  ‘Response
121.3(c)(2) OPTN membership
application
requirements for
OPOs, hospitals,
histo- 30 [Hr* 40 1,200
compatibility
~laboratories
121.6(c)**  Submitting
(Reporting)  criteria for
- organ accept. 900 1 0.1 90
121.6(c)**  Sending criteria o
(Disclosure) to OPOs 900 1 0.1 - 90
121.7(b)(4)  Reasons for
" refusal 900 38 0.1 - 3,400
' 121.7(e)* Transplant to
prevent organ
wastage 900 5 0.1 42
- 121.9(b) Certification
application
requirements
for transplant ,
programs 10 J*** 2.0 20
121.11(b)(2)* Transplant -
candidate o :
registration 900 33 0.1 3,000 .
121.11(b)(2)* Donor registra- . o g :
tion 63 159 - 0.2 2,000



 121.11(b)(2)* Potential

Recipint 63 476 0.1 3,000
121.11(b)(2)* Donor Histocom- | L o - :
" patability 56 143 0.1 800
121.11(b)(2)* Transplant
- Recipient j ‘ o : R
, Histocom 56 321 - 0.1 © 1,800
121.11(b)(2)* Transplant
Recipient I ‘ -
Registration 900 ° 23 . 025 . 5250
121.11(b)(2)* Transplant
Recipient . .
Follow-up 900 =~ 128 - 02 23,000

Total ' - 1,059 - A : - 43,692

N

* The data collection forms for these activities have been approved by the Office of Management and
Budget under the Paperwork Reduction Act (OMB No. 0915-0157).

** These requirements have been submitted for OMB approval. These requirements will not be
effective until the Department obtains OMB approval. :

*#*Current members of the OPTN and currently certified transplant programs will not have to re-apply |

for membership and certification following promulgation of the new regulation. Only new apphcants
\mll be required to apply, one time.

The final rules alsé require OPOs and transplant hospitals to maintéin fecords, as fbliows:
§¢c_tidn « Reguiremeht , ;
12 1.7(b)4) Documentation of reason for refusal
121.7(c)2)  Documentation of suitability tests -

121.1 1(5)(2) Maintain records on organ donors and recipients
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Accordlng to staff of OPOS and transplant hospltals such record keepmg is mtegral to the :

' operatlon of these faclhtles Therefore these record keepmg requlrements impose no. add1tlona1 burden |
In compliance with the reqmrement for opportumty for pubhc comment on proposed data collection
projects V(section 3506(c)(2)(A) of Tiﬂe 4{¥i United States Code, as amended by the I;aperwork Reduction

| Act of 1995, Public haw 104-13),Qcomn1entsare invited on~f<(a) whether the A,prop‘osed collection of
1nformat1on is necessary for the proper perfonnance of the functlons of the agency, 1nclud1ng whether
the 1nformat10n shall have practical utlhty; (b) the accuracy of the agency s estlmate of the burden of the
proposed collectlon of mformatlon, (c) ways to enhance the quality, utlhty, and clarlty of the information
to be collected; and (d) ways to minimize the burden of the collectlon of information on respondents,

including the use of automated collection techniques or other forms of information technology.

- Written comments and recommendatlons ooncermng the proposed information collection should be sent
to: Patricia Royston HRSA Reports Clearance Ofﬁcer Room 14-36, Parklawn Building, 5600 Flshers
Lane, Rockwlle MD, 20857 Comments should be recelved wrthm 60 days after pubhcatlon of thlS . |

document in the Federal Register.

List of Subjects in 42 CFR Part 121

* Organs-human, Organ procurement and transplantation network, Organ transplantation, Hospitals.
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REGULATION TEXT

Accordingly, 42 CFR Part 121 is added to Subchapter K to read as fqllows:
Part 121-Organ Proéufement an& Transplantaﬁon Network | o
Sec. |
121.1 Applicability.
| 1212 Definitions.
| 1217.3 The OPTN.
121.4 OPTN i’oli'cies; >Secretariaereview and Appeals. |
121.5 Listing ;‘equireinehts. o |
121.6 Organ procurement.
121.7 Identiﬁcatioﬁ of orgén recipiéht; .
121.8 Allocation of organs. |
| lZi 9 Designated transplant program requiren;t;nts. N
121.10 Révieﬁs, evaluation, and enforcémgnt. 5
121.11 Record hlaintenance and reporting requiremeﬁts.;‘*»'w.e::‘«; ,

121.12 Preemption.



Authority: Sections 215, 371- 376 of the Public Health Service Act (42 U.S.C. 216, 273-274d);
Sections 1102, 1106, 1138 and 1872 of the Social Security Act (42 U.S.C. 1302, 1306, 1320b-8

- and 1395ii).

- § 121.1 Applicability.

| (a) The provisions of this part apply to the oberation of the Organ Procurement and

Trans_planfation Network (OPTN) and to ihe Scientific Registry. |
(b) In accordance with Section 1138 of the Social Security Act, hospitals in which organ i

,transplants are performed and which participéte in the prograrns under titles XVIII or XIX of that

Act, and organ procurement organizations designated under Section 1 138(b)(1)(F) of the Social

Security Act, are subject to the requirements of this part.

