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Dear OPTN/UNOS Board of Directors and Policy Ovdrsigommittee,

The American Society of Transplantation (AST) arel American Society of Transplant
Surgeons (ASTS) recognize and acknowledge the work ofitieug OPTN/UNOS
committees, including that of the Ad Hoc Data Manager@oup (AHDMG) and the
Policy Oversight Committee (POC). We appreciate arldomee the opportunity to
comment on the OPTN/UNOS proposal, and recognizehisis the first stage of a
process mandated by the Office of Management and Budiget wmandates review of
the OPTN data collection activities every three ye&iswever, for the reasons set forth
below, we request that no data elements be added &itrteisubject to further study and
consideration of our concerns, as set below.

A. Lack of Convincing Evidence of Predictive Value Relevant to Allocation
Policy or Risk Adjustment

We have carefully reviewed the proposed modificatiorthé¢ data elements and have a
number of very serious concerns, which are set fortleiail (and which affect >98% of
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the proposed data element additions) in the accompanyirgdspeset (Attachment A).
Specifically, after an extensive clinical literatusasch and extensive internal and
external discussions, we find little or no scientsfigpport for the collection of the vast
majority of the data elements proposed for inclusenlCR, TRR, TRF, LDR, and LDF
forms Also, regarding the new explant pathology form fblaer recipients, we oppose
the routine use of this form for all liver recipiesiace this would mean that transplant
centers would be forced to provide negative data elerfamtise vast majority of liver
recipients. We propose instead that the requiremesufamission of this form should
be limited to patients who had a MELD exception for H@©@se who had a pre-
transplant diagnosis of HCC without a MELD exceptoore, and those found to have
HCC on the explants.

The current proposal calls for the addition of a sigaiit number of data elements that
transplant centers will be mandated to collect andrteépd®PTN/UNOS. Yet the SRTR
Technical Advisory Committee (S-TAC), in its report e tOPTN/UNOS Board of
Directors in November 2009 (Attachment B) stated thaetharve been a number of
studies demonstrating little improvement in the predigbvever of the methodology
despite the addition of numerous variables. In its tepoe S-TAC concluded that
additional variables should only be added if there is@gfit evidence to support their
use. Their conclusions and recommendations agree wittenas voiced here.
Unfortunately, nowhere in the S-TAC presentation wasetimention of the guiding
principles, which is especially disappointing given tlmahe members of the S-TAC
were also members of the UNOS team that developed goidnmanted the process by
which the POC would monitor such data element requestsSATA&C presentation
(PowerPoint slide #30) raised the need for “pilot studiestemonstrate the potential
predictive power of new data elements, and recommende®®ITN/UNOS and SRTR
“need to determine the resources required to achieve improsdutipre ability
(increased data collection, cost)” (slide #26). Butaegeand pilot studies such as these
should not result in an unfunded and mandatory increase inumber of data elements
collected by all transplant centers. Instead, th#sg®should be funded as separate
research initiatives.

B. Failureto Apply the Guiding Principles

We are also extremely concerned that this proposategnmportant input and historical
precedent from key stakeholders involved in past and prde&berations regarding the
proposed modifications. In this regard, we are disappothtgdhe very committees
within OPTN/UNOS whose charge it is to review eaclhviddial data element request in
the context of previously agreed upon guiding principlesdaib apply those principles
to the vast majority of the data elements now besmmested

As discussed in more detail below, after extensiveud&ions and deliberations, it was
previously agreed that the POC would play a critical imokessuring that all data
elements required to be reported be consistent withicéguiding principles”. In our
view, however, it appears to have failed to meet itsrédponsibility. The POC seems to
have provided inappropriate latitude to the organ-specifitcnattees, while ignoring



input from the Transplant Administrators Committee.adidition, while the POC has
raised the guiding principles in its deliberations, allafien it seems to not have strictly
challenged these committees to adhere to them. Miguge these unfortunate
developments to an apparent lack of institutional memathin the committees
including the POC, and therefore we take this opportunitgrtond the OPTN/UNOS
Board about the history and context of the guiding prlesifhat are so clearly alluded
to, but so operationally ignored in the current proposal.

