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Drug Resistance to Epilepsy Leaves Millions of Americans Without
Effective Treatment and at Ongoing Risk of Sudden Death

Human Stakes
e About 3.4 million Americans are
diagnosed with epilepsy
e 30%40%have drug-resistant epilepsy

e Sudden Unexpected Death in Epilepsy
(SUDEP) claims an estimated 1 in 1000
patients per year

The Anti-Epileptic Drug
(AED) Burden

“All AEDs have the potential
to cause dose-related
neurotoxic adverse effects —
drