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Insights from OPTN Discovery Vendors

September 8, 2025

Vision: Healthy Communities, Healthy People




Objective

The Health Resources and Services Administration (HRSA)
awarded multiple Discovery Task Orders to document the
current state of specific OPTN operations and make
recommendations to inform the OPTN Modernization
Initiative.

We are sharing a summary of the findings, examples of
HRSA’s initial progress, and next steps for implementing
improvements as of early September 2025.
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OPTN Modernization

As part of its Congressionally mandated OPTN oversight role, HRSA Our goal is to
manages the Modernization through: increase the

Oversight and compliance monitoring of OPTN components; improvements in outcomes in
adherence to federal statute, Congressional mandates, and the Federal Acquisition Regulation

governing federal contracts Transparency

* Incorporation and designation of the OPTN Board of Directors
@ A new operating model that reduces the risks and challenges inherent in the previous structure Performance

@ HRSA serves as the federal agency responsible for oversight of the national procurement and
transplant system. Oversight of the OPTN is multifaceted, and includes:

»  Preventing and deterring fraud, waste, and abuse; Governance

* Addressing mistakes or errors that impact donor patients, waitlist patients, and recipient
patients;

*  Monitoring patient safety and public health; and Efficiency

* Ensuring that OPTN activities achieve the intended results

@ Improved collaboration across the OPTN

of the national organ
procurement and
transplant system



OPTN Modernization Progress and Outcomes

Over the first two years of the OPTN Modernization, HRSA worked with the OPTN and Congress to help update and improve America’s

organ procurement and transplant system:
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Governance

* Facilitated the institution of an
independent non-profit to serve as the
new OPTN Board of Directors

* Established Transitional Nominating
Committee (TNC) for the special election
process

* Established an advanced structure and
criteria for nominating candidates to serve
on the OPTN Board

* Conducted a Special Election to seat an
entirely new Board

* Established a multi-vendor environment of
technical experts and created an OPTN
PMO team that centralizes operations

* Acquired additional funding and legislative
modifications to advance the OPTN
Modernization Initiative

* Reduced operational limitations (i.e., risks,
delays, and conflicts of interest)

* Advanced novel system-wide data
collection intended to reduce variation in
transplant referrals and organ
procurement practices
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* Held hundreds of discussions with
community members to gather
stakeholder feedback on Modernization
priorities

* Established communication platforms,
such as forums and mailboxes that
continuously receive feedback from a wide
range of stakeholders

* Increased the frequency and depth of the
OPTN Modernization web updates and
launched a monthly newsletter

* Launched two websites to promote
transparency and public engagement:
AOOS and Organ Procurement Safety
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OPTN Modernization Progress and Outcomes

Over the first two years of the OPTN Modernization, HRSA worked with the OPTN and Congress to help update and improve America’s
organ transplant system:

* Implemented a new procedure to report
concerns of organ donation, procurement, or
transplantation allegations of misconduct

* Enhanced patient safety oversight and
enforcement and created a more user-friendly
system

* Engaged the OPTN with critical comments
regarding the safety and performance of the
national system

* Directed OPTN to take action to remediate
allocation out of sequence (AOQOS) and
increase safety for normothermic regional
perfusion (NRP)

Technology and Data Analytics

* Enhanced data and analytics capacity for
strengthened technical government expertise
in OPTN data

* Generated independent data analyses to
power a broad and expanding program of data-
driven oversight

* Introduced data dashboards to better manage
modernization across the multi-vendor
environment and improve public transparency

* |dentified improvement opportunities and the
most efficient ways to implement them based
on leading industry technology standards and
practices

sHRSA

Health Systems




OPTN Modernization Discovery Task Orders

®* In September 2024, HRSA awarded multiple OPTN
Modernization discovery contracts to conduct a current Objective
state evaluation of OPTN functions and recommend
improvements to:

= Patient safety oversight
= Patient-centered communication Current State Observations
= OPTN financial management

= Transparency and public engagement in OPTN policy
development
®* One additional contract was canceled for convenience of
the government
®* Vendors finalized and submitted the discovery reports to
HRSA Summer 2025
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OPTN Modernization Discovery Objectives

Improving Patient Safety
p l') ARBOR Conduct a comprehensive review of the composition, functions, and operations of the Membership &
1IN\ RESEARCH Professional Standards Committee (MPSC) to lay the foundation for actionable

re-engineering of the OPTN patient safety structure

D I -tt Strengthening Patient-Centered Communications
e OI e. Conduct a review and mapping of current state communication services for the OPTN

Improving OPTN Financial Management

‘ Guidehouse D Conduct a review of the OPTN’s budget, finance, and audit services to develop recommendations to
improve these functions in response to the legislative and operational changes affecting the OPTN

Increasing Transparency & Public Engagement in OPTN Policy Development

v : . ,
m CI )‘I m u S D Conduct a current state assessment of the OPTN policymaking structure, workflows and operations to
provide recommendations targeting improved patient outcomes, functionality, and accountability
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Discovery Process

Each Discovery Task Order followed a similar process during a nine-month sprint:

