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Valeos Transplant Society 
601 Massachusetts Avenue NW 
Washington, DC 20001 

May 20, 2022 

Health Resources & Services Administration 
5600 Fishers Lane 
Rockville, MD 20857 

RE Notice ID HSB115C1031 

Dear Health Resources & Services Administration (HRSA): 

Thank you for your attention to the United States’ organ allocation, procurement, and 
transplantation ecosystem. Your commitment to its improvement is profoundly needed given its 
unacceptable and insufficient current state. 

Valeos is a newly-formed nonprofit society focused on adult heart transplants. Patient-driven and 
patient-centric, we’re composed of and work in collaboration with current and former executives, 
engineers, and researchers of the world’s most impressive organizations and health systems who 
have come together to save and improve lives. 

We respectfully and urgently call for HRSA, under the direction of the U.S. Department of Health 
& Human Services (HHS) and in conjunction with the Office of Acquisition Management and 
Policy (OAMP), to address the organ transplant ecosystem’s failings including an “urgent health 
equity issue” as bipartisanly cited by U.S. Congressional leaders. 

To prevent tens of thousands of unnecessary deaths and to redress persistent and long-overlooked 
transplant inequities, immediate systemic and cultural changes are necessary, including: 

• Modernize technology for organ referrals and matches, track and trace recovered organs, and 
outcomes monitoring, using cloud infrastructure, GPS, redundancy systems to minimize 
downtime to the highest SLA, and version control for iterative development 

• Create well-supported, well-documented API framework including tools and repository to be 
adopted by the ecosystem for real-time, high-quality, standardized data 

• Leverage homomorphic data encryption to simultaneously provide real-time, no-cost access 
to public parties with de-identified and anonymized data and to HRSA-approved researchers 
with encryption key access with complete, patient-identified datasets 

• Eliminate real or perceived conflicts of interest 
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• Reabsorb oversight of Organ Procurement Organizations (OPOs) from the Organ 
Procurement and Transplantation Network (OPTN), and separate governance of the OPTN 
from any OPTN Contractor(s) 

• Increase competition and incentives for critical components of the OPTN — including 
subdividing the contract as recommended by the NASEM report, so that technology may be 
provided by an innovative and highly-competent contractor — as well as for OPOs 

• Realign incentives for the OPTN, the OPTN Contractor(s), OPOs, and transplant centers 
• Require transparency, oversight, and accountability for all stakeholders including the OPTN, 

the OPTN Contractor(s), OPOs, and transplant centers 

The functional and cultural failures of the organ transplant ecosystem across policymaking, 
technology, compliance, awareness, governance, integrity, transparency, and accountability do a 
gross and incalculable injustice to donors and patients — including listed candidates and recipients, 
as well as patients who failed to be listed because of the artificially constrained organ supply — as 
well as their families, friends, and caretakers. 
 
In the United States of America, the world’s most developed country, today’s statistics are appalling 
and unimaginable: 

• 33 Americans die every day from the lack of an organ transplant, as cited by the U.S. House 
Committee on Oversight and Reform and the U.S. Senate Finance Committee  

• The public-private partnership responsible for the U.S. ecosystem is 15x more likely to lose 
or damage a donated organ than an airline is a suitcase, according to the American Society of 
Nephrology and Kaiser Health News’ reporting 

• As few as 1 in 5 potential donors have a donated organ recovered, according to a study 
funded by the United States Department of Health and Human Services (HHS)  

• Black Americans face a 10x variability in having their organs recovered based on where they 
live, according to the Centers for Medicare & Medicaid Services (CMS)  

• 66% of the nation’s organ donation recovery nonprofits are failing or underperforming, 
according to HHS based on key metrics set by CMS 

 
These facts represent systemic, repeated failures with daily consequences for American lives, and 
raise questions about the operations of the OPTN.  

In 1984, the newly-approved National Organ Transplant Act afforded for the creation of the OPTN 
and its capacity to procure a nonprofit contractor to administer the U.S. organ transplant ecosystem. 
The contractor was and is meant to perform three primary functions: 

• Policymaking 
• Technology implementation and delivery 
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• Enforcing compliance 

The OPTN’s current contractor, UNOS (notably, the only bidder of every OPTN RFP since the 
network’s first RFP more than three decades ago), has received criticism, including:  

• “[UNOS is a] cartel” and “the federal monopoly that’s chilling the supply of transplantable 
organs and letting Americans who need them die...” (Forbes, 1999) 

• “The little-known organization that oversees the nation’s organ transplant system often fails 
to detect or decisively fix problems at derelict hospitals —  even when patients are dying at 
excessive rates.” (Los Angeles Times, 2006)  

