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Modernizing Medicare Coverage:
It's Time to Expand Access to TAVR for Asymptomatic Aortic Stenosis

Why Now: America is Aging and Medicare Must Adapt

By 2050, nearly 1in 4 Americans will be over 65. This unprecedented demographic shift is
reshaping the health landscape, as chronic conditions, complex care needs, and fiscal
pressure on Medicare increase. Medicare must evolve with smarter, more proactive
strategies to continue to meet the demands of a growing aging population.

Conditions that are more prevalent with advancing age, such as aortic stenosis, can place
additional demands on the healthcare system if they are treated only in later, more
advanced stages of the disease.

The only treatment shown to directly improve survival of patients with aortic stenosis is
replacement of the diseased aortic valve." %3 Aortic valve replacement (AVR) can be
performed through traditional open-heart surgery or through a minimally-invasive
procedure called transcatheter AVR(TAVR).

Diagnosing and intervening earlier in disease progression is critical for both patient well-
being and health system sustainability. Innovative and proven solutions like TAVR present
the opportunity to ensure spending supports well-being for both individuals and the
program’s budget through:

e Prevention that supports healthier aging, and
o Diagnosis, proactive disease management, and earlier intervention before
symptom onset, to avoid significantly worse clinical and economic outcomes

Expanding access to TAVR is a clear opportunity to modernize Medicare in response to
today’s aging realities and ensure the program remains sustainable for generations to
come.

Key Messages
TAVRis a proven, minimally-invasive treatment for aortic stenosis.
e FEarlierintervention before symptom onset saves lives and reduces healthcare
costs.
e New evidence shows clear benefits without added risk.
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e Asthe US population ages, Medicare will feel increasing strain. Expanding access to
efficient, life-saving interventions like TAVR is not just clinically sound—it's
economically strategic.

e (CMSshould update its outdated TAVR coverage policy to better align with the latest
clinical evidence and practice patterns, thereby allowing appropriate access fora
now proven indication.

e Ensuringacoverage policy that provides all patients with aortic stenosis access to
TAVR enables patients to access the right treatment at the right time.

What is TAVR?

Transcatheter Aortic Valve Replacement (TAVR)is a minimally-invasive, non-surgical
procedure to treat aortic stenosis—a serious condition in which the heart’s aortic valve
narrows. It can lead to heart failure, stroke, and death if left untreated.

Aortic stenosis is linked to age, making proactive, effective treatment especially
important for Medicare beneficiaries.* ® As the population ages, expanding access to
efficient life-saving interventions like TAVR is essential to both improving patient
outcomes and managing growing healthcare costs.

TAVR offers patients a minimally-invasive alternative to avoid traditional open-heart
surgery, resulting in shorter hospital stays and faster post-procedure recovery. It has been
approved by the FDA for asymptomatic patients with severe aortic stenosis, but CMS
policy has not yet caught up.®

Current CMS Policy only addresses TAVR for patients with symptoms, despite evidence
demonstrating improved outcomes for asymptomatic patients who receive TAVR.?
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Why it Matters: Asymptomatic Aortic Stenosis Is Not Benign

Even without symptoms, patients can be just one step away from catastrophic
cardiovascular events. Waiting for symptoms to emerge puts patients at risk.

Diagnosis without symptoms is possible through echocardiographic imaging and clinical
evaluation.

Additionally, age-related bias in healthcare—when symptoms are mistaken for “normal
aging” or treatments are withheld based on age alone—can delay diagnosis and deny older
adults access to lifesaving interventions like TAVR.

Key Data
e Tin 4 patients with aortic stenosis develop symptoms and require AVR within 6
months.® ¢

e Asmanyas50% of asymptomatic patients with severe aortic stenosis show
symptoms and require treatment within 2 years.™

e Once symptomatic, 1in 10 patients may die within 5 weeks waiting for treatment.”

e 40% of patients with severe aortic stenosis remain untreated after 4 years."

