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To Whom it May Concern:

Please see the attached responses to two (2) notices in the Federal Register concerning data
collection for the OPTN. We are aware one of these responses was due on December 30,
2024, and we are submitting it late as additional material for HRSA to consider, such as
bypassing the OPTN public comment process and not providing all associated paperworkin
the Federal Register notice.

Best,
Emily

Emily Besser, MA, CAE
Associate Director, Advocacy & Professional Practices

ASTS

American Society of
Transplant Surgeons

1401 S. Clark Street, Suite 1120 | Arlington, VA 22202
Emily.Besser@ASTS.or
708-204-9271 (Mobile)| ASTS.org

Follow us on social media | Twitter | Instagram | LinkedIn | Facebook

CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you
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January 2, 2025

HRSA Information Collection Clearance Officer
Room 14NWHO04

5600 Fishers Lane

Rockville, MD 20857

paperwork@hrsa.gov

Re: Information Collection Request Title: Data System for Organ
Procurement and Transplantation Network, OMB No. 0915-0157—Revision
(the “Information Collection Request”)

Dear Administrator Carole Johnson:

As President of the American Society of Transplant Surgeons (ASTS), | am pleased
to have the opportunity to respond to the Information Collection Request
referenced above. ASTS is a medical specialty society representing
approximately 2,000 professionals dedicated to excellence in transplantation
surgery. Our mission is to advance the art and science of transplant surgery
through patient care, research, education, and advocacy.

The Information Collection Request:

The above-referenced Information Collection Request authorizes HRSA to add
data collection forms for candidates listed in the OPTN organ transplant waiting
list to the existing OMB-approved information collection.

In addition, HRSA specifically requests comments on (1) the necessity and utility
of the proposed information collection for the proper performance of the
agency's functions; (2) the accuracy of the estimated burden; (3) ways to
enhance the quality, utility, and clarity of the information to be collected; and (4)
the use of automated collection techniques or other forms of information
technology to minimize the information collection burden.

ASTS Response:
ASTS’ comments with respect to the collection of data regarding waitlisted

candidates are set forth in our separate comments filed in response to
Information Collection Request Title: Process Data for Organ Procurement and
Transplantation Network published in the Federal Register on November 4, 2024.

More generally, we believe that the data collection process should be
significantly streamlined and updated. We are aware that a new contractor is
likely to be selected to address the OPTN’s data collection needs as one
component of the OPTN Modernization Initiative and we urge HRSA and its
contractor(s) to work with the OPTN Data Advisory Committee (DAC) to
conduct a systematic assessment of how the data collection process could
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be streamlined and updated, in advance of implementing necessary changes.
Inefficiencies in the current system that require repetitive input of demographic and
other data should be eliminated, and the process for the review, approval and for the
removal of data elements that are no longer needed should be streamlined and modified
to take less time.

Our comments regarding the accuracy of the estimated burden; ways to enhance the
quality, utility, and clarity of the information to be collected; and the use of automated
collection techniques or other forms of information technology to minimize the
information collection burden were submitted in response to a 2020 Request (HRSA
Information Collection Request: Data System for Organ Procurement and
Transplantation Network OMB No. 0915-0157-Extension. Document no. 2019-28370)
(attached).

Finally, we note that the Information Collection Request was not subject to OPTN public

comment processes but rather was made public for the first time in the Federal Register.

The OPTN generally publishes a comprehensive explanation of proposed policy and data
collection changes which facilitates relevant and useful feedback from the transplant
community. By contrast, the Federal Register process used here is less user-friendly: in
fact, the relevant forms and proposed changes to those forms are not linked to the
notice and obtaining them requires potential commenters to call or e-mail the agency.
We urge HRSA to refrain from bypassing OPTN public comment procedures, and to
the extent those procedures are bypassed due to emergency circumstances requiring
immediate action, links to all relevant documents should be included in the Federal
Register notice.

If you have any questions, please do not hesitate to contact Emily Besser, MA, CAE,
Associate Director, Advocacy & Professional Practices, at Emily.Besser@asts.org with
questions.

Respectfully,

Ginny L. Bumgardner, MD, PhD, FACS
President

1401 S. Clark St, Suite 1120

ASTS.or
Arlington, VA 22202 9

(703) 414-7870



mailto:Emily.Besser@asts.org



Saving and improving lives with transplantation.

