As physicians involved in the care and support of patients amidst the COVID-19 pandemic, we
are writing to respond to this Request for Information on the urgency of accelerating organ
procurement reforms to address pressing health equity issues and to save lives.

Each of us have treated patients grappling with the debilitating effects of organ failure, and the
iniquitous ways that thousands of Americans are left to languish on the organ waiting list.

As physicians, it is horrifying to know that thousands of these patients each year could receive
life saving transplants, however those precious opportunities are not currently available because
of basic failures of accountability amongst organ procurement organizations (OPOs).

OPOs serve a critical function in American healthcare. We note, however, that:

e The majority of OPOs are failing tier 1 objective performance standards according to the
Centers for Medicare and Medicaid Services (CMS);
CMS has quantified those failures as costing thousands of lives each year;
These failures disproportionately harm patients of color, who are more likely to need an
organ transplant and yet less likely to receive one; and,

e No OPO known to be failing will be replaced by a higher-performing OPO until 2026, by
which time 60,000 patients are projected to have died waiting for transplants.

We also note that COVID-19 damages organs and that the demand for organ transplants is
estimated to increase dramatically’, and, as bipartisan naressional | rs have highlighted,
increases the urgency of OPO reform. As Senators and House Representatives jointly wrote in
July 2021: “The COVID-19 pandemic is exacerbating the need for organs now and creating an
urgent health equity issue, as communities of color are disproportionately impacted by the
failures of the current organ donation system and the effects of COVID-19.”

Given these facts, we ask that the Centers for Medicare and Medicaid Services (CMS) use this
open rulemaking on OPO performance and equity to deliver on the Executive Order On
Advancing Racial Equity and the Executive Order on Ensuring an Equitable Pandemic
Response and Recovery with the following common-sense and patient-centered policies:

e All parts of the country should be served by high-performing OPOs as soon as possible,
accelerating the date as called for by bipartisan Congressional leaders so that failing
OPOs are replaced by higher performers before 2026.2

e To be considered high-performing, OPOs must have a data-driven track record in
equitable organ procurement across their designated service area.?

' CNBC highlighted the prediction that “The next epidemic will be chronic kidney disease in the U.S. among those
who recovered from the coronavirus.”

2 As noted at the bipartisan House Committee oversight hearing, several OPO executives have echoed the call for
acceleration of accountability in patients’ interest.

3 As noted by CMS data published in Axios, there is a 10-fold variability in OPO recovery of Black donors across the
country.



https://www.govinfo.gov/content/pkg/FR-2021-12-03/pdf/2021-26146.pdf
https://opodata.org/equity
https://optn.transplant.hrsa.gov/media/1161/ddps_03-2015.pdf
https://pubmed.ncbi.nlm.nih.gov/32459345/
https://www.cms.gov/medicareprovider-enrollment-and-certificationsurveycertificationgeninfopolicy-and-memos-states-and/public-reporting-organ-procurement-organizations-opo-performance-measures
https://www.cms.gov/medicareprovider-enrollment-and-certificationsurveycertificationgeninfopolicy-and-memos-states-and/public-reporting-organ-procurement-organizations-opo-performance-measures
https://bloomworks.digital/organdonationreform/Inequity/
https://www.cms.gov/newsroom/fact-sheets/organ-procurement-organization-opo-conditions-coverage-final-rule-revisions-outcome-measures-opos
https://twitter.com/oversightdems/status/1388204146969427971?s=10
https://www.nytimes.com/2021/04/29/opinion/covid-19-lung-transplants.html
https://www.finance.senate.gov/chairmans-news/bipartisan-bicameral-members-of-congress-commend-federal-efforts-to-reform-organ-donation-system-urge-acceleration-of-rules-impact-
https://www.finance.senate.gov/imo/media/doc/071921%20Wyden%20Grassley%20Young%20Bipart%20Bicam%20OPO%20letter%20to%20HHS.pdf
https://www.whitehouse.gov/briefing-room/presidential-actions/2021/01/20/executive-order-advancing-racial-equity-and-support-for-underserved-communities-through-the-federal-government/
https://www.whitehouse.gov/briefing-room/presidential-actions/2021/01/20/executive-order-advancing-racial-equity-and-support-for-underserved-communities-through-the-federal-government/
https://www.whitehouse.gov/briefing-room/presidential-actions/2021/01/21/executive-order-ensuring-an-equitable-pandemic-response-and-recovery/
https://www.whitehouse.gov/briefing-room/presidential-actions/2021/01/21/executive-order-ensuring-an-equitable-pandemic-response-and-recovery/
https://www.finance.senate.gov/chairmans-news/bipartisan-bicameral-members-of-congress-commend-federal-efforts-to-reform-organ-donation-system-urge-acceleration-of-rules-impact-
https://www.axios.com/organ-donation-recovery-worse-people-of-color-8d42a213-4ef7-48a3-85fb-dd15cfc4301b.html
https://www.congress.gov/117/chrg/CHRG-117hhrg44569/CHRG-117hhrg44569.pdf
https://www.cnbc.com/2020/08/03/severe-covid-19-can-lead-to-kidney-failure-medical-studies-reveal.html

e To have evidence of equitable service, CMS should make all OPO process data publicly
available.*

e In determining which OPO will be awarded a designated service area, the relevant
factors for patients should be (1) proven track record in recovered/transplanted organs;
and (2) evidence of equitable service as seen in key process data such as response
rates and times (e.g., no difference in response rates or times between potential donors
of different ethnicities).®