• “An astounding lack of accountability and oversight in the nation’s creaking, monopolistic 
organ transplant system is allowing hundreds of thousands of potential organ donations to fall 
through the cracks” (The New York Times, 2019) 

• “A startling number of lifesaving organs are lost or delayed… [because] they are typically 
tracked with a primitive system of phone calls and paper manifests, with no GPS or other 
electronic tracking required.” (Kaiser Health News, 2020) 

• “[UNOS] maintains an antiquated technology and limited technical acumen…[and] has 
devolved into a hostage-taking situation, where it has convinced the government that no one 
else can do what it does, but it doesn’t perform its functions particularly well.” (Report from 
alumni of the U.S. Digital Service and endorsed by all 5 former HHS CTOs, 2020) 

Today, there are parallel bipartisan U.S. Congressional investigations by the U.S Senate Finance 
Committee and the U.S. House Committee on Oversight and Reform, focused en masse on 
problems amongst government organ contractors, including conflicts in oversight, “shocking 
mismanagement,” and technology failings.  

In October 2020, U.S. Congressional leaders sent a letter to HHS stating, “Our concerns regarding 
the Department’s role in overseeing our nation’s organ procurement organizations (OPOs) stem 
from Inspector General audits/reports, whistleblower accounts, investigative reporting, and 
research. Additionally, our internal analysis has shed light on the gaps in the federal government’s 
oversight, resulting in fraud, waste, and abuse of our nation’s Medicare program and American 
taxpayer dollars.” In February 2021, U.S. Congressional leaders issued UNOS a subpoena, noting, 
“We have serious concerns related to UNOS’ role in overseeing our nation’s OPOs, which have 
been severely underperforming for decades. Our review has shed light on the improper use of 
Medicare funds, conflicts of interest and gaps in oversight.” 

HRSA, on behalf of its governing department HHS, should reaffirm its administration’s 
responsibility to donors and patients by delivering critical reforms necessary to these investigations, 
as well as satisfying the Equity Executive Order, the Equitable COVID Response Executive Order, 
and the Competition Executive Order.  
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Additionally, HRSA should communicate its commitment within communities of healthcare, 
technology, government, and logistics through incentives for innovative OPTN RFP bids as the 
U.S. House Appropriations Committee last year called on HHS to “make all efforts to promote 
competition for the OPTN contract.” Given the ecosystem’s state, the OPTN contract should be 
recompeted in 2023, and subdivided as applicable, to ensure potential bidders may have adequate 
time to create qualified alternate bids than maintain or minimally improve the ecosystem’s status quo. 

Without such reforms to the organ transplant ecosystem and its requirements that result in modern 
technology, data quality and accessibility, reabsorption of oversight capacity, independent 
governance, competition, and policies to avoid conflicts of interest, the organ transplant ecosystem 
will continue to jeopardize the generosity of donors and lives of patients who rely on its altruistic 
function and depend on efficient, communicative, virtuous, and transparent processes. 

We must acknowledge our collective failings and recognize our willingness to do better so that we 
may fulfill the promise of each available organ with a high-quality transplant that saves lives and 
improves life expectancy and sustained quality of life. 

On behalf of donors, patients, and Valeos’ society members, philanthropic supporters, team, board 
of directors, and advisory committees, we look forward to working with you in this effort. 
 
With gratitude, 

Tristan & Jordan Mace 
Founders & Co-Chairs of the Board of Directors, Valeos Transplant Society 

Enclosed  RFI Answers 
  Statement on Proposal Intent 

CC  U.S. Department of Health & Human Services 
  200 Independence Avenue, S.W. 
  Washington, D.C. 20201 

  Office of Acquisition Management and Policy 
  9000 Rockville Pike 
  Bethesda, Maryland 20892 
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RFI ANSWERS 

A.1.a. Describe how you would/a vendor manage, track, and operationalize the OPTN organ 
donation, procurement, allocation and transplant system, such as by adopting a “cloud-
native,” agile, and modular approach to IT development and maintenance. 