American Society of Transplant Surgeons®

March 2, 2020 President
Lloyd E. Ratner, MD, MPH
Thomas J. Engels, Administrator Columbia University

Health Resources and Services Administration President-Elect
. resiaent-tlec
U.S. Department of Health and Human Services Marwan S. Abouljoud, MD, CPE, MMM

5600 Fishers Lane Henry Ford Transplant Institute
Rockville, MD 20857

Secretary

A. Osama Gaber, MD

Re: HRSA Information Collection Request: Data System for Organ Procurement and Houston Methodist Hospital

Transplantation Network OMB No. 0915-0157-Extension. Document no. 2019-28370
Treasurer
Dear Administrator Engels: William C. Chapman, MD
Washington University
The American Society of Transplant Surgeons (ASTS) is pleased to have the Immediate Past President
opportunity to comment on the Health Resources and Services Administration (HRSA) Dixon B. Kaufman, MD, PhD
request for public comment regarding the burden estimate of proposed data University of Wisconsin
collection projects of the Paperwork Reduction Act of 1995. ASTS is a medical
specialty society representing over 1,800 professionals dedicated to excellence in
transplantation surgery. Our mission is to advance the art and science of transplant
surgery through patient care, research, education, and advocacy.

Past President
Jean C. Emond, MD
Columbia University Medical Center

Councilors-at-Large
Talia B. Baker, MD

ASTS strongly supports the collection of pertinent data regarding deceased organ Jonathan P. Fryer, MD

donors, living organ donors, transplant candidates, and recipients of organ Alan 1. Reed, MD, MBA
transplantation, with the goal of improving care and serving the overall benefit to Michael J. Englesbe, MD
patients. However, this collection of data must be balanced against the resources Julie K. Heimbach, MD

Debra L. Sudan, MD
Matthew Cooper, MD
Ryutaro Hirose, MD

necessary for such collection and the opportunity costs it imposes (particularly on
clinical personnel). Until data collection can occur automatically through electronic

methods, we must carefully determine which data elements are most important and Kenneth Washburn, MD
necessary to derive benefits for the patients. Georgeine Smith, MS, MHS, PA-C
. - . . . Executive Director

1. Necessity and utility of the proposed information collection for the Daniel D. Garrett, CAE
proper performance of the agency's functions: daniel.garrett@asts.org

National Office
1401 S. Clark St.
Suite 1120
Arlington, VA 22202
703-414-7870
asts@asts.org

The ASTS recognizes that a robust, ongoing, clinical data repository is integral to
improvements in care, quality assurance, innovation, formulation of appropriate
organ allocation policy, and resource allocation. It is also necessary for proper risk
stratification and is required to scientifically address vexing problems facing our
patients. In fact, additional data elements are necessary to most accurately

determine clinically significant risk stratification. It is important to note that clinical ASTS.org

transplant data is routinely used by a variety of stakeholders including transplant

centers, organ procurement organizations, third party payers, scientists, American Transplant Congress
pharmaceutical companies, device manufacturers, and policy makers. May 30 —June 3, 2020
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2. Accuracy of the estimated burden:

To date, the vast majority of data collection still requires manual abstraction, thus imposing significant
burden on organizations required to obtain it. The accuracy of the burden estimate is difficult to validate
across histocompatibility labs, organ procurement organizations, and transplant centers. Variation exists
in the process of data collection and reporting. It is not uncommon for institutions to utilize employees
to abstract data elements directly from the electronic health records (EHR). The qualifications,
experience, efficiency, cost, and turnover rates of these employees differ from institution to institution.
Many organizations utilize clinically trained personnel for these jobs, most commonly nurses. While this
may improve the quality of data collected, it does generate a significant cost differential.

3. Ways to enhance the quality, utility, and clarity of the information to be collected:

We believe that enhancing the quality and utility of data collection can best be achieved by improving
the accuracy, completeness, and validity of the data reported. Further refining clinically relevant data
elements will also serve to improve risk stratification.

4. Use of automated collection techniques or other forms of information technology to
minimize the information collection burden:

Ideally, automated electronic capture, abstraction, reporting, and analyses utilizing machine learning
and artificial intelligence will enable much more comprehensive collection of increasingly granular and
clinically relevant data. However, most institutions do not have this capability, except perhaps for
relatively small subsets of required data, and continue to utilize manual abstraction. Additionally,
variation exists in the availability, efficiency, and interoperability of the information systems utilized. We
believe the creation of a standardized automated collection system would produce the most effective
and efficient means of collecting these data. We recommend HRSA consider engaging Electronic Health
Record (EHR) vendors to develop above-mentioned technologies to optimize electronic data capture
and transfer.

We appreciate HRSA’s request for information on burden assessments. We encourage the agency to
carefully assess any potential cost implications and work burden against added value when considering
future additions or changes to data collection requirements. Additionally, the ASTS believes Patient
Reported Outcomes will also provide unique and important information that is not currently being
captured and will supplement or may eventually replace elements of these datasets, and therefore
urges HRSA to consider methods to engage patients for this purpose.

We would be pleased to work with HRSA, the OPTN, and SRTR to address these concerns and better
serve our patients and the transplant community.

Sincerely yours,

Lloyd E. Ratner, MD, MPH, FACS, FICS(Hon)
President
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HRSA Information Collection Clearance Officer
Room 14NWHO04

5600 Fishers Lane

Rockville, MD 20857

paperwork@hrsa.gov

Re: Information Collection Request Title: Process Data for Organ
Procurement and Transplantation Network, OMB No. 0906-xxxx—New.

Dear Administrator Carole Johnson:

As President of the American Society of Transplant Surgeons (ASTS), | am pleased
to have the opportunity to respond to the Information Collection Request
referenced above. ASTS is a medical specialty society representing
approximately 2,000 professionals dedicated to excellence in transplantation
surgery. Our mission is to advance the art and science of transplant surgery
through patient care, research, education, and advocacy.

The Information Collection Request:

This new collection consists of three new data forms as directed by the Secretary
of Health and Human Services, which were developed to improve the OPTN organ
matching and allocation process and OPTN member compliance with OPTN
requirements: one new form will collect data from the point of referral of a patient
to an organ procurement organization (OPO) for potential deceased organ
donation, and two new forms will expand data collection from the point of patient
registration, referral, and evaluation at transplant centers. Our comments are
limited to the two forms to be completed by transplant centers, which include a
patient referral form and a patient evaluation form.

The Information Collection Request indicates that the data collected on these
two forms will provide insight into who gets referred for transplant evaluation and
by whom, who gets evaluated, and who gets placed on the organ transplantation
waiting list. The data collection is intended to facilitate the OPTN’s ability to
address disparities in processes of care, improve access to organ
transplantation, and assess overall system performance.

The Information Collection Request indicates that these forms will be completed
by 258 transplant program respondents; that approximately 436,207 forms will be
added to those already submitted by transplant centers; and that the completion
of these forms will require approximately 160,040 hours (estimated at 35 minutes
per referral form and 40 minutes per evaluation form). This includes the time
needed to review instructions; to develop, acquire, install and utilize technology
and systems for the purpose of collecting, validating and verifying, processing
and maintaining information; training personnel to be able to respond to a

1401 S. Clark St, Suite 1120

ASTS.or
Arlington, VA 22202 9

President
Ginny L. Bumgardner, MD, PhD
The Ohio State University

President-Elect
James Markmann, MD, PhD
Penn Transplant Institute

Secretary
Debra L. Sudan, MD
Duke University Medical Center

Treasurer

Julie Heimbach, MD
Mayo Clinic

DEI Officer

Henry B. Randall, MD, MBA
SSM Health Saint Louis
University

Immediate Past President
Elizabeth Pomfret, MD, PhD
University of Colorado

Past President

William C. Chapman, MD, FACS
Washington University Medical
Center

Councilors-at-Large

André A. S. Dick, MD

Tayyab Diwan, MD

Majella B. Doyle, MD, MBA
Jacqueline Garonzik Wang, MD,
PhD, FACS

Sunil K. Geevarghese, MD, MSCI
Daniela P. Ladner, MD, MPH
Matthew H. Levine, MD, PhD
Robert Montgomery, MD, PhD,
FACS

Dinee C. Simpson, MD
Samantha J. Halpern, MSN,
CRNP

Executive Director
Maaaie Kebler-Bullock. CFRE

(703) 414-7870



mailto:paperwork@hrsa.gov



ASTS

American Society of

Transplant Surgeons

a collection of information; searching data sources; completing and reviewing the
collection of information; and transmitting or otherwise disclosing the information.

ASTS Comment:

Please note that ASTS has previously provided guidance regarding data collection in
general in our published ASTS Guiding Principles for the OPTN Modernization
Initiative published and provided to HRSA in September 2023. We now include the
pertinent excepts as part of our response to this new Information Collection Request at
the end of these comments.

While ASTS agrees that it is critical to obtain a better understanding of patients’ pre-
waitlist experience in order to address disparities and improve the overall access to and
equity of the system, we urge HRSA to engage with the patient, transplant and dialysis
communities to determine whether there are alternatives to national collection of pre-
waitlist data that might address pre-waitlist obstacles to transplantation more
expeditiously and in a manner that provides actionable data more effectively than a
national data collection effort.