We would like to refresh your memory regarding the inpiadpose of the Data
Modification Initiative. It had become apparent aferiew of the thousands of data
elements collected by, and submitted by transplant centet a significant number of
these elements were incompletely and/or poorly c&tedue primarily to a lack of
clarity in the definitions provided by OPTN/UNOS. Alsbwas clear from this review
that despite good intentions, members of various OPTIRY§Mommittees had requested
a growing number of data elements as a result of datibes primarily intended to

fulfill regulatory and oversight responsibilities of % as a result of its OPTN
contracts, including the requirement that OPTN/UNOS protidely data to the SRTR
for production of program-specific reports. These airstances had led to a significant
proliferation of data submission requirements for theers, which, in the absence of
any associated funding, had then, and have now becomeale and unsustainable.
Therefore, after a significant amount of discussiathiw the transplant community, a set
of guiding principles were developed by the AST and AST&eqmnted to, and approved
by the OPTN/UNOS Board in 2006.

Using the principles as a framework, the data improvémian approved by the
OPTN/UNOS Board was implemented. Although the final oo of this exercise was
not entirely consistent with the AST/ASTS recommeiaais (Attachment C), the data
improvement plan was implemented largely intact. Aeofactor that spurred the
development and implementation of the data modificahdiative was the fact that
CMS regulations now mandate 95% compliance with cadlecnd submission of these
data elements, with punitive consequences associatedavithompliance.

As a result of the data improvement initiative, it vagseed that the POC would approve
any new data requests that came up through the various ttegsnand that the POC
would use the principles to guide the decision to approvesapgiove even the most
attractive requests in an effort to prevent the exgeeptoliferation of requests from the
other OPTN/UNOS committees. Although there was notpdeta agreement by
OPTN/UNOS with the guiding principles submitted by AST/ASThere was, in our
opinion, an understanding that any request for new data sibngsvould be approved
by the POC only if it was necessary to: 1) develop p@imy regulations to allocate
organs for transplant; 2) determine if transplant eenteere complying with OPTN
policy; 3) determine program-specific compliance; orsguae patient safety where no
alternative data exist.

C. Cardiovascular Risk Factors




An important element in the discussion consists ofdbethat CMS and commercial
payors use the program-specific reports generated by the 8RIER its contract with
HRSA as a “bright-line test” for certification ofimnsplant centers to receive
reimbursement for the provision of transplant servid&® and others have repeatedly
made the case that SRTR-generated program-specificseghotld be used for review
and remediation purposes rather than for certificadegisions. This has raised issues
regarding the risk-adjustment methodologies used by thé&k@RWwell as by data
elements that would be required for optimal risk-adjustm&Vith these issues in mind,
ASTS has previously asked that certain co-morbiditiemgmily cardiovascular risk
factors shown to be predictive of poor outcome, be indudehe risk-adjustment
models. However, in the same communication to OPTNIBNAttachment D), we
reiterated our dissatisfaction with the use of progsaeeific reports for certification
decision-making. We also suggested that if these reperestay continue to be used in
this way, that improved risk-adjustment would be needitile we admittedly
emphasized the need for better cardiac risk straigicabur comments should be viewed
in the context of our previous and current oppositiothéouse of OPTN data collection
process for research purposes First, data collectsu#mmission resources of
transplant centers cannot be taxed in an unlimited arejulated fashion in attempts to
formulate potential risk-predictors. Any “research” tisateeded to identify these risk-
predictors should be funded and not simply turned intayether unfunded mandate.
Second, any risk-predictor that is added to the listguiired data elements should have
been proven to indeed be a significant risk-predictothwanf collection and submission
by the transplant centers consistent with the guidingiples. Our previous letter
should therefore not be viewed as a “blank check” to OPN®@E to conduct otherwise
unfunded research. The transplant centers should na¢Wwed as sponsors for such
research.

In order to determine which cardiovascular risk factboufl be analyzed in tHedney
transplant population, UNOS assembled an “Expert Panel” of cardisie and
nephrologists to make recommendations. Unfortunatedyemnal in appendix B, which
accompanied the public policy proposal, provides no cleeggarding how the expert
panel reached conclusions, using scientific evidence, supgaoine inclusion of these
data elements. It is difficult for the societies tpgort the inclusion of these data
elements without understanding the weight of the evidbabend the expert panel's
recommendations. A better method of providing this infaimnavould either be the
creation of a white paper or better, a peer-reviewed milaic so that the weight of the
scientific evidence can clearly be elucidated. The sesi@vould be interested in further
dialogue with HRSA and the OPTN regarding review of caaBgular risk adjustment
in kidney transplantation.

