
March 4, 2021 

Norris Cochran Topher Spiro 
Acting Secretary  Associate Director for Health 
Department of Health and Human Services Office of Management and Budget 
200 Independence Avenue SW 725 17th St NW 
Washington, DC 20201 Washington, DC 20503 
 
Elizabeth Richter 
Acting Administrator 
Centers for Medicare & Medicaid Services 
7500 Security Boulevard 
Baltimore, MD 21244 
 
I am writing in support for the Centers for Medicare and Medicaid Services pro-patient, 
data-driven rule issued on November 20, 2020: Organ Procurement Organization (OPO) 
Conditions for Coverage Final Rule: Medicare and Medicaid Programs; Organ Procurement 
Organizations Conditions for Coverage; Revisions to the Outcome Measure Requirements for 
Organ Procurement Organizations; Final Rule (42 CFR, Part 486) published in the Federal 
Register on November 20, 2020. 
 
This regulation is critical to ensure that patients with organ failure - patients who are particularly 
at risk due to COVID-19 - have increased access to transplants by holding organ procurement 
organizations (OPOs) accountable.  
 
By CMS’s own estimation, meeting minimum standards of compliance with proposed outcome 
measures would mean 7,000 additional transplants each year - while also saving billions of 
dollars in the coming years to Medicare through avoided dialysis costs.  
 
The regulation rights a serious flaw in CMS’ ability to hold its own contractors accountable. As 
noted in a 2020 peer-reviewed article in the Journal of the American Medical Association: “the 
current metric is unenforceable and thereby fails a basic public trust, ensuring that no OPO can 
ever be held truly accountable, no matter how many people die on the waiting list.” 
 
With 500,000 Americans crowded into dialysis centers and unable to self-isolate, and COVID-19 
ravaging patients’ organs, it is more important than ever to finalize the high standard proposed 
in December. Calls by OPOs for delayed accountability ignore the reality that patients need 
these reforms now. As Ben Jealous, past president of the NAACP, waiting means that: “tens of 
thousands more patients — disproportionately people of color — would die.” 
 
Schmidt Futures via the Federation of American Scientists has supported research into OPO 
reform that has identified the technology and process failures plaguing the current system, as 
well as the disproportionate impact such failures have on patients of color, making this a key 
health equity issue.  
 

https://jamanetwork.com/journals/jamasurgery/article-abstract/2765994?appId=scweb
https://www.nytimes.com/2020/04/11/health/dialysis-risk-coronavirus.html
https://www.cms.gov/files/document/112020-opo-final-rule-cms-3380-f.pdf
https://www.cms.gov/files/document/112020-opo-final-rule-cms-3380-f.pdf
https://jamanetwork.com/journals/jamasurgery/article-abstract/2765994?appId=scweb
https://www.washingtonpost.com/health/dialysis-patients-are-at-high-risk-during-covid-19-outbreak/2020/03/24/6e69f908-6aa7-11ea-b313-df458622c2cc_story.html
https://www.cnbc.com/2020/08/03/severe-covid-19-can-lead-to-kidney-failure-medical-studies-reveal.html
https://www.rollcall.com/2020/07/09/dont-let-the-covid-19-crisis-delay-reforms-to-our-organ-transplant-system/
https://bloomworks.digital/organdonationreform
https://bloomworks.digital/organdonationreform
https://bloomworks.digital/organdonationreform/Inequity/


In line with bipartisan Congressional offices, patient advocates, health equity champions, 
leading national philanthropies and scientists, and forward-thinking OPOs, SF encourages the 
Biden-Harris Administration to implement these reforms as quickly and urgently as possible. 
 
Yours sincerely,  
 
 
Tom Kalil 
Chief Innovation Officer, Schmidt Futures 
 
 

https://58425eca-649a-42d4-b265-d1e1743b6c48.filesusr.com/ugd/581bc3_a34641941c3e4dad86c015f019ba2051.pdf
https://familiesusa.org/resources/letter-urging-improvements-to-the-u-s-organ-procurement-and-transplant-system-to-better-support-families-and-save-lives/
https://www.healthaffairs.org/do/10.1377/hblog20201211.229975/full/
https://www.arnoldventures.org/stories/reform-by-u-s-department-of-health-and-human-services-will-boost-organ-transplants-saving-thousands-of-lives
https://www.dayoneproject.org/cms-policy-change
https://morningconsult.com/opinions/organ-donation-can-save-more-lives-through-reform/