We believe that the Information Collection Request significantly underestimates the
annualized burden of data collection, especially in the first year when changes to
EMRs and data systems will be necessary to implement the new requirements. But even
if the 160,040 hour/year estimate were accurate, implementing the new data collection
requirements would require 4001 additional FTEs (generally nurses and LPNs) at a cost
of $.54 per minute' or $32.40 per hour. Thus, adoption of the new data requirements will
cause transplant programs to incur over 9.6 million in labor costs alone, and it is highly
likely that annual costs of implementation (including IT and other systems changes)
would approximate $10 million every year, or $50 million over a five-year period. These
costs will be borne in considerable measure by the Medicare program (through payment
of organ acquisition costs) and by transplant programs, which will be forced to
reallocate program resources away from direct patient care to fulfill the new data
reporting requirements.

We urge HRSA to explore other more efficient, effective and less costly mechanisms
for collecting actionable pre-waitlist data and believe that the resources that will be
expended for this data collection effort could go a long way to addressing waitlist
disparities and increasing access. For example, itis our understanding that, in part as
the result of CMS incentives encouraging nephrologists and dialysis centers to refer
ESRD patients for transplant evaluation, many nephrologists and the major dialysis
companies have already instituted new processes to ensure that all clinically
appropriate dialysis patients are referred for transplant evaluation in a timely fashion. It
is possible, if not likely, that considerable insight into the reasons patients may not
follow through on transplant evaluation referrals could be obtained from referring

" Based on data relied upon by the Centers for Medicare and Medicaid Services in establishing
Medicare payment for physicians’ practice expense.
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nephrologist and dialysis centers’ records; from patient surveys; or from targeted
studies of this patient population. Likewise, it seems likely that, to the extent disparities
continue to exist due to differences in providers’ referrals for transplant evaluation, the
problem could be ameliorated considerably through CMS quality incentives or dialysis
facility certification requirements that require ESRD and late-stage CKD patients to be
referred for transplant evaluation within a year of beginning dialysis unless certain
disqualifying conditions are met. Targeted OPTN audits of the waitlist practices of
transplant centers whose waitlists are unusually out of line with the demographics of
ESRD patient in the program’s primary catchment area may yield greater insight than a
national data collection effort whose results are likely to take years to analyze. All of
these options should be thoroughly explored before the decision is made to implement a
costly national data collection effort that is likely to divert resources that could be used
for patient care.

If HRSA decides to proceed with national collection of pre-waitlist data, we strongly
suggest that HRSA clearly define the questions that it wishes the data collection to
answer. Based on our review of the referral and evaluation forms, it is unclear to us what
questions HRSA hopes to answer. It is quite evident—without the need for any data
collection—that transplant programs’ evaluation process and waitlisting decisions are
to a large extent driven by program resources that will necessarily vary from program to
program and by clinical judgments that will necessarily vary by characteristics of the
local population being evaluated. Both the referral and the evaluation forms include
“drop down” menus asking respondents to identify the reason(s) for the program’s
evaluation and waitlist decisions. However, these judgements are multifaceted and are
generally based on numerous clinical, behavioral, and other factors which may be
weighted differently by different programs. It is unclear from the instructions for the
forms whether a transplant program is permitted to report more than one reason for its
decision not to evaluate or not to place a candidate on the waitlist. If more than one
reason can be reported, it is unclear what conclusions can be drawn from the response:
The data, considered in the aggregate, will simply show that decision-making is multi-
factorial and personalized to the individual candidate, which we already know. If only
one reason can be reported, the data will not capture reality accurately. Either way, the
data collection is likely to provide little insight into the barriers to waitlist access and
equity.

If HRSA does decide to proceed with the proposed pre-waitlist data collection, we
request that the following issues be addressed:

e Currently, other than heart-lung and kidney-pancreas, there is no option to
select other multi-organ combinations. We recommend that the data
collection forms be modified to collect all transplant data for a patient using
the same form (i.e. a single form for the same patient referred for a heart
transplant in January and a kidney transplant in March).

e Thetime allowed between adoption of these new forms and implementation
should be sufficient for transplant programs to partner with the EMR vendors
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to update software to accommodate the new information required to be
reported.

e Data collection should be prospective only. The burden of providing
referral and evaluation data retroactively would be extraordinary.

e The transplant evaluation form should include an option for a transplant
program to report deferral of a decision and reasons for the deferral.

e The data should be uploaded by transplant programs on a quarterly basis:
real-time submission is not necessary and should not be required.

e Transplant programs should be provided with options with respect to data
submission: (a) Transplant programs should be authorized to utilize either
the UNet integration process with the variety of EMR vendors for form
autocompletion; (b) a secure portal could be developed to facilitate data
submission or (c) data could be submitted in conjunction with the OPTN
audit process.

