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GOVERNMENT AFFAIRS IN THE CLINICAL LAB 2.0 MOVEMENT

EXECUTIVE SUMMARY

Clinical Lab 2.0 represents a fundamental shift in how medical laboratories serve patients
and the healthcare system.

The Old Model (Lab 1.0): Laboratories run tests and report numbers. A passive, behind-
the-scenes service where the lab functions as specimen processors.

The New Model (Lab 2.0): Laboratories become active diagnostic partners in patient care,
interpreting test results in clinical context, identifying care gaps, risk-stratifying patients,
and generating actionable insights that prevent disease, improve patient outcomes, and
reduce avoidable hospitalizations. This is diagnostic stewardship.

The Clinical Lab 2.0 movement will succeed through strong, coordinated policy
advocacy and robust multi-stakeholder coalitions; these are essential to our shared
vision.

In this vital session from our Clinical Lab 2.0 2026 Public Workshop, leaders explored how
to navigate today’s coverage, reimbursement, and regulatory headwinds so that
laboratories can fully transition from commoditized testing to true diagnostic stewardship
in value-based care (VBC) and population health.

THE VALUE OF LABORATORY MEDICINE: BY THE NUMBERS
70-80% of clinical decisions involve a laboratory result.
13% of total Medicare spending flows from diagnostic-informed care pathways.

Yet laboratory spending equals less than 2% of total Medicare Part B spend — a fraction
of the clinical value laboratories generate through medication changes, closing care gaps,
decreasing time to treatment, and detecting disease earlier.

43% of Medicare Part B laboratory spending now goes to genetic and molecular testing,
an area of rapid growth already cited in the CRUSH RFI.

Real-world Clinical Lab 2.0 demonstration project pilots, Accountable Care Organizations
(ACOs), and population health programs have already demonstrated improved patient
outcomes and specific, material cost reductions when lab data is used to proactively
identify care gaps and predictors of disease progression.
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THE CORE CHALLENGE
Current reimbursement rewards volume, not value.

Today’s payment systems, particularly the Clinical Laboratory Fee Schedule (CLFS) and
Medicare Part B, pay laboratories for the number of tests performed. What is overlooked is
the clinical value those tests create through:

e Sophisticated test selection and interpretation

¢ Faster, more targeted, and proactive interventions

Data insights and risk stratification

Care-gap identification

¢ Downstream cost avoidance

This misalignment negatively impacts patient outcomes, increases costs, slows
innovation, and keeps diagnostics largely invisible in policy conversations, despite
diagnostics being a critical element in the majority of medical decisions.

KEY INSIGHTS FROM THE SESSION

Diagnostics remain under-recognized and under-valued despite their central role in
clinical decision-making and improved patient outcomes.

Payment structures are too static and do not reflect improved test performance,
diagnostic innovation, or long-term value creation.

Fractured incentives persist: The payer covering the test cost s rarely the one benefiting
from prevention and cost avoidance.

Real-world evidence is underutilized: Tremendous potential exists, yet lack of
standardized tracking and data linkage limits impact on both regulation and
reimbursement.

Regulatory misalignment: FDA and CMS evidence requirements often do not align with
the fast-moving nature of diagnostic technology and Al tools.

Visibility gap: Laboratories must become far more effective at education, storytelling, and
advocacy.
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THE PATH FORWARD: FIVE BOLD PRIORITIES

To realize the Clinical Lab 2.0 Model, which is patient-focused, grounded in science,
anchored in health economics through cost avoidance, and enabled by smart policy, the
Public Workshop session emphasized these priorities:

1. Build Powerful Multi-Sector Coalitions

Engage patient groups, professional societies, diagnostic manufacturers, technology
partners, and payers at all levels, including scientific affairs, policy affairs, medical affairs,
and C-Suite/government affairs executives.

Industry leaders recognize their own vulnerability: billions of dollars invested in research
and development ultimately rest in the hands of laboratories; yet laboratories often lack a
meaningful seat at the policy table. Engaging C-Suite leaders is critical because they must
secure buy-in from their managing boards and view the “razor/razorblade” business model
in a new strategic light.

Robust multi-sector coalitions that include these voices are essential to driving real
transformation.

2. Advance Value-Based Reimbursement

Advocate for new payment mechanisms, including expanded consultative codes, value-
based payments, outcome-alighed payments, etc.

These mechanisms properly value improved patient outcomes, better and faster
diagnostic interpretation, clinical impact, and system-wide savings.

3. Develop Real-World Evidence Infrastructure

Push for better test identification, high-quality data, standardized coding, and seamless
linkage between laboratory data and claims data to demonstrate and reward true value.

4. Close Education and Visibility Gaps

Launch coordinated efforts to help policymakers, regulators, payers, physicians, and
patients understand the critical role of modern diagnostics in population health.

5. Strengthen Collaborative Advocacy

Maintain strong partnerships with professional societies while expanding the coalition to
include patients, payers, and industry partners who can accelerate meaningful change.
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PATIENT IMPACT STORY: THE DIFFERENCE IN ACTION (EXAMPLE CASE
STUDY)

The Patient: A 68-year-old Medicare patient with Type 2 diabetes visits her physician for a
routine visit.

Under Lab 1.0: Her blood sugar test (HbA1c) result is reported as a number and filed in the
chart. Nothing else happens.

Under Lab 2.0: The laboratory’s integrated analytics flag her as high-risk for hospitalization
within 90 days. A care-gap alert is generated for her physician. Outreach is triggered from a
care coordinator and/or lab technician (under the right scope of practice), initiating a
standing order and referral to pharmacy for medication management. Her medication is
adjusted.

The Outcome: She avoids an emergency room visit that would have cost Medicare
$12,000.

This is the difference between reactive testing (Lab 1.0) and proactive
care (Lab 2.0).

ALIGNMENT WITH CURRENT ADMINISTRATION PRIORITIES

Making America Healthy Again (MAHA): Lab 2.0’s focus on prevention, early detection,
and population health maps directly to MAHA’s foundational prevention model.

CRUSH RFI (CMS-6098-NC): Standardized lab coding infrastructure, MolDx expansion,
and Al-enabled lab oversight directly address CMS’s fraud-reduction objectives.

CMS Innovation Models (ACCESS, LEAD, ELEVATE): All involve risk stratification and
preventive care — core capabilities of the Lab 2.0 model.

CALLTO ACTION

The crucial conversations held during our latest Public Workshop have set the stage for the
next era of diagnostics. The Clinical Lab 2.0 movement with its Lab-Initiated Care Model
will only become reality through unified, bold advocacy and deep industry collaboration.

Now is the time to move from discussion to coordinated action.

Multi-sector coalitions including industry, professional societies, patient groups, and all
stakeholders are the key to aligning policy with the future of value-based care and ensuring
that laboratories take their rightful place as strategic partners in improving patient
outcomes and reducing healthcare costs.
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Prepared for:

Participants and supporters of the Clinical Lab 2.0 Movement
Project Santa Fe Foundation

All stakeholders

Policy makers

Coalition Contact:

Khosrow R. Shotorbani, MBA, MLS(ASCP)
President & CEO, Project Santa Fe Foundation
Founder & CEO, Lab 2.0 Strategic Services, LLC
Cell: 801-209-9337
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