§ 1212 Definitions. -
As used in this part- |

"Act" means the Public Health Sérvicé Act, as axnendéd~.'

"Designated transplant -progra.m" meané a transplant program that has been found to meet
the requirements of § ‘121..9. ‘ x‘

“Family member” means a famin mernbef of a transplant candidate, transplant recipiént,
or organ donor. |

“National list" means the OPTN computer-based list of transplant candidates nationwide.

\

"OPTN computer match program" means a set of computer-based instructions which

compares data on a cadaveric organ donor with data on transplant candidates on the national list



and ranks the candidates according to OPTN policies to determine the priority for allocating the
~ donor organ(s). | | | |

"VO'rga'nf" means a human kidney, ii#er, hearf, hing,A or pancreas‘,.and:for. purposes of the
Scientific Registry, the term also includes bone miarrow.

"Orgén donor" means a human being who is the source of an o’rganl for ﬁansplmtatidn
into another human being.

"Organ' procurement orgax;ization'é or "OPO" means an entity sé,designated by the -
Secretary under Section 1138(b) of the Social Security Act.

"Organ procurement and traxlsplaﬁtafion nétwo;k" or "OPTN" means the network -
estabiished i)ursuant to Section 372 of the Act. |

"Potential transplant recipient" or "pdtential recipient” means a transplant candidate who
has been rax_iked by the OPTN computer match prégram as the person to whom an organ from a
specific cadayéric organ-donor is to bé offéred.

- "Scienﬁﬁc Registry" means the regisiry of information on traqu‘lant recipients
established pu:suaﬁt to Section 373 of the; Aci.
| “Sec;e’tary“ means the Secréiary of Health and Human Services and any official of the

Department-of Health and Human Servicés to whom the authority involved has been delegated.

."Transplg’niticandidate"‘ means an i'nc'iividua}.who has been'id@tiﬁéd as médicélly suited
to benefit frorh‘ an 'organ transplant and has been placed on the natidna;l list by the in;lividual's
‘transplant program.

"Transplant hospital" means a hdspital in which‘ organ transplants are performed.



"Transplant physicién" means a physician who proVides non-surgical care and treatment |
to transplant patients beforé and after transplant. | |

"Traﬁsplant progfam" means a component within a transplant hospital which prqvides
transplantation of a particulaf type of organ. |

"Transplant recipient" means a pergon who has reéeived an organ transplant.

"Transplant surgeon" means a bhysician who provides surgical Vca,re and treatment to

transplant recipients.

§ 121.3 The OPTN

(a) Composition of the Board -

(1) The OPTN shall establish a Board of Dire,c,tvors of whatever size thé OPTN
determines appropriate, provided that it includes at least the following members:
(i) six membersk represépting the fo_iloWing categories (fwo meinBefs from each category):
(A) trahsplant coordinators;
(B) organ procurement organization;s;
© histocompatibﬂity experts;
.. (ii) eight individuals representing tr;nsplant candidates, transplant recipients, organ R
donors, and family members;
(iii) ten membersv from the following categories (two membc;,ré each):
(A) transplant surgeons; |
(B) transplant physician_sﬁ ,

(C) transplant hospitals;



(D) r/OInntary nealth associatilons;j and
(E)' other experts from related ﬁelds inciuding medical examiners, hospital
: adm.inistration,'or donor hospital persennel in such fields as tranma, emergency medical services,
critical care, neurology, or. neurosurgery; and |

(iv) six members from the general pubhc from fields such as behavroral science,
computersc1enee, economics, ethlcs health care ﬁnancmg; Iaw policy analysis, socmlogy,

statistics, or theology. These members need not have technical expertise in organ donation or

~ -allocation.

(2) None of the members who are transplant recipients, transplant candidates,‘ organ
_ donors, family members or general pubhc members under paragraph (a)(1) shall be employees
of, or have a sxmllar relatlonshlp Wlth the categories of members hsted in paragraph (a)(l)(l) or
paragraph (a)(l)(iii) or the OPTN. | |

(3)“ The Board of Directors shall include: -

(1) individuals representing the diversity of the population of transplant candidates and

recipients served by the OPTN, mcludmg, to the extent practicable, minority and gender

representat1on reflecting the population of potentlal transplant candldates served by the OPTN;

(ii) no more than 50 percent transplant surgeons or transplant physicians; and

(iii) at least 25 percent transplant candirtetes, tran'splant recipieﬁts, organ doners and

family members. -

(4) Individuals on the Board shall be elected for a two-year tenn; .

(b) Duties of the OPTN Board of Directors.

(1) Executive Committee. The Board of Directors shall elect an Executive Committee



fr;)m th¢ membership of the Board. The Executive Committee shall include at least one member
v\«;ho is a transplant candidate, tranéplaht ;ecipient, organ donor, or family mefnbef; oﬁe general -
‘i)ublic member, one OPO representgtive, and not more than 50 percent transplant surgeons and
transplant physicians.

| 2) Executive Directof. The Board of Directors shall appoint an Executive Director of
the OPTN. The Executive Director may‘be feappbinted upon the Board's determination that the
responsibilities of this position have begn accomplished successfully. |

(3) Committees. The Board of Directors shall establish such other committees as are

necessary to perforfn the duti,esvof the OPTN. Committegs established by the Board of Directors
~ shall include:

o i) representation by transplant ;:oordinétors, organ pr().curéﬁent ofganizatiOns, and
transplant hospiftals,' apd at léast one tr'al.nsplant candidate, transplgnt recipient, organ donor or
family member; and |

(ii) to the extent praéticable, minority and gender representafién ‘revﬂecting the diversity of
the population of potenﬁal transplant candidét;zs served by the OPTN |

(4) The B_oard of Directors shall dévelop ‘and propése policies for the eqilitable allocation
of ofgans; as described in § 121.8. ;- | |

© Membe*ship of the OPTN.