e The forms should be stackable to avoid the need to enter duplicate
information about OPTN Patient Identification more than once for multiple
forms.

e Specific information on the drop-down menu for Referral Closure Reason
that is requested on the Pre-Waitlist Transplant Referral Form appears to
align better with the Pre-Waitlist Transplant Evaluation form:

o “Evaluation Started — Patient began testing for evaluation”

o “Evaluation Started — Patient completed the initial visit for
evaluation.” We suggest revising this language to “Initial Visit
Completed - Patient completed the initial visit for evaluation” for
accuracy and clarity.

e The options provided to capture reasons a program may hot move forward
with a referral or evaluation are reasonable; however, they do not include one
critical operational factor: state, local, or national emergencies, as well as
capacity issues. The impact of the COVID-19 pandemic on transplant
program operations highlighted how such emergencies can significantly
disrupt normal processes.

o Adding this category would ensure the capture of data reflecting on
external challenges that can affect program operations and provide
valuable insights for planning and response in similar future
scenarios. Including this mechanism would enhance the directive’s
comprehensiveness and utility.

We hope that these comments are helpful and look forward working with HRSA to
discuss alternatives to the proposed data collection that have the potential to address
waitlist access and equity in a manner that is both more effective and more efficient that
national data collection. If you have any questions, please do not hesitate to contact
Emily Besser, MA, CAE, Associate Director, Advocacy & Professional Practices,
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at Emily.Besser@asts.org with questions.

Respectfully,

Ginny L. Bumgardner, MD, PhD, FACS
President
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American Society of Transplant Surgeons (ASTS) Statement of Principles:
OPTN Modernization Initiative {EXCERPT}

Data and Transparency

¢ New and continuing OPTN data collection activities should comply with the
following principles:

o Data collection should be clearly tied to, and necessary for the
achievement of, a clearly stated goal or objective that is one of the
National Transplantation Goals.

o New data collection should be authorized only if the data is unavailable
from any existing data source.

o Transplant centers should not be responsible for new data collection
requirements unless funding sources outside the transplant centers are
identified.

o Every attempt should be made to automate clinical data submission by
centers directly from EHRs and this should lead to efforts by SRTR to
provide better risk-adjustment methodologies.

o The appropriate audience for the data should be clearly identified and
consulted about the utility of the proposed data collection before date
collection is instituted.

o The potential inadvertent repercussions of data dissemination should be
thoroughly considered in advance.

e HRSA and CMS should collaborate to establish a single, comprehensive public-
facing integrated website that provides educational information to candidates,
waitlisted patients, recipients, donors, and donor and recipient families
regarding transplantation, including data collected from SRTR to help guide
candidates choosing a transplant center.

e Therisk-adjusted transplant program-specific outcomes data required to be
included on the SRTR website under the Final Rule should be presented in the
context of comparison to outcomes of alternative forms of treatment for that
specific end-organ disease process.

e Any public metrics that are established should focus primarily on encouraging
optimal utilization of organs, maximizing aggregate life-years saved including
decreasing waiting times, decreasing disparities and waste, while providing
patients with easy-to-understand risk adjusted outcomes data.

e The outcomes metrics used under the current five-star rating system for
transplant programs should be eliminated. This rating system strongly
disincentivizes transplant programs from utilizing hard-to-place organs and does
not predict future outcomes. The current system is severely flawed
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methodologically and therefore grossly misinforms potential recipients.

Public-facing data should be responsive to patients expressed need for use
friendly information that provide them with an accurate approximation of
whether they are likely to meet a transplant program’s waitlist candidate criteria
and how long they are likely to remain on the waitlist and the impact on survival,
considering the selected transplant program'’s historical performance for
patients with similar demographic, clinical, and other profiles.

Data collected to facilitate transplant center quality improvement and self-
improvement should be clearly distinguished from public-facing data and should
be shared with transplant programs on a confidential basis.

Data utilized by OPTN Committees and the Board for the purposes of assessing
or modifying OPTN policies, including allocation policy changes, should be
shared with stakeholders in a user-friendly format prior to Board or Committee
review of such data and prior to deliberations utilizing those data.

The role of the SRTR in data analysis and dissemination should be clearly defined
and distinguished from the data-related role(s) of the OPTN and a written
document should be drafted to outline each entity’s responsibilities and role
with respect to data dissemination to the public. Historically, the suggestions of
the SRTR contractor are often accepted for implementation by the committees
without to help assess the analyses provided by the SRTR contractor for the
OPTN.
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