More specifically, certain data elements related tdiosascular risk were supported
only moderately or not at all by the convened “ExperelPaiet the POC chose to
include these in the data element request. The most eatktblese are atrial fibrillation
and sleep apnea. Also, although the “Expert Panel” sugabtre use of cardiac troponin
as a predictive factor, it should be pointed out thatithited data which has been
published by the Mayo group and which formed the basis & shpport has not been



externally validated by other groups. Also, the assay logd¢de Mayo group is not
currently in use at other institutions and the sensjtvitthe assay may affect its
specificity. Moreover, there is currently a senséinithe cardiac community that the
cardiac troponin level may be more useful in conjumctisth other markers, particularly
markers for heart failure. Despite these preliminatadn patients with ESRD and
those either awaiting or following kidney transplamatino data whatsoever exist to
warrant the use of cardiac troponin in non-renal pegie Further, appendix B. states
specifically that the OPTN and HRSA “undertook a protesievelop recommendations
for cardiovascular related data elements to be ¢elieankidney transplant candidates
and recipients (italics added)” . Unfortunately, it apdhat the POC and the organ
specific committees added these cardiac risks fact@is dogans despite the panel's
tasking to develop cardiovascular risk factors for kidimagsplantation. Given these
shortcomings, it would seem prudent to await further vabdabefore prematurely
incorporating cardiac troponin in solid organ transplahtadjustment models.

Finally, it was interesting to note that for both ejeetiraction and cardiac troponin,
transplant centers are given the opportunity to recafthie test was not done, and
therefore the data for these particular elementaa@ravailable. It should be clear from
previous experience to both the Board and the POC thabtipkole will almost
certainly result in a high level of data “missingnegssittis likely to render any analysis
of submitted data not interpretable. The corollary toithikat transplant centers should
not, and cannot be mandated to obtain these testyithenot part of their existing
practice, especially in the absence of compelling and noimg evidence that they are
truly predictive of poor outcomes.

Therefore, despite our collective desire to improve candsk-adjustment, we believe
that OPTN/UNOS does not provide enough information abeuptbcess and rationale
used by the expert panel to come up with their decisidriterefore we cannot support
inclusion of these data elements at this time

D. New Liver Explant Form

Regarding the use of the new liver explant pathologyrtdpopatients undergoing liver
transplantation, we believe that the requiremensdtamission of this form should be
limited to patients who had a MELD exception for HClide who had a pre-transplant
diagnosis of HCC without a MELD exception score, dwakeé found to have HCC on the
explants Sufficient diagnosis fields should be provided to recouttiple diagnoses,
when present, rather than the current limitatiormaf. t

E. Compliance with OM B Clearance Processes

Finally, we note that the timetable set forth in Eweposal fails to take into account the
time necessary for OMB clearance. The Proposal appeauggest that the changes
will become effective 30 days after Board approval.



However, it is our understanding that the Proposalbgestito Paperwork Reduction Act
requirements. Under the Paperwork Reduction Act, agemeust publish proposed
information collection in the Federal Register faidy-day public comment period.
After reviewing the public comments and revising the proposé#eiction as appropriate,
agencies submit the proposal to OMB for review, discassiod approval. Once
obtained, approval must be renewed every three yé&armder to obtain or renew such
approval, OMB Form 83-1 must be attached and filed witiQffee of Information and
Regulatory Affairs (OIRA). Form 83-1 must explain tfeason why the form is needed
and estimate the burden in terms of time and moneyhbdorm will impose upon
persons required to fill it out. In the case of theitémlthl data required to be reported
under the Proposal, that burden is extremely signifiGmt strict compliance with
Paperwork Reduction Act requirements is critical.

In this regard, we have significant concerns that tREIYSRTR has minimized the
burden of data entry on transplant centdfer example, Roberts et al. (Cost of OPTN
Data Collection for a Larger Transplant Cem@f 2003; 3:1316-1317) compared their
institutional (UCSF) findings to UNOS’ ICR estimategiod¢ burden involved for
transplant centers. While UNOS predicted 1755 hours/ye=ffast based on UCSF
volume, the actual effort at Roberts’ institution v2a46 FTE, or 5117 hours (2080
hours/year). The UNOS estimate of cost burden in 200&rddthr an institution with
this volume would be $40,374, whereas 1999-2001 actual average avstuabs
$143,025, or $172,776 in inflation adjusted 2007 dollars, suggestingeadhicur fold
error in the OPTN/UNOS estimate used to seek OMB appuodthe forms.
Furthermore, Roberts et al. used direct costs only mhdad include indirect costs in
their analyses, suggesting that the degree of underestmistikely higher than we have
demonstrated. While this analysis may suffer from aedasumptions about inflation
and the use of single-center data with potential geographtosariances, this important
study provides clear evidence that the OPTN/UNOS may graoederestimate the cost
of the data burden on transplant centers. Therefg@g@ropose that, prior to seeking
OMB approval for any modifications in data elements, PTN/UNOS work with
transplant centers to obtain more realistic estimateost burden of the proposed
modifications.