Modern technology implemented and deployed by the OPTN Contractor, and subsequently adopted 
by the organ transplant ecosystem’s stakeholders, should include but not be limited to: 

• Cloud-native infrastructure, such as Amazon Web Services (AWS), Google Cloud Platform 
(GCP), or Oracle Cloud Infrastructure (OCI) 

• Containerization for automating software deployment, scaling, and management, which will 
in tandem with cloud infrastructure, can increase uptime SLA to 99.999% 

• API framework with tools and repository for ecosystem collaborative development 
• Blockchain for immutable ledgers 
• Data governance protocols for privacy, security, and architecture  
• Homomorphic encryption for data standardization   
• Versioning control system, such as Github, Gitlab, Bitbucket, etc. 
• Iterative, agile development sprints to account for user research, user story creation, UX, UI, 

development, front-end design, testing, QA, DevOps, release, and feedback collection 
• Continuous code development through appropriate testing, staging, and production instances 

with automated testing suite integration into continuous workflow  
• Application health monitoring and public access for accountability  

A.1.b. Describe how you would/a vendor would prioritize the use of publicly accessible 
application programming interfaces (APIs) to enhance data sharing and integration with the 
electronic health records (EHRs) and other tools used by OPTN members and patients.  

According to the USDS alumni report, the ecosystem’s current technology is composed of 
“disparate systems that each handle their own data.” Instead, by leveraging the utility of 
Application Programming Interfaces (APIs), or software intermediaries that allow two applications 
to communicate together that are ubiquitous in the modern technology stack, the ecosystem can 
reduce the risk for data latency and errors while making data more accessible while simultaneously 
maintaining privacy and security. 
 
An API framework should include: 

• API tools to accelerate design, testing, and discovery 
• API repository to store, iterate, and collaborate  
• API documentation to ensure API framework can be used across teams and stakeholders 
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• API operations for alerts, security warnings, reporting, etc. 

Adopting an API framework, the ecosystem can support integrations to EMRs/EHRs for 
bidirectional data sharing of relevant data variables and attract third-party innovators to contribute 
solutions. The open ecosystem, likewise, should have a no-cost mandate applied to all nonprofit 
researchers.  

A.1.c. Describe how you would/a vendor would enhance user interfaces to improve the ability 
of the OPTN IT system to conduct enhanced real-time tracking of donated organs, allocate 
organs more efficiently and support increased transplant center engagement with patients in 
organ acceptance decisions.  

OPTN technology should have an intuitive, simple user interface predicated on functionality and 
clear visual design, interactive design, and information architecture. The interface, a continued 
iterative work, should be as a result of cyclic collaborative collection, research, validation, and 
evaluation of user requirements. The interface should also provide intuitive feedback to users with 
interaction or status alerts.  

For time-sensitive delivery information of waitlist candidates, donors, and match runs, among 
others, the user interface should be facilitated via native applications to support location services 
and deliver push notifications; for data accessible by the public such as dashboards and status 
updates, the interface should be delivered via a mobile-first, responsive design website.  

A.1.d. Describe how you would/a vendor would produce public performance dashboards and 
actionable data to identify opportunities for program improvement, reduce inequities, and 
benchmark OPTN member performance.  

“The black box...,” according to the USDS alumni report, “provides no opportunity for 
collaboration or outside competition to drive innovation.”  

The OPTN Contractor should use a cloud data warehouse to manage, in real-time, its massive 
datasets. As a “single source of truth,” this could facilitate visibility by the public and third parties 
into the real-time performance of the organ transplant ecosystem, the OPTN Contractor, OPOs on 
an individual- or collective-basis, and transplant centers on an individual- or collective-basis, all 
benchmarked across variables including different time periods, locations, organs, etc. 

Additionally, by using homomorphic encryption with data governance protocols to enable limited 
data availability when necessary, the data allows researchers to make hypotheses and model 
expected outcomes based on real historical data.  
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A.1.e. Describe how you would/a vendor would maximize these and other tools to save critical 
time in the organ allocation process, minimize errors, and improve patient outcomes.  

The technology stack should use leading tools to maximize uptime, reduce latency, reduce 
necessary node dependencies, execute provenance, facilitate track and trace, and create and 
maintain APIs for industry transparency, accessibility, and accountability. 

A.2. The current contract requires system availability uptime of 99.5%. HRSA is planning to 
target a 99.999% uptime for this life-saving OPTN IT system. Is 99.999% uptime reasonable 
and achievable? If not, what is an appropriate uptime standard for an IT system of this 
importance?  

Yes, 99.999% is a reasonable uptime SLA given the system’s responsibility for managing minute-
by-minute life-dependent operations, which holds similar importance to other critical societal 
functions such as homeland security and intelligence operations.  

Furthermore, the SLA’s for Amazon Web Services and Google Cloud Platform are “at least 
99.99%” and “>=99.99% across multiple instances,” respectively. 

A.3. How can the OPTN ensure data collection is relevant, accurate, timely and streamlined 
in order to improve organ allocation processes?  
 
The OPTN should require the use of APIs — not latent flat files or “cron jobs” — for 
instantaneous, real-time data collection of standardized data. By leveraging APIs, this could 
minimize any disparate and duplicative inputs and use technology for input and unit checks to 
improve data accuracy and cleanliness. 

A.4. How would you/a vendor ensure ongoing security enhancements to protect against 
emerging and evolving IT security threats? 

The OPTN Contractor should work with the U.S. Department of Homeland Security’s 
Cybersecurity & Infrastructure Security Agency to monitor new and ongoing security threats, as 
well as the U.S. Digital Service and leading Chief Information Security Officers and their affiliated 
associations. Furthermore, by incorporating and adhering to one or more information security 
management systems (ISMS), regular compliance requires ongoing security enhancements.  

A.5. How would you/a vendor ensure adherence to the latest industry best practices for IT 
security infrastructure, practices, and standards?  

601 Massachusetts Avenue NW, Washington, D.C. 20001   •   valeos.org  / 8 20

http://valeos.org


 

Selection and adherence to a leading, internationally-recognized ISMS, such as ISO 27001 and/or 
SOC2 + HIPAA, would provide a framework to include and maintain the latest security practices as 
agreed upon by the broader international community. Additionally, the OPTN should require an 
annual audit, if not performed biannually, to ensure perpetual compliance to protect the security and 
privacy of donors and patients. 

B1. Describe how you would/how vendors could develop performance metrics and 
benchmarks for the organ donation, procurement, allocation and transplant system, 
including through expert consultation, subcontracting, and engagement with transplant 
candidates, transplant recipients, organ donors and their families about the metrics they 
value.  

The OPTN Contractor should be required to make data accessible with appropriate data 
permissions for interaction and visualization by various ecosystem stakeholders such as transplant 
centers, health systems, societies and nonprofits supporting cohorts of patients, and for-profit 
corporations seeking to innovate within the ecosystem.  

This longitudinal dataset should include but not be limited to pre-transplant evaluations, transplant, 
post-transplant biopsies, blood work, medicine changes, rejection episodes, and other notable 
updates. Other parties such as patient cohort registries and research studies should augment their 
dataset with voluntary surveys, wearables, and other quantifiable technologies. Collectively, this 
data should lead to increased oversight, directly translating into more organs recovered and 
transplanted and higher rates of transplant outcomes and sustained quality of life.  

B.2.a. Describe how you would/how vendors could structure data collection and reporting 
mechanisms for the system to report OPTN performance metrics including process, outcome, 
and patient engagement measures. 
 
Data collection, predicated on adopted APIs by stakeholders as a core requirement of OPTN 
membership, should drive data collection for unified and consistent processes without necessitating 
open text input forms. There should be no flat file export dependency as API integrations into 
EMRs/EHRs and the OPTN Contractor’s technology should enable consistent data transfer. 
Conversely, these APIs can deliver data for reporting mechanisms that provide visibility and 
accountability into the ecosystem. 

B.2.b. Describe how you would/how vendors could structure data collection and reporting 
mechanisms for the system to establish OPTN member performance benchmarks. 

Exhaustive standardized data should enable performance benchmarking against like transplant 
centers and like OPOs, on the basis of geography type, region size, populations of cities, population 

601 Massachusetts Avenue NW, Washington, D.C. 20001   •   valeos.org  / 9 20

http://valeos.org


 

density, aggregate ICU beds, size of transplant center(s), ratio of deaths to listed candidates, 
outcomes, among other cohort variables. 

B.2.c. Describe how you would/how vendors could structure data collection and reporting 
mechanisms for the system to capture patient and donor demographics, including race, 
ethnicity, language, and socioeconomic factors.  

The OPTN Contractor should capture donor and patient demographics upon collection, and then 
apply cascading preference in deferential respect to the applicability of each situation. 

Donors: 
1. If a living donor, provided by donor 
2. If deceased donor: 

a. Donor’s hospital records if previously provided by donor 
b. Donor’s hospital medical records, as verified by next of kin 
c. Donor’s hospital medical records  

Patients: 
1. Provided by patient 
2. Patient’s hospital medical records, as verified by next of kin 
3. Patient’s hospital medical records 

The collected data should be facilitated by API, if integrated, and stored in a data warehouse. 

B.2.d. Describe how you would/how vendors could structure data collection and reporting 
mechanisms for the system to create public OPTN national, regional and local performance 
dashboards.  

Data reporting mechanisms should be as real-time as possible to create transparency and 
accountability within the ecosystem as compared to the current latent reports ranging from three 
months to two years. The dashboards should be accessible to the general public, specifically to 
anticipatory candidates, waitlisted candidates, and recipients, to provide detailed information as 
means to make an informed selection of transplant center including the underlying quality of the 
associated OPO to successfully recover and transport organs.  Furthermore, other nonprofit and 
research organizations that work with data in the industry should be able to make their data 
accessible for even more specific patient cohorts. 

B.2.e. Describe how you would/how vendors could structure data collection and reporting 
mechanisms for the system to track long-term patient outcomes and health and non-health-
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related factors that contribute to outcomes.  

Pre- and post-transplant protocol variance exists intra-center and inter-center, whether across the 
street or across the country. Non-standardized care is clearly evident to patients participating in 
other nonprofit registries or shared via Facebook patient support groups. 

The OPTN Contractor should provide for bidirectional data transfer with intrinsic data governance 
and privacy permissioning that allows for longitudinal data to provide holistic insights pre, intra-, 
and post-transplant outcomes. By further integrating with EMR/EHR providers, AI/ML models can 
uncover relationships that, by sharing outputs with centers, OPOs, and other parties, may further 
improve transplant outcomes and sustained quality of life by demonstrating a virtuous feedback 
loop. 

C.1.a. Describe how you would/vendors could ensure that any fees, beyond OPTN 
registration fees, charged to transplant centers or others do not duplicate Medicare payment 
or result in unnecessary additional Medicare reimbursement.  

The general public’s trust and conviction in the ecosystem’s altruistic principles is paramount. The 
current fee is misaligned given its structure is oriented on waitlist candidate registrations as 
compared to successfully transplanted organs, which, as highlighted by The New York Times, 
creates a perverse incentive for the OPTN contractor to grow the waiting list rather than to increase 
the success of the system for patients. 
 
The OPTN Contractor should also only be allowed to charge transplant centers a single fee on a 
standardized fee schedule with no optional fee to prevent real or perceived conflicts of interest by 
needlessly creating “classes” of transplant centers. Additionally, the current “UNOS Fee,” which 
CMS ultimately reimburses, falls outside of the controls of the current OPTN contract, allowing 
UNOS (or any future contractor(s)) to spend taxpayer dollars for organizational-benefit rather than 
taxpayer-benefit. The current OPTN Contractor, for example, has recently misappropriated such 
dollars to lobby against accountability and further amplify misinformation. 

C.1.b. Describe how you would/vendors could ensure that any fees, beyond OPTN 
registration fees, charged to transplant centers or others do not charge for functions that are 
OPTN contract-supported functions. 

Please see above.  

The OPTN Contractor should not be permitted to charge optional fees as this creates misalignment 
between transplant centers that feel obligated to pay the optional fee as a requirement versus 
centers that do not pay the optional fee. If a core-function service needs to be provided by the 
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OPTN Contractor, its associated cost(s) should be included in the per unit fee schedule applied to 
all transplant centers. 

As data transparency and accessibility and the resulting accountability are the underpinnings of the 
ecosystem’s credibility, data comprehensiveness and granularity can prevent cost duplication. The 
OPTN Contractor-related fee schedule should be subject to approval by the OPTN, and adhere to 
both the letter and spirit of the OPTN contract awarded by HRSA.  

C.1.c. Describe how you would/vendors could ensure that any fees, beyond OPTN 
registration fees, charged to transplant centers or others are not perceived as mandatory for 
participation in the OPTN or for receiving core OPTN services. 

Please see above.  

C.1.d. Describe how you would/vendors could ensure that any fees, beyond OPTN 
registration fees, charged to transplant centers or others do not impact, or create a perception 
of impact, status in or allocations through the OPTN.  

Please see above.  

C.2. What requirements and oversight mechanisms could be utilized to ensure appropriate  
federal review of the OPTN registration fee, any additional contractor fees, and the 
development of the overall OPTN budget?  

An independent board of directors for the OPTN should be responsible for approval of any fee(s) 
charged by the OPTN Contractor. The OPTN Contractor should be able to request, within reason, 
fee-basis reviews by the OPTN, so the independence of determination is not made or influenced by 
transplant centers, OPOs, or other ecosystem parties.  

D.1. Describe how you would/how vendors could structure, finance and staff an OPTN board 
of directors independent of membership of the OPTN operational contractor’s board of 
directors.  

In 1998, then HHS Secretary Shalala cited, “I have received numerous letters from Members of 
Congress, transplant professionals, patients, and the public that reflect inaccuracies published by 
UNOS.” Nearly two decades later, a federal judge unsealed UNOS’ emails revealing private 
communications between a UNOS board member and its CEO that stated: “The fact that some 
states do better than others in preventing preventable deaths and providing health care insurance 
coverage and access means you’re a dumb fuck for living there.” The UNOS CEO further stated 
that “[UNOS] doesn’t have a real board.” These statements clearly represent insufficient oversight, 
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especially given that objective data and reporting reveal such oversight gaps directly contribute to 
the perpetuation of a broken system with fatal consequences for patients. 

Today’s governance conflict of interest is profoundly egregious and disconcerting given the above 
examples. The OPTN is responsible for providing oversight and accountability of the OPTN 
Contractor, while the OPTN Contractor is responsible for administering the U.S. organ ecosystem. 
However, as the same individuals currently serve as board members of both the OPTN and the 
OPTN Contractor simultaneously, there’s a gross and inappropriate governance structure that 
inadequately reflects the ecosystem’s needs.  

The OPTN board, without actual or perceived conflict(s) of interest, should be more akin to: 

• 11 board members represented in aggregate by government healthcare members, OPOs, and 
Transplant Centers 

• 6/5 Government Healthcare Members, such as current and former government 
healthcare leaders, such as commissioners, administrators, CTOs, and CIOs 

• 5/6 Regional Members, such as CMS-passing OPO members and CMS-certified 
transplant centers, which invert every 2 years and rotate 

• The 5/6 - 6/5 dynamic should invert every 4 years 
• 3-5 independent board members, served by ecosystem nonprofits, patients, donors, etc. 
• 2 ex-officio, non-voting board members from the OPTN Contractor 

D.2. Describe the conflict of interest policies you would/vendors could implement to ensure 
independence of the OPTN board of directors.  

The OPTN Contractor should be denied representation on the OPTN board of directors beyond two 
ex-officio, non-voting board members. All OPTN board members should be subject to strengthened 
— and publicly disclosed — conflict of interest disclosures, including prevention of receiving any 
compensation, whether cash, shares, or otherwise, from consulting or advising any party with a 
vested interest in the ecosystem. Additionally, there should be term limits placed upon all board 
members. 

D.3. Describe the reporting mechanisms you would/vendors could utilize to hold operational 
contractors’ accountable for system performance and outcomes.  

Visibility and transparency creates accountability. The OPTN Contractor should define key 
performance indicators, communicate them to OPOs and contractors, and then publicly publish 
performance metrics on dashboards with timely releases of data to the ecosystem’s stakeholders. 
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These key performance indicators can serve as leverage to incentivize contract extensions, or, 
whenever necessary if subpar performance, as probation to accelerate contract periods. 

D.4. Describe the additional factors and process steps you would/vendors could take to ensure 
effective operations of such an independent board of directors.  

Please see above.  

Effective operations require a competitive OPTN contract inclusive of appropriate incentives and 
conflict of interest policies. 

E.1. Describe how you would/how vendors could support the OPTN in revising OPTN policy 
requirements for OPOs to reduce variations in practices and procedures, facilitate increased 
organ donation and improved procurement, and otherwise improve OPO performance.  

With 66% of the nation’s OPOs classified as failing or underperforming according to HHS based 
on key performance metrics set by CMS, the U.S. Senate Finance Committee stated, “We have 
serious concerns related to UNOS’ role in overseeing our nation’s OPOs.”  

The OPTN Contractor must establish and uphold certification requirements and oversight of each 
OPO relative to its individual performance and results to effectively and permanently end the local 
monopoly each currently holds. Although failing OPOs are set to be replaced by higher performers 
until 2026, this timeline should be urgently accelerated to avoid unnecessary deaths and wasted 
taxpayer dollars. Increased transparency and oversight, as evident in the case of Indiana’s OPO 
which improved 44% in one transplant year, demonstrates that OPO turnarounds can be 
systematized during probation and decertification if necessary. 

E.2. How could the OPTN facilitate OPO engagement in research protocols to improve 
procurement?  
 
According to peer-reviewed research from the University of Pennsylvania, 28,000 organs go 
untransplanted every year. Additionally, the 2015 HRSA-funded “OPTN Deceased Donor Potential 
Study” discovered even greater missed lifesaving potential, concluding that: “Organs for 
transplantation are recovered from about 8,000 deceased donors per year, potentially only one-fifth 
of the true potential.” The OPTN Contractor should be principally responsible for organizing 
research standards in procurement, recovery, and transport, and then coordinate with the collective 
OPO body to incorporate innovative practices based on the data and research.  

601 Massachusetts Avenue NW, Washington, D.C. 20001   •   valeos.org  / 14 20

http://valeos.org


 

Additionally, given the unfortunate recent increases in opioid deaths, car accidents, and gun deaths 
have added to such potential which UNOS and OPOs have misleadingly promoted such increases 
as evidence of improved system performance, the ecosystem should require more transparency 
regarding the donor potential year. In fact, after controlling for such increases outside of OPO 
control, donations have not even kept pace with population growth over the last 10 years according 
to the former U.S. Chief Data Scientist as published in JAMA. 

E.3. What additional research could contribute to improving organ procurement?  

Disappointingly, among all mature international transplant systems, the United States provides the 
most opaque system for OPOs. Data collection and accessibility across the OPTN nodes for a 
longitudinal dataset can result in the identification of successful organ procurement practices, 
including related to engaging hospitals making timely referrals, interactions with donor families, 
clinically managing donor cases, recovering and transporting organs, and successfully placing 
organs with transplant centers. In other words, the greater and more exhaustive the dataset size, the 
higher likelihood independent researchers can engage in modeling and drive learnings to 
incorporate in practice. 

E.4. How can HRSA best incorporate the NASEM report’s recommendations on increasing 
equitable access to transplants?  

With 43% of listed candidates awaiting a new heart from communities of color according to OPTN, 
heart transplants have inequitably benefitted wealthy, white patients since the first performed heart 
transplant in 1967.  

Equitable access to transplants is critical as communities of color are especially disadvantaged by 
failures of the OPTN, the OPTN Contractor, and OPOs. Access should not be limited or 
discriminated by race, ethnicity, gender, sexual orientation, finances, travel, geography, and other 
disproportionate factors.  

The OPTN Contractor should engage, among other tactics, HRSA’s Office of Planning, Analysis, 
and Evaluation to work with data initiative partners to drive life-saving changes. HRSA can also 
publish more detailed analysis of the data, such as where organs are missed to prompt and require 
evidence of equitable performance to hold all stakeholders accountable. 

HHS should publish OPO process data, mirroring other well-established international standards for 
mature transplant systems. Such process data will allow for the government and public to ensure 
that OPOs provide more equitable service, in line with not only the recent Executive Order on 
Equity but also basic legal expectations for healthcare providers, given peer-reviewed research has 
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awareness resources for the organ donation process and the matching process for waitlisted 
candidates. Transplant candidates and recipients should have access to their accepted offer number 
(and associated number of turn downs), ischemic times, etc. 

G.1. Describe how you would/vendors could incorporate, to the full extent permitted under 
applicable law, the NASEM report’s recommendations on increasing racial, ethnic, 
professional, and gender diversity on the boards and committees responsible for developing 
OPTN policies.  

HHS should identify and communicate the primary outcome(s) the department seeks (e.g. to 
eliminate accessibility discrepancies across racial groups), and then incentivize the OPTN 
Contractor to meet the provided goals or face potential retribution including loss of the contract. 
 
Subsequently, as patients of color are more likely to need an organ transplant but less likely to 
receive them, the boards and committees should look like the people representing and advocating 
for them. Lastly, it is critical that the OPTN Contractor and OPOs should be prevented from 
engaging in anti-patient lobbying as means to obstruct reform in the rightful interest of donors and 
patients. 

G.2. Describe how you would/vendors could engage with experts in quality improvement and 
stakeholder collaboration in executing OPTN deliverables.  

Experts in quality improvement and stakeholder collaboration can promote strategies and provide 
direction to establish appropriate representation beyond the transplant community and healthcare. 

However, this requires a culture of innovation and radical transparency through aggressive 
publication of objective, transparent data, as well as re-tilting leverage back to HHS through 
structural reforms to ensure OPTN contract competitiveness.  

G.3. Describe what you would/vendors could include in their code of business ethics and 
conduct for the entity that holds this contract to ensure the highest standards of conduct and 
integrity are observed.  

While adopting or amending a code of business ethics and conduct is schmaltzy and an act of 
showmanship, the difficulty is in strict adherence and deference to the code, which serves as the 
primary reason HRSA and the OPTN should engage in strict oversight. 

To maintain the altruistic nature of the ecosystem, the OPTN Contractor’s code should include: 

• Unending focus on the donor, the patient, and the responsibility to the donated organ 
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found that OPOs are less likely to approach the family of a Black versus a white donor, spend less 
time with their families, answer fewer questions, and exhibit less compassion. 

F.1. Describe how you would/a vendor could support the OPO performance improvement 
activities to decrease discarded organs and further increase the use of organs.  

Discarded organs are the unacceptable result of prolonged ischemic times and inefficient 
“marketplace dynamics,” in which unsatisfactory and insufficient matches reduce the viability of an 
organ’s utility so dramatically that the organ must be discarded instead of transplanted successfully 
for a patient to sustain life. 