(1) The OPTN shall kadmit ‘an‘d retain as members the follovﬁng:

@) All organ procurement organizz;tions;

(ii) Transplant hospitals participating in the Medicare or Medicaid programs; énd

(iii) Other organizations, institutions, and individuals that have an interest in the fields of



organ donation or transplantation,‘ |
(2) To apply fof fnembership in the OPTN:
) an OPO shall provide to the OPTN the name and address of the OPO, and the latest
year of designation under section 1138(b) of the Social Secunty Act; |
(i) a transplant hospital shall prov1de to the OBTN the name and add;;ess of the hospital,
-~ alist of its transplant programs by type of Organ;-'and |
(iii) any other otganization, institu’tion, or individﬁal eligible under para‘gfaph (c)(1)(ii) of
this section shall détﬁonstrate to thé OPTN an interest in the fields of organ donation or
transplantation.
(3) The OPTN shall accept or reject as members entities or indi;fidugls described in
paragraph (c)(1)(iii) of this section w1thm 90 days ’
(4) Apphcants rejected for mcmbershlp in the OPTN may appeal to the Sccrctary
Appeals shall be submitted in writing thhm 30 days of rejectlon of the apphcatlon The
‘ Secretary may: _
(i) deny the appeal; or K
| (ii) direct the OPTN to take action con51stent with the Secretary ] response to the appeal.
v(d) Comorate Status of the OPTN
| (1) The OPTN shall be a private? not-for-proﬁt entiiy.
(2) The requirements of this section do not apply to any parent, sponsoring, or affiliated
organization of the OPTN, or to any acti?iﬁes of the contraéting orgariizatioﬁ tha£ are not integral -
to the opcratibn of the OPTN. Such an érgar}i;zatio;i is free tlo‘pstablish‘its own corporate

procedures.



(3) No OPTN member is required to become a member of any orgénization thatisa
parent, sponsor, contractor, or affiliated oréanization of the OPTN, to comply with the' by-laws of
any such organization, or to assuine any corporate duties ér obligations of any such organizatioxi.

(e) Effective Date |

~ The organization designated by the Secretary as fhé OPTN shall have six 'montﬁs
from (insert the effective date of this regulatibﬁ), or six months from its initiél dgsignation as the
OPT'N; whichever is later, to meet the boafd Acomposition requirements of paragraph (a) of>this
section. The organization designated by the Secretary as the OPTN shall have six months from
(insert effective date of this regulation), or six months from initial designation asl‘the OP‘TN,
whichever is later, to meet any other requirements of this section, except that the Secretary may

extend such period for good cause. -

§121.4 bPTN Pélicies: Secretarial Review and Ap'geals. |

(a) The OPTN Board of Directors shall be respohsiblé for developing, with the advice of
- the OPTN membership and other interestéd ﬁélties, policies within the mission of the OPTN as
set forth in section 372 of the Act ‘and the:Secretéry's éontract for the Aope‘xjation of the OPTN,
including: - .

(1) policies for the equitable allocaﬁon of céda?eﬁé organs in accordance with § 121.8;

(2) policies, consistent with recommendations of thé Centers for Diseasé Control and
Prevention, for the testing of 6rgan donofs and follow-up of transplant re(;ipients t;) I;revent the
spread of infeétious diseases;

(3) policies that reduce inequities resulting from socioeconomic status, including, but not



limited to:‘

(i) ensuring .that patients in neéd ofa trarisplant’ are listed without reéard to ability to pay
or source of payment; | | |

(ii) procedures for transplant hospitals to mgke reasona‘ble effbrts to make availablé from
~ their own resources, or obtain from othef sources, ﬁﬁancial resources for patients unable to pay
such that these patignts haVe an oppbrtunity to obtain a fransplé.nt and necessary follow-up care;

(iii) recommendatiops to private and public‘ payers and service préQiders'on ways to
improve coverage of organ transplantation and necessafy vfollow-ﬁp_ care; and

(iv) reformvof allocétion pblicies based on éssessment of their cumulative effect on
socioeconomic iheqﬁities; |

(4) policies regarding the _trainiﬁg and experienée of fransplant surgeons and transplant
physicfans in desighafed transplant pfégrams as required by § 1.21.9; h

) ﬁolicies for nominating bfﬁéers and members df the Boafd'of Directors; apd' ;

(6) policies on such chei' mattefs as the Secretary directs.