®* Conducting general discovery and documentation of current state

* Interviewing stakeholders including OPTN Board of Directors, current and former OPTN
volunteers, patients/families, and OPTN member organizations

®* Benchmarking against industry standards and best practices
®* Developing observation and recommendation reports for HRSA
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(D) ARBOR

IR\ RESEARCH

Key Findings for Improving Patient Safety Oversight

Data and Technology

Inconsistent data collection and
submission formats across functions

Lack of interoperability across
contractor platforms (e.g., UNet,
SharePoint, internal tools)

No contractor-held centralized
dashboard for tracking member
status or case history

Patients and families lack access to
performance and safety information

&

Operational Structure

RSN

Legal and Regulatory Alignment

Roles and responsibilities between
contractor and Membership and
Professional Standards Committee
(MPSC) remain poorly defined

Operational rules used for triage are
not widely shared or consistently
applied

Volunteer-based committee model
under strain due to increasing case
volume and complexity

Oversight functions may compete
with peer support and improvement
goals

MPSC’s role in interpreting NOTA and
Final Rule compliance remains under-
defined

State-level peer review protections
vary and are not always reconciled
with oversight

The MPSC’s work products and
decisions are not consistently public,
limiting accountability

Some HRSA policy reforms have not
yet been operationalized at the
committee level
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Implementing Improvements

Initial findings indicated that the OPTN lacked clear standards around organ procurement
clinical care and practice, and that the OPTN safety infrastructure was not capturing or
addressing all safety events.

HRSA Actions Next Steps

* |ssued multiple directives to the OPTN to remediate * Continue to coordinate with the OPTN
gaps in policy requirements for the safe donation through critical comments on patient
and procurement of organs safety issues to improve and restore

 Launched a web page to update the community on public trust in the system

5 areas HRSA is taking action to strengthen patient * Compete a new contract to support
safety (i.e., misconduct, OPO data, data access, OPTN patient safety efforts
policy, corrective action plans)

* Instituted a new process to anonymously report
allegations of misconduct for investigation by HRSA
OPTNComplaints@hrsa.gov

SERViCg
4
§ e
E (‘3‘,’,
Ih"ficl

Health Systems



https://optn.transplant.hrsa.gov/policies-bylaws/a-closer-look/strengthening-organ-donation-and-procurement-safety/
mailto:OPTNComplaints@hrsa.gov

Deloitte. Key Findings for Patient-Centered Communications

@ Lack of Clear Processes @ Limited Audience Segmentation @ Minimal Tailored Communications

The OPTN has a limited understanding

of its audience, and their information

needs, which limits effective audience
segmentation and tailored
communication strategies.

@ OPTN Brand Confusion @ Inconsistent Messaging Across OPTN @ Limited and Reactive Information

The unclear and inconsistent use of

There are limited tailored and
accessible OPTN communications,
which reduces the OPTN’s ability to
reach and engage target audiences.

The OPTN has few formal
communications processes, which can
hinder the quality and timeliness of
communications products.

. . The messaging from HRSA and OPTN Limited OPTN information paired with
OPTN branding contributes to . . . . .
. L members is often not aligned, reactive messaging contributes to
confusion about the distinct roles and . . . . .
ol which can create confusion and confusion and ultimately undermines
responsibilities of UNOS, OPTN, and . . . s .
information disparities. trust in the system.

HRSA.
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Implementing Improvements

Initial findings indicated that the incumbent OPTN contractor had limited audience
segmentation or tailored communications, brand confusion with OPTN, including
inconsistent messages, and limited/reactive information.

HRSA Actions Next Step

* Implemented new OPTN web pages and data e Continue to share updates through the
dashboard about new safety initiatives for Modernization Updates web page and
AOQS and other directives like NRP monthly newsletter

e Distributed updates in new monthly * Continue to keep transplant hospitals
newsletter to 1750+ subscribers informed about the fee process with

timely email updates, detailed guidance,
and clear timelines to support a smooth
transition

Provided comprehensive monthly updates
online for greater transparency

Created a new OPTN Registration Fee web
page and sent outreach to transplant hospitals
about the new fee collection process

* |ssue new contracts to support OPTN
communications activities
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https://optn.transplant.hrsa.gov/policies-bylaws/a-closer-look/allocation-out-of-sequence-aoos/
https://optn.transplant.hrsa.gov/policies-bylaws/optn-critical-comments-and-directives/
https://www.hrsa.gov/optn-modernization/updates/
https://www.hrsa.gov/optn-modernization/updates/
https://optn.transplant.hrsa.gov/about/optn-registration-fees/
https://www.hrsa.gov/optn-modernization/updates/
https://public.govdelivery.com/accounts/USHHSHRSA/subscriber/new?qsp=HRSA-subscribe

J\ Guidehouse Observations on OPTN Financial Management
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The roles and responsibilities of the OPTN Board and the Finance
Committee are unclear, and the requirements for being an OPTN Board or
Finance Committee member are insufficient

The OPTN Board and the Finance Committee do not have the requisite
information needed to monitor OPTN finances