Also, regarding the fact that certain modificationagst of “deletions” or simple
“modifications” a brief survey of the additions, dedeis, and modifications demonstrates
a strong net increase reporting effort given that most of the “deletio@se technical

and do not currently require much effort, whereas tlieed elements are associated with
significant effort. Therefore, any analysis of dastden should take an “activity-based
cost accounting” approach in order to fully assess ¢h@mpact of form modification on
the transplant centers

It is particularly troublesome that, in addition to undémating the cost burden, the
OPTN/UNOS provided justification for the burden that wesher supported by
evidence, nor consistent with authority granted theneufetleral contract. As one
example, their submission stated that “timeliness st-pransplant data collection is
essential to advancing organ transplantation policy aem@ei” Yet they do not cite



any evidence to support this, nor do they cite any authoritypose a reporting burden
for so vague a purpose as “advancing policy and scierte surprising that the OMB
accepted this without further substantiation, and it issapectation that the Proposal
will be subject to a more rigorous analysis under thpeReork Reduction Act.

Therefore, prior to approval of the current proposalyweald like some assurance that
the proposal will be compliant with OMB requiremewigh regards to timeline,
assessment of cost burden to the transplant cemigifnally specifying the authority
that justifies the proposal.

Conclusion

In summary, the AST and ASTS appreciate the opporttmityfer a detailed analysis of
the requested data elements as part of the public comnoeeispr We emphasize the
need to consider the previously approved process and guidingpfa#aot as a
perfunctory piece of the process, but as an importanessehtial filter designed to avoid
the proliferation of well-intentioned data element residy the various OPTN/UNOS
committees as they pursue the primary objective of impgpthe field of transplantation
and the care of both living donors and transplant recipi We reiterate the notion that
transplant centers should not become the funding séarrcénical outcomes research in
search of potential risk predictors. That said we fsllgport the collection and
submission by transplant centers of data elements ptouaarisk predictors, for
inclusion in risk-adjustment models used for program-spe@forts. We would also
like to reduce the potential for data collection that inévitably result in non-
interpretable analyses given the loophole (in the cupeposal) that would allow for
transplant centers to simply claim that the test meddone, and therefore the data are
not available. In this context, we strongly advise @PTN/UNOS Board against
mandating specific tests as “standard-of-care” medicattipe, especially where there is
a lack of compelling and convincing evidence to support theim®use.

Therefore, in view of this detailed and informed analyses strongly oppose the request
for added data elements to TCR, TRR, TRF, LDR, LDF fori@iven that other data
element modifications are tied to these requests, weoalsose the other proposed
modifications. We urge the OPTN/UNOS Board of Directors to abide by fhevious
resolve to minimize the data and cost burden to trarnspdaaters and to limit approval of
individual data element requests to those that strictt tie previously agreed upon
principles. We also urge the OPTN/UNOS Board to puat piece the necessary
structure, or to reinforce the existing structure, sottlaaisplant centers are not
repeatedly faced with unreasonable, unsupported, and unfundedtseiguelata
collection and submission.

We propose that HRSA, OPTN/UNOS and the SRTR conveaskaorce, composed of
the key stakeholders to address the issue of fundingddyple of outcomes research
which is foreshadowed by the current proposal. Speciftatdiac risk stratification for
kidney transplant recipients, we propose thabagss be established with some urgency
that is inclusive of all stakeholders and that the engdébase, process and rationale for



the inclusion of new data elements be defined and tramésreéhat better risk-
stratification can be effected and implemented. duofiteon to addressing the predictive
value of defined variables, we should also examine thsecuences of performing
transplants on recipients at higher risk of poor oueanVe should strive to explore
potential sources of funding for the type of researchwhibultimately allow the
transplant community to optimize transplant outcomBse AST and the ASTS would
be happy to participate in such an initiative, and vo& knrward to the invitation.

Sincerely,

Km M 3Mim\

Robert M. Merion, MD Joren C. Madsen, MD, DPhil
President President

American Society of Transplant Surgeons Americane®pof Transplantation