(b) The Board of Directors shall: o

~ (1) provide opportunity for the OPTN membership é.nd other interested parties to -

comment on proposed po'liciesﬁand shall take into acéount the comments received in developing
‘ ' and adopt_ing policies for implémentation by the OPTN; and
(2) provide, at leéét 30. déys pri;)r fo theﬁ pr;)posed implementation,A propdsed po.licies to

the Secretary, who may provide comments and/or obj ections within a reasonable time, or may-

3

publish the policies in the Federal Register to obtain comments from the public. The Board of

* Directors shall indicate which of the pfoposed policies it recommends be enforceable under §



' 121 10 If the Secretary seeks pubhc comments these comments w111 be consrdered and may i o

affect subsequent response to the OPTN The OPTN shall take into account any comments the :

Secretary may provrde If the Secretary ob]ects toa pohcy, the OPTN may be dlrected to revise - o

the pohcy consistent wrth the Secretary s dtreetton If the OPTN does not revise the pohcy ind,
- timely manner or if the Secretary otherwrse dtsagrees w1th its content the Secretary may take
such other action as the Secretary deterrmnes approprrate |
(©) The OPTN Board of Directors shall prov1de the membership and the Secretary w1th
p coples of the pohcres as they are adopted and make them avatlable to the pubhc upon request
» The Secretary will pubhsh lists of these documents in the Federal Regtster mdtcatlng which ones -
}are subj ect to the special comphance requtrements and potenttal sanctlons of sectlon 1138 of the
Social Secunty Act The OPTN shall also contmuously mamtam OPTN p011c1es for pubhc
access on the Internet mcludmg current and proposed pohcres. |
* (d) The OPTN, or its members or other 1nd1v1duals,I or entrttes obj ectmg to pohcres '
_ developed by the OPTN or the Secretary may submtt appeals to the Secretary in wntmg Any
such appeal shall 1nc1ude a statement of the ba31s for the appeal The Secretary wrll seek the
| comments of the OPTN on the issues raised in the appeal of an OPTN developed poltcy ”
: P011c1es remain ig effect durtng the appeal The Secretary may:
¢)) denytheappeal o A‘ o L e
(2) direct the OPTN to revise the pohc1es consistent wrth the' Secretary s response to the |
- appeal, or H |
" (3) take such other action as the Secretary detertnines appropriate'. -

(e) The OPTN shall implement policies and: -


http:remain.in

(1) provide information to OPTN members about thesé policies and the rationale for
~ them.
(2) update policies dévéloped in ;a;cdrda}nce' with this section'to accomirnodate scientific

and technological advances.

§121.5 Listing requirements.

(@ A transplant hospital which is an OPTN member may list individuaﬂs only for a
designated transplant program.‘ ‘ |

(b) Transplant hospitals shall aséure that individuals are placed on the national list as
soon as they aré determined to be candidates for tfaﬁspl’antétion. The OPTN shall advise i
tfansplaﬁt haspitals'of the inforﬁiatién' neédéd for such listirblg‘.‘ |

(c) An OPTN member shall pay a registration fee to the OPTN for eacﬁ tranéplant
candidate it placés §n the\ nationa'tililli.st‘. | The amount of such féc shall be determined by the OPTN
" with the apbroval of the Secretary. No lessA often than annuaily, and whefﬁer or not a change is |
proposed, the OPTN sl;all submit to tﬁe Sécréta:y a statement of its proposed registration fee, »
together with sﬁéh supporting information as the Secretary finds .ne'cessary to ,1determine the
reasonableness or adequacy otj the fee schedule gnd projected res,'yenues.' This submission is due
. a£ least three months before the beginning‘ of the OPTN\’.S ﬁscél year. Thé Secretary will approve,
modify, or disapprove tﬁe afnoxint o‘f the fee within é réasonéble time of receiving the OPTN’s

“submission.

§ 121.6 Organ procurement. 'I“he sﬁitébi}ity of organs donated for transplantation shall be

1



déterminéd as follows:

(a) Tests. An OPTN member procuring an organ shall assure that laboratory tests and
clinical examinations of potential organ donors are performéd fo ‘determiﬁe any contraindicai:ions
for donor acceptance, in accordahcc wzth policies e?;tablished by the OPTN;

(b) HIV. Organs‘from individuals known to be infected w1th humaﬁ immunodeficiency
virus shall not be procured for transplantation. |

(c) Acceptance criteria. Transp.lam programs shall establish criteria for organ
acceptance, and shall provide sﬁch criteria to the OPTN and the 01;03 with which they are |

affiliated.

§121.7 Identiﬁcation of ofgan recipient.

(a) List of potehtial transplant recipiénts.

(1) An OPTN member procuring an organ shall opefatc the OPTN computef match
program within sﬂﬁch time as the OPTN méy prescribe to identify and rank potential recipients for
each cadaveric organ procured. o | |

(2) The rank order of potential reéipient$ shal_l bé determined for each cadaveric organ
using the orgah specific allocation criteria éstablishf.;d in accordance with § 121.8. |

(3) When a donor or donor organ does not meet va transplant lxarogram's‘ d§nor acceptance
criteria, as established under § 121.6(c), transplant candidates of that brcgfam shall not be ranked
among potential recipif.:nts‘ of that organ and shéll not appear on a ros;ter of potentiél recipients of

that organ.

(b) Offer of organ for potential recipients.
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(1) Organs shall be oﬁ’ered for potential recipientsin' accordance with policies developed
under § 121.8 and implemented uniier §121.4.

