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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.
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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
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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
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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

Philadelphia, Pennsylvania



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