As the current OPTN Contractor matches 17% of kidney offerings to deceased patients, these 
unacceptable marketplace dynamics can be dramatically improved by implementing modern 
technology. Additionally, data visibility can illustrate the chronology of organ availability to turn 
down(s) to final acceptance/discard. 

Lastly, CMS believes that “performance results [related to minimizing organ discards] such as 
those achieved in France could be achievable in the U.S. with greater accountability for OPO 
performance.” Thus, HHS should increase accountability for OPOs, as has been supported by 
patient groups, bipartisan and bicameral Congressional leaders, and equity advocates. 

F.2. How can OPTN organ matching activities be modified to decrease non-usage  
(discards) of procured organs?  
 
The OPTN Contractor should use data and its underlying statistics to drive accountability and 
change. By creating an expiring time window for transplant centers to review offers and 
formalizing a ratio of offer to turn-down, the OPTN can ensure transplant centers are not 
unreasonably or needlessly reviewing offers. 

Also, the OPTN Contractor should work with the Federation of American Scientists and leading 
academic health systems to uncover fixable causes of organ loss, such as differences in response 
rates by race/ethnicity or rural/urban status. 

F.3. Describe the steps you would/vendors could take to improve transparency around the  
organ matching and acceptance process for transplant candidates, transplant recipients, 
other affected patients, organ donors and family members served by the OPTN.  
 
The public stakeholders of the ecosystem, such as anticipatory candidates, candidates, recipients, 
donors and their family members, should have access and opportunity to ongoing education and 
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• The collective good of public interest 
• Donor and patient confidentiality 
• Ethical leadership without conflict of interest 
• Radical data transparency and accessibility 
• Commitment to accountability and improvement 

G.4. What other improvements to OPTN operations and policy development processes can 
and/or should be incorporated into the OPTN contract?  

The ecosystem should stipulate requirements and expectations for incentivizing competition, 
adopting modern technology, and providing public accessibility to performance metrics. 

H.1. Describe how you would/vendors could support the OPTN incorporating the NASEM 
report’s recommendations on improving their stakeholder engagement efforts and activities, 
including whether and how to improve patient awareness of all organs they have been offered 
and by monitoring their changing health and attitudes impacting organ acceptance decisions.  

Waitlisted candidates and their next of kin should have real-time visibility in their current position 
on the waitlist to demonstrate the ecosystem’s spirit of transparency and culture. They should also 
be informed if and when their transplant team has turned down previous organ offer(s).  

Lastly, the OPTN and OPTN Contractor should closely track HRSA’s ongoing survey, “National 
Survey of Organ Donation Attitudes and Practices,” to understand the broader population’s 
attitudes, sentiments, and decisions towards organ donation, including developing insight into how 
the current OPTN Contractor has failed to successfully translate the 90% public support for organ 
donation into recovering, per the “OPTN Deceased Donor Potential Study,” as few as 20% of 
potential donors. 

H.2. Describe how you would/vendors could support the OPTN in requiring OPTN members 
to adopt improved stakeholder engagement strategies that advance equity, access, and 
transparency.  
 
Advancement of equity, accessibility, and transparency singularly results from accountability based 
on the key prerequisite: access to the data of the OPTN Contractor and OPOs. Despite the intrinsic 
goodwill nature that should exist for the OPTN Contractor and OPOs, the OPTN must realign 
incentives and requirements to access all data. 

H.3. How can and/or should the contract incorporate new or better approaches for including 
stakeholders in a shared decision model for organ acceptance?  
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The OPTN contract should require transparency into waitlist dynamics and further demystify the 
waitlist process by providing public dashboards, using de-identified and anonymized data, so 
everyday Americans can see the list in real-time and its demonstrated culture of transparency. This 
transparent ethos should extend to include information and data regarding how transplant centers 
make such decisions to refer patients for transplant, which inherently involves some discretion.  
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NOTICE 

Notice ID: HSB115C1031 
Organ Procurement and Transplantation Network (OPTN) RFI 
Issuance Date: April 8, 2022 

STATEMENT OF PROPOSAL INTENT 

Valeos will not supply a proposal to any OPTN RFP issued in 2022. 

Several Valeos affiliates, however, have indicated that they would consider a joint or independent 
proposal submission, provided the OPTN RFP was recompeted in 2023 and HRSA provided 
competition assurances so that appropriate and qualified bids may occur. 
 
With gratitude, 

Tristan & Jordan Mace 
Founders & Co-Chairs of the Board of Directors, Valeos Transplant Society 

601 Massachusetts Avenue NW 
Washington, D.C. 20001 
policy@valeos.org 
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