(2) Organs may be offered only to potential recipients listed w1th transplant programs
having designated transplant programs of thesame type as the organ procured.. |

(3) An organ offer is made when all information necessary to determine whether to
transplant the organ into the potential reeipient has been given to the transplant hospital.

(4) A transplant program shall either accept or rel:use the offered organ for the designated-
potential recipient within such time as the OPTN may preseribe. A transplant program shall "
document and provide to the OPO and to the OPTN the reasons for refusal vand shall maintain.
this oocument for one year. L | . o ot

(c) Transportation of organ to potential reeipient. ‘ |

- (1) Transportation. The OPTN member that procures a donated organ shall arrange for

transportation of the organ to the transplant hospital.

. 2 Documentation. The OPTN member that is transporting an organ shall assure that it
is accompanied 'by written docnmentation of activities conducted to determine the suitability of
the organ donor and shall maintain this document for one year.
(3).Packaging. The OPTN member that is transporting an organ shall assure that itis

packaged in a manner that is designed to maintain the viability of the organ. 4

() Receipt of an organ. Upon reoeipt of an organ, the transplant hospital responsible for
the potential recipient's care shall determine whether to proceed with .the transplant. In the event
that an organ is nottransplanted into the potential recipient, the OPO vi'l'iich has a written

~ agreement with the transplant hospital must offer the organ for another potential recipient in
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- -+and be expressed through objective and measurable medical criteria.

accordance with paragraph (b) of this scctlon

(e) Wastage. ‘Nothing in tlus section shall prohibit a transplant program from
transplanting an organ into any medically suitable candidate if to do otherwise would result in the
crgan not being used for transplantation. The transplant program shal‘.l notify tpe OPTN ahd thé
OPO which made the organ offer of the circumstances justifying each such action within such

~ time as the OPTN may prescribe.

§ 121.8 Allocation of organs.

(a) Policy development. Tﬁe Board of Directors established under § 121.3 shall cevelcp,
in accordance with the policy development process under § 121.4, crgari-speciﬁc policies |
(mcludlng combinations of organs, such as for hcart-lung transplants) for the equltable allocation
of cadaveric organs among potential recipients. Such p011c1es shall meet the requirements in
paragraphs (1), (2), (3), (4) and (5) below. Suchpolicies shall be reviewed pericdically and
revised as approprigté. '

(1) Minimum listing criteria for inclucling transplant candidates on the naticnal list ghall
be standardized and, to the extent possible, shall contain explicit thresholds fcr listing a patient

(2) Transplant candidates shall be grouped by status categones ordered from most to least.
medically urgent, with a sufficient number of categories to avoid grouping together persons with
-substantially different medical urgéncy. Criteria for status designations shall contain explicit

thresholds for diffcrcntiating among patients and shall be expressed, to the extent poAssible,‘

through objective and measurable medical criteria.
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C’) Organ allocation policies and procedures shall be m eccotclance w1th sound mévdical"
judgment and shall be designed and implemented:

(i) to allocate organs among trzinsplant candidates in order of decreatsing ntedicel' urgency
status, with waiting time m status used to break ties within staltus groups. Neither place of
residence nor place of listing shall be a rrlajor- determinant of access to a transplant. For each -
status category, inter-transplant progrant variance in the performance indicator “waiting time in
status™ shall be.as emall as can reasonably be achieved,-‘consistent witll paragraph (e)(3)(ii). |
~ Priority shall be given to reducing the waiting time variance in the most medically urgent status
categories before reducing the waiting time variance ‘in less urgent status categoriee," if equivalent
- reductions cannot be achie\{ed in all status categoriest gmd .

(ii) to avoid futile transplantati,on; to avoid westing organs, arld te promote efficient
management of organ placement. | |

"(4) The OPTN shall: |
(l) deve'lep me_chanisme to‘promote and ‘review’ compliance Witlt each of; tllese goals;
(i) develop performance indicators te facilitate essessment ol' ;how well eilrretlt and
- proposed policies will accomplish these geals;
B ' ~. (‘i‘ii) use performance indicators, including inclieatqts described‘in subpatag)ra;ilt (iv):
V below, to establish baseline data on hmtr closely the results of current pelicies approeeh these |

goalé; and to establish the projected amount of improvement to result from proposed policies; and

(iv) timely report data to the Secrétary on performance by orgaﬁ and status category,

| including program-specific data, OPQ specific data, data by progra‘m size, and data aggregated by -
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organ procurement area, OPTN region, the nation as a whoie, and guch §ther geographic areas as
the Secretary may desiénate. Such data shall in‘clude\inter-u'anfspl‘ant program varia‘tion m
waiting time in status, total life years pre- and post-transplant, patient and graft survival rates
following transplantation, patients mis-cla§siﬁed by status, and number of | patients who die
waiting for a transplant. Such data shall cover such interi;als of ?ime, and be presented using
confidence intervals or-other measures of variance, as appropriate to :avoid’. spurious results or -
erroneous interpretation due to small numbers of patients covered.

(5) Transition.

(i) General. When the OPTN fevises organ allocation policies under’ this section, it shall
consider whether to aciopt transition procedures fhat would tréat peopie on the national list and
awaiting transplantation pfior to the adoption or effective d;te ;)f the revised policies no less
favorably than they would have been treated under the previous pbiicies. The transition
| procedures shall be transmitted to the Secretary for review together with the revised allocation
poiicieé.