In enforcing the OPO final rule, CMS should continue to ensure that this lifesaving metric is not
subject to manipulation that hides poor OPO performance by:
e Only counting transplanted organs within OPO performance (not organs procured, then
thrown away, so-called “zero donors”); and,
e Rejecting OPO calls to lower standards of service for minority patient populations via a
‘race-based adjustment”, which Congresswoman Ayanna Pressley characterized as a
“racist request”, and which past NAACP President Ben Jealous argued would “codify
inequity into the health care system”.

Combining the points above, what matters to patients is receiving a call that a lifesaving organ is
available. Incumbency of any individual OPO is not a patient-centered issue. CMS has already
been clear: the status quo is killing patients. As physicians we share a sense of urgency that
this fixable and deadly problem be addressed immediately.

As patient advocate and kidney recipient Alonzo Mourning noted: “patients can’t wait; and the
government shouldn’t either.”

* This follows international best practice (see England and Australia), as well as the model of seven pro-reform OPOs
who are working with the Eederation of American Scientists to make all of their process available via the
Massachusetts Institute of Technology.

5 This follows a point made by pro-reform OPO Chief Executives in Morning Consult: “HHS’s new proposal signals
something potentially game-changing for patients: allowing the highest performing OPOs to replace those who have
proven themselves incapable of serving their communities. To the extent that an OPO is not able to rise to the
challenge of a high standard, the focus of our attention and energy must be on better serving patients on the national
waitlist, not on protecting specific OPOs.”



https://www.youtube.com/watch?v=TnKo8Q-Hemk&t=5911s
https://rollcall.com/2020/07/09/dont-let-the-covid-19-crisis-delay-reforms-to-our-organ-transplant-system/
https://www.nejm.org/doi/full/10.1056/NEJMms2004740
https://www.nejm.org/doi/full/10.1056/NEJMms2004740
https://twitter.com/oversightdems/status/1388204146969427971?s=10
https://morningconsult.com/opinions/organ-donation-can-save-more-lives-through-reform/
https://nhsbtdbe.blob.core.windows.net/umbraco-assets-corp/25132/annual_report_and_accounts_2020-2021.pdf
https://www.donatelife.gov.au/about-us/strategy-and-performance/our-data/2020-deceased-organ-donation-and-transplantation
https://fas.org/press-release/opo-advance-data-public/
https://www.axios.com/organ-procurement-data-to-be-analyzed-fas-244a119d-ccd3-467b-a24a-11bc09f4d454.html

Taison Bell, MD, MBA

Assistant Professor of Medicine in the Divisions of Infectious Disease and Pulmonary
Critical Care Medicine

University of Virginia

Charlottesville, Virginia

Oni Blackstock, MD, MHA
Founder and Executive Director
Health Justice

New York, New York

Bayo Curry-Winchell, MD
Regional Clinical Medical Director
Reno, Nevada

Lachlan Farrow, MD
Senior Fellow, Harvard Medical School Center for Bioethics
Boston, MA

Jeremy S. Faust, MD, MS, MA

Emergency Medicine Physician, Brigham & Women's Hospital
Instructor, Harvard Medical School

Editor-in-chief, Medpage Today

Writer, Inside Medicine, Meta Bulletin

Boston, MA

Owais Durrani, DO
Emergency Medicine Physician
Houston, Texas

Sujan Gogu, DO, FAAFP
CAQ Sports Medicine
CAQ Pain Medicine
Edinburg, Texas

Ebony Jade Hilton, MD
Co-Founder & Medical Director GoodStock Consulting LLC
Charlottesville, Virginia

Kavita Patel, MD
Primary Care Physician
Washington, D.C.



Marie-Elizabeth Ramas, MD FAAFP
Family Medicine Physician
Hollis, New Hampshire

Stella Safo, MD, MPH

HIV Primary Care Physician

Founder & Executive Director, Just Equity for Health
New York, New York

Manisha Sharma, MD, FAAFP
Family Medicine Physician
Chula Vista, California

Anand Swaminathan, MD, MPH
Assistant Professor, Emergency Medicine
St. Joseph's University Medical Center
Paterson, New Jersey

Hiral V. Tipirneni, MD
Physician/Healthcare Advocate
Founder & Chair of HEALPAC
Phoenix, Arizona