Symptoms Are Often Missed

Current treatment quidelines recommend AVR when symptoms appear or when the heart
isn't functioning as it should.™ ' The current approach for the majority of asymptomatic
patients with severe aortic stenosis is “watchful waiting,” in which care teams monitor the
disease without intervening. However, assessing symptoms is challenging in clinical
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practice, and patients often fail to notice or report them, which can delay referrals for
treatment.®

Underdiagnosis adds further risk: 1in 7 with severe aortic stenosis are never clinically
diagnosed.™

Watchful Waiting Is No Longer Appropriate

Clinical evidence shows that waiting to intervene with AVR after symptom onset is
associated with significantly worse clinical and economic outcomes.

The EARLY TAVR Trial found that intervention with TAVR prior to symptom onset
significantly reduced the combined risk of death, stroke, or unplanned cardiovascular
hospitalizations:"

Outcome Early TAVR Watchful Waiting
Death, stroke, or unplanned 35.1% 51.2%
cardiovascular hospitalization

Mortality 8.4% 9.2%

Stroke 4.2% 6.7%

Earlier intervention with TAVR was also associated with significantly fewer
hospitalizations for heart failure (5.3% vs 12.0%).

“We believe that the time has come to recommend AVR for asymptomatic patients with
severe AS. This paradigm shift is anticipated to yield improved patient outcomes, public
health, and resource utilization. It is time to act.”®

Brian R. Lindman, MD, MSc, Eugene Braunwald, MD, Patricia A. Pellikka, MD

Cost Savings for Medicare and Beyond

Timely intervention reduces the total cost of care and associated healthcare burden for
severe aortic stenosis. Treating asymptomatic severe aortic stenosis with AVR can save
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up to $36,000 per patient within the first year, compared to treating after symptoms
develop.™

Real-world data of over 24,000 patients demonstrates that a “watchful waiting” approach
results in significantly higher mortality rates and increased healthcare costs:

Greater than 2x higher risk of death,

More than 20% higher healthcare costs, and

More than 2x higher risk of hospitalizations for heart failure within 1year after
AVR.20

A major reset in the management of severe asymptomatic aortic stenosis is now
recommended.

This Isn't Experimental—It's Proven

TAVR is an FDA-approved technology and is already covered by CMS for the treatment of
symptomatic aortic stenosis. In 2019, CMS updated the TAVR National Coverage
Determination (NCD) to better reflect evidence and clinical practice at that time to expand
beneficiary access and available sites qualified to perform lifesaving TAVR procedures.
Despite these efforts, patients with aortic stenosis continue to face significant delays and
barriers to accessing TAVR. As a result, the disease remains largely undertreated, with
less than half of indicated patients receiving AVR.?

Expanding access to include asymptomatic patients isn't about introducing something
new—it's about removing outdated and burdensome requirements in the current policy
that delay care and compromise patient outcomes.

Policy Recommendation

CMS should revise its NCD to include Medicare coverage of TAVR for asymptomatic
patients with severe aortic stenosis. CMS should also eliminate TAVR's Coverage with
Evidence Development status, recognizing the robust, cumulative evidence
demonstrating TAVR is reasonable and necessary for aortic stenosis.

This change would:
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o Align with latest clinical evidence and evolving global indications and guidelines
e Lower healthcare costs and improve patient outcomes
e Support equitable access to a life-saving technology

Conclusion: A Missed Opportunity—Until Now

As the U.S. population ages and the chronic disease burden grows, Medicare will continue
to face increasing budgetary strain while meeting the needs of older Americans. For long-
term sustainability, investing in earlier detection, treatment, and diagnosis can mitigate
the expense of acute later-stage intervention. Watchful waiting is no longer appropriate.
Diagnosis in earlier stages of disease, proactive disease management, and timely
intervention with TAVR provides benefits to patients and healthcare systems.

Expanding access to TAVR will improve patient outcomes, enhance the quality of care, and
reduce strain on healthcare systems—without adding risk to patients or Medicare.