(ii) Sgeciai rule for initial revision of iiver allocation policies. When the QPTN transmits
to the Secretary its initial re\}ision of the liver allocation policies, as directed by paragraph (c)(2)
of this Section, it shall include transition proced@es that, to the extent feasible, treat each
individual on the national lisf and awaiting transplaﬁtation on (insert date qf publication in the |
Federal Register) no less favorably than he or éhe would have been treatgd had the revised iiver'
allocation policies not become effective. These transition procédures may be limited in duration
or aﬁplied only to ir;dividu‘éls with greater than average medical urgency if this would

-~ significantly improve administration of the list or if such limitations would be applied only after
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acéommodating a substantial prepohdefénce bf thosé disadfléﬁtaged by the changé in the ﬁolicies.
(b) Secretarial Re?iew of Péliéies and Performance Indicatérs. The OPTN’s transmittal to
the Secretary of proposéd allocation éolicies and perfonnanée indicators shall include such
suppo;ting material, including the results of model-baéed computer simulaﬁons.", }as‘»the Secretary
may require to assess the lilgely effects of poliéy Chahges and as are necessary to demonstrate that
the proposed policies comply with the perfof;ﬂance indicato"rs and transition pfocedure;s of
ﬁéragraph (a) of this section.

.'(c) Deadlines for Initial Reviews,

‘(1) The OPTN shall conduct an initial review of existing allocation poliéics and, except
as provided in paragraph (c)(2) of this sgctiqn, no later than (insert dgte one y;:ar after the
effective date of this regulafic;h) transmit initial revised policies to meet tile reqliirementé of §

121 8 (a), together w1th .supporting dc;;umentatioh to the Secretary for review in accord‘aﬁce with
§121.4. | | |

(2) No laterﬂtlvuan (insért date 60 days aftef the effective date of this regulation) the
OPTN shéll transmit revised policies and supi)orting documgntaﬁon for liver allécétion to meet
the fequirémenté of § 121,'8 (a) to the Secretary for'r‘éviéw iﬁ accbrdaﬁce with § 121.4. The
CPTN may trz;lr;émit thescmateriai; without seeking further public comment und@; §121 .4(b)' or |
(©. |

-(d) Variances. The OPTN may devélop exp;:;imentql policies that test methods of
improving allocation. Xll such experimental policies shall be accompanied by a research design
and include data éollpction and analysis plans. Sucl'l variances’s‘hall be tirr-lev limited. Entities or

individuals objecting to variances may appeal to the Secretary under the procedures of § 121.4.
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(e) Drrected donatlon Nothmg in tlus sectlon shall prohlblt the allocatlon of an organ to ' |
a reclplent named by those authorrzed to make the donatron

4

- §121.9 Designated transnlant program renuirements.

(a) To receive organs for transplantation, a-transplant program ina hosprtal thatisa

member of the OPTN shall ablde by these rules and shall

(1) bea transplant program approved by the Secretary for rermbursement under Medlcare :

and Medlcard or
(2) be an organ tran'splant program which has adequatenresources to provide transplant
, serviees to | its ‘patients‘ and agrees promptly to notify the:OPTN ‘and patients awaiting transplants
-ifit hecomes inactive and which: o "
.(i) has letters of agreement or contracts vt;ith an OPO' '

(u) has on sitea transplant surgeon quahﬁed in accordance w1th p011c1es developed

N under§ 121 4;

,(iii)f has on site a transplant physician qualified in accordance with policies developed

A ‘under§ 121.4;

]

(1v) has avallable operatmg and recovery room resources mrenswe care resources and :

o surg1cal beds and transplant program personnel

(v) shows evidence of collaboratrve 1nvolvement w1th experts in the ﬁelds of radlology,“
: 1nfect10us dlsease pathology, 1mmunology, anesthesmlogy, physwal therapy and rehabllltatron
medrcme, hlstocompatlbrhty, and mununogenetrcs and, as appropnate, hepatology, pedratncs

nephrology wrth dialysis capabﬂrty, and pulmonary medlcme Wlth resplratory therapy support
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(vi) has immediate access to microbiology; ciinical chemiétry, Histocompatibility tésting-,
radiology and blood:banking services, as well as the capacity to monitor tt;eatmént with
imﬁmesuppréssive drugé; -and

(§ii) makes available psychiatric \an'dbs.ocial support services for transplantkcandidaAtkes, ‘
transplant recipients and their faﬁilies; or | |

(3) bea tfanspfant progrém inﬁ a Department of Veterans Affairs hospital whichisa -
Dean's Comrﬂitteé hospitai which. shares a common upivefSity-.based trénsplant team of a .
transplant program which méets the réquifements of § 121.9(a)(1) or (2).

(b) To apply to be a designated transplant program, t:anspléxit programs shall prpvide to
the OPTN such documents as the OPTN. may require which show that they meet the -
requirements of§ 121.9(a)(1), (2), or (3). |

(c‘) The OPTN shall, within 90 days, accept or ;eject applications to be a d_esignated '
transplant prdgram. | o |

(d) Applicaflts rejected for designation may appéal to {he Secrstary;-“ Aﬁpéalé shall be
sub'rnitfed in writing @ithin 30 days of rejection of the application. The Secretary may:.