The OPTN Board, Finance Committee, and HRSA have limited insight into
the OPTN Contractor's development of the registration fee budget
proposal and budget formulation

The process in place for review and approval of the OPTN registration fee
budget by the Finance Committee and OPTN Board is not documented nor

sufficiently robust

HRSA does not receive sufficient detail in the vouchers submitted by the
OPTN Contractor to make informed decisions during the approval process

ONONONO

Observations reflect the financial management processes prior to HRSA’s fee authority

The Executive Committee of the OPTN Board is not provided with all
necessary financial information before voting on new projects

Once a new policy or project is approved by the Executive Committee,
there is no requirement for the Executive Committee to receive status
updates on the implementation of the policy or project

HRSA and the Finance Committee do not receive reports on the OPTN's
finances on a regularly scheduled basis nor is the reporting they receive
sufficient. Likewise, the OPTN Contractor's annual financial statements do
not provide sufficient information on the OPTN's annual revenue and
expenses

The OPTN Contractor has assumed fund management activities without
sufficient oversight by the OPTN Board, the Finance Committee, and HRSA

The external audit of the OPTN Contractor is insufficient to serve as an
audit of the OPTN
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Implementing Improvements

Initial findings indicated that the incumbent OPTN contractor may not have provided the OPTN Board or Financial
Committee with all the requisite information needed to monitor OPTN finances, including the creation of the annual
budget and fee amount. Similarly, they did not provide sufficient detail on the vouchers for HRSA review/approval, the
financial estimates of new policies up for Board vote, or the management of funds.

HRSA Actions

e Strengthened financial oversight with new
HRSA expertise, required detailed vouchers
for thorough HRSA reviews, and had greater
engagement in the fee development process

* Remediated information gaps with the OPTN
Board to support spending prioritization

* Implemented new HHS fee authority to
provide greater transparency and oversight
and created new OPTN Registration Fee web
page to communicate these changes

Next Steps

Finalize and communicate HRSA’s new fee
collection process and invoice transplant hospitals
starting October 2025

Share information on collected fees and how they
are used to support the OPTN Operations via the
OPTN Registration Fee web page

Continue to engage the new OPTN Board in the
fee and budget development process, with
strengthened oversight by HRSA
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https://optn.transplant.hrsa.gov/about/optn-registration-fees/
https://optn.transplant.hrsa.gov/about/optn-registration-fees/
https://optn.transplant.hrsa.gov/about/optn-registration-fees/

MAAXIMUS Observations on OPTN Policy Development

31 Ineffective policy prioritization

Long timelines for policy implementation
41[ Failure to define systems and roles leading to system inefficiencies
0]

Lack of transparency and role definition on the BOD and committees
[u-%@g Data quality and availability challenges

Failure to engage stakeholders
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Implementing Improvements

Initial findings indicate that the OPTN did not effectively prioritize policy proposals,
had protracted timelines, and lacked defined systems and roles between the OPTN
Board and committees.

HRSA Actions Next Steps

* Directed OPTN to initiate a multi-disciplinary * In collaboration with Board, operationalize
workgroup to remediate gaps in policies about tools that enhance policy review earlier in the
allocation practice (AOOS Workgroup) development process

e Completed a special election, seated new Board of * Ensure increased visibility into proposed

Directors, investigated reported policy policies for the Board and community

noncompliance, and issued corrective action plan

* Directed contractors to improve data transparency

for patients who receive care from organ
procurement organizations
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https://optn.transplant.hrsa.gov/policies-bylaws/a-closer-look/allocation-out-of-sequence-aoos/
https://optn.transplant.hrsa.gov/media/vx0nuggz/notification-to-optn-regarding-anr-patient-data_7112025_redacted.pdf
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Connect with HRSA

Learn more about our agency at:

www.HRSA.gov

}v..{ Signh up for the HRSA eNews

FOLLOW US:

yLele] 1 Xin

EHRSA

Health Systems

1

7


http://www.hrsa.gov/
https://public.govdelivery.com/accounts/USHHSHRSA/subscriber/new?qsp=HRSA-subscribe
https://public.govdelivery.com/accounts/USHHSHRSA/subscriber/new?qsp=HRSA-subscribe
https://facebook.com/HRSAgov/
https://twitter.com/HRSAgov
https://www.instagram.com/hrsagov/
https://www.linkedin.com/company/us-government-department-of-health-&-human-services-hrsa/
https://www.youtube.com/user/HRSAtube

	Insights from OPTN Discovery Vendors�
September 8, 2025
	Objective
	Slide Number 3
	OPTN Modernization Progress and Outcomes
	OPTN Modernization Progress and Outcomes
	OPTN Modernization Discovery Task Orders
	OPTN Modernization Discovery Objectives
	Discovery Process
	Key Findings for Improving Patient Safety Oversight
	Implementing Improvements
	 Key Findings for Patient-Centered Communications
	Implementing Improvements
	Observations on OPTN Financial Management
	Implementing Improvements
	Observations on OPTN Policy Development
	Implementing Improvements
	Connect with HRSA