(1) deny the appeal; or |

(2) direct the OPTN to take action consistent with the Secretary's respdnse to the appeal.

§ 121.10 Reviews evaluation, and enforcemerit.
(a) Review and evaluation by the Secre_tm‘ . The Secretary or her/his designee may
perform any reviews and evaluations of member OPOs and(transpl‘ént.;- programs which the

Secretary deems necessary to carry out her/his responsibilities under the Public Health Service
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Act and the Social Security Act.
~ (b) Review and evaluation by the OPTN.
(1) The OPTN shall design appropriate plans and procedures, iﬁcluding’survey '
instruments, a peer re\{iéw process, and data systéms, for purposes of: -
| (i) reviewing applications submitted under §A‘121.3(c) for membg:rship in the OPTN;
- (i) réviewing applications submitted under § 121.9(b) to be a designated transplant
program; and | |
(iii) conducting ongoing and periodic reviews and evaluations of each member OPO and
transplant hospitai for compliance with these rules and OPTN policies. |
(2) Upon the approval of the Secretary, the OPTN shall furnish review" pléns and
précedures, including survey instruments andtva description of data systemg, to each member
OPO and trﬁnsplant hospital. The OPTN shall furnish any revisions of these docurr_lents to
member OPOs and hospitals, after approval by the Secretary, prior to their implementation. |
3) At the request of the ‘Secretary, the OPTN shall conduct special reviews of OPOs and |
transplant programs, where the S;:cretary has feason’to believe that such énﬁcities may not be in
corhp‘li%mce with these rules or OPTN policies br‘may be aéting ina ménnef which poséé a risk to

cLal

the health.of patients ér to public safe;cy. The OPTN shall conduct these reviews m accordance
with sﬁch schedules as the Secretary specifies and shall make periodic reports to the Secretary of -
progress on such reviews and on othe; reviews conduéted under \the requirements of this |
paragraph.

(4) The OPTN shall no'tify the Secretary in a manner prescfibed by the Secrétary within 3

_ days of all committee and Board of Directors meetings in which transplant hospital and OPO
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compliaice with these regulations or OPTN policies is considered.

(c) Enforcement of OPTN rules. |

(1) OPTIN recommendatlons The Board of Directors shall advise the Secretary of the
results of any reviews and evaluatlons conducted under paragraph (b)(l)(lu) or paragraph ®@3)
of this sectlon Wthh in the cpmmn of the Board 1nd1cate nonccmphance with these rules or
OPTN pohmes, or mdlcate a nsk to the health of patients or to the public safety, and shall
provide any recomntendationc for appropxiatc action_-by.thc Secretary.‘ ‘Approprikate ‘action may
, inclutic removal of designation as atransplant program uncte: §121.9, tet'mination of a transplant
hospital’s.participation in Medicare or Medicaid, termination ofa trapsplant hospital's
reimbursement under Medicarc and Medicaid, or termination of an OPO’s reimbursementunder
. Medicare and Medicaid, if the noncompliance is with a policy dcsignatcdby t}te Sécretary as
covered by section 1138 of the Social Security Act.

(2) ‘Secretary's action on recommendations. Upon the Secretary‘c rcvicw of the Board of
Directors' recommendatlons the Secretary may

(i) request fuxther 1nforrnat10n from thc Board of Dxrectors or the alleged violator, .or
~ both; |

(ii) decline to accept the recommendation; - - ; '. o Co

(iii) accept the reccmmendatlon and notify the alleged vxolator of the Sccretary s
decision; ore | . |

(iv) take such other action as the Se’crctary deems necessary.
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§ 121.11 Record maintenance and feporting requirements.

(a) Record maintenance, Records shall be malntaincd and made avail‘al;le subject fo
OPTN policies andf applicable' limitations based on personal’ privacy as follows: |

(l) The OPTN and the Screntlﬁc Regrstry, as approprrate shall

(1) maintain and operate an automated system for managmg mformatron about transplant '
| candidatés, transplant recrp’lents, and' organ donors, including a computenzed national list of
, individuals waiting for transplants; | | | |

(i) maintain records of all transplant candidates, all organ donors and‘ all transplant :
recipients; | H

(iti) operate; maintain, reeeive, publish, and transmit such records and information
electronically; to the extent feasible, except \arhen hard copy is requested;l and |

(iv) in makmg mformatron avarlable provrde manuals forms, ﬂow chatts cperatmg
‘ 1nstruct10ns or other explanatory matenals as necessary to understand mterpret and use the
* information accurately and efﬁcrently. |

@) Organ procurement orgamzatrons .and transplant programs

@) Maintenance of records All OPOs and transplant programs shall maintain such
records pertaining to each potentlal donor 1dent1ﬁedi each organ retneved, each recrprent
transplanted and such other.transplantation-related“matters as the Secretary deems necessary to
carry out herfhls respon31b1l1t1es under the Act. The OPO or transplant program shall mamtam
these records for seven years , |

« (ii) Access to facilities and records. OPds and transplant lrospltals shall permit thé '

S‘ecretary and the Comptroller General; or their desiénees, to inspect facil‘ities and- record‘s '
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pertaiﬁing to any aspéct of services berformed réléted fo organ doxiatito’nk and transplantabltion.‘ _
(b) Reporting reguirem»ents.‘ | | |
| (1) The OPTN and the Scientific Registrj, as appropriate, shall:
(i) in addition to special repqrts whicﬁ the Secretary fnay reqﬁire, submit to fhe" Secretary
I‘a report not less than once evefy fiscal year onna schedule prescribéd by the Siecret’ary;‘The' repért
shall include the following information m a form préscribed b)} the Secretary:
(A) infor;natioh that the Secretary prescribe§ as necessary to assess thé effectiveness of
the Nation's organ donation, procurement gndtransplantation system;
(B) information that the Secretary qeems neceésafy for the report to Congress required by
Section 376 of the Act; and, | |
.(C) any other information that the Secrétéry pfescribes.g
(ii) provide to the Scientific Registry data on transplant candidates and reéipicnts, and
oth;er information that the Secretary deems approf)riate. The infonngtign shall be provided in the
f(;rm‘ and on the schedule preécribed by the Secretary; . |
(iii) provide to the Seéfetary any datz; that the Secretary r'cquests; .

(iv) make available to the public ﬁmely and accurate program-specific information on the

performance of transplant programs. This shall include free dissemination over the Internet, and

shall be presented; expléined, and organized as necessary to understand; interpret, a_nd use the
information accurately and efficiently. These data shall be update(i no less frequently than every
six months and shall include three month, oﬁe year, three year and five ;year graft and patient
survival rates, both actual and statistically expected, and shall be presented'ho more than six

‘months later than the period to which they /apply. Data presented shall include confidence
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' intervals or other measures that provide inf}'ormati}orron‘the extent to whichchance‘ma;y irrﬂuence

~ transplant pro grarrr-speciﬁc results. S.uch,'data shall also include such other 'cost or performance “

information as the Se’cretary‘,ma'yj specify, irrclading hut“rrot‘limitedto transplaht‘ program-speciﬁc‘

infonnation on wai‘trng' time within rrredical status; organ Wastage, and re_fusal orf ’organ koffers. |

These data shall alsok be presented no more than six months ‘later than the period to whr;chfthey

apply; | | |

) respond to reasonabie requests.from the pirbl’ic for'data needed for bona ffd’eresearch :
or analysrs purposes to.the extent that the OPTN's or Screntlﬁc Regrstry s resources penmt oras
| .drrected by the Secretary The OPTN or the Screntrﬁc Reglstry may 1mpose reasonable charges

| for the separable costs of respondmg to such requests. Patrent-ldenuﬁed data may be made

avarlable to bona fide researchers upon a showing that the research desrgn requrres such data for

matching or other purposes, and thatapproprrate eonﬁdentrahty protectrons, mcludmg :

' destrdction of patierrt identifiers upon eompletron of matching, will be fol'lowedr AII requests
shaH be processed cxpeditiodsly, with data nonﬁally ‘made ayailable vrithin 30 days from the date
of request | |

(vr) respond to reasonable requests from the pubhc for data needed toassess the
performance of the OPTN'or Scientific Registry, to assess mdmdual transplant prograrns or for‘.
other purposes. The OPTN or Screntrﬁc Regrstry may 1mpose charges for the separable costs of .
respondmg to such requests An estlmate of such charges shall be provrded to the requester
before processing the request. All requests should be processed expedltlously, th data normally .
made available within ?;0 days from the date of *requ‘est; and

 (vii) provide data to an OPTN member, without charge, that has been assembled; stored, -
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or transformed from data originally supplied by that mcmbér.

(2)’ ‘An organ procurement organization} or transplani hospital shall, as specified from
time to ti.r’né by the Secretafy, submit to tﬁe OPTN, ﬂtc.> the Scientiﬁc Registfy, as appropriate, and
to the Secretary information regarding transplahtation candidates, transplant recipients, donors of
orgéns, transplant program performance, and other information that tl'le Secretary deems
appropriate. Suc.:h‘information shall be in theO fonﬂ reqﬁired‘ and shall bé submitted in accordance
with the schedule i)rescribed. No restﬁctions §n subseque.nt, redigclosure may be imposed by any
organ procurement organizatioﬁ or ﬁmsplmt hospital. -

(c) Public access to c'iata;‘ The Secretary may release to the public ‘izﬂ'orm.ation collected
under this section when the Secretafy determines that the public interest will be serifed by vsuch
release. The information which may be released includes, but is not limited to; information '01‘1
the comparative cosis and patient outcom’e’s‘ at each transplant program affiliated with the OPTN, -
transplant progfam personnel, information regardiﬁg instances in which ;transg)lant programs
refuse offers of organs .to their patients‘,‘ information regar‘ding’ characteristics of individual

transplant programs, information regarding waiting time at individual transplant programs, and
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such other data as the Secretary determines will provide information to patients, their families,

and their physicians that will assist them in making decisions regarding transplantation.

§121.12 Preemption.
No State or local governing entity bshall éstablish or 66ntinué in effect any law, rule, regulation, or

other requirement that woui’d restrict'in ahy way the ability of any transplant hospital, OPO, or
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other party to comply with organ allocation policies of the OPTN or other policies of the OPTN

that have been approved by the Secretary under this Part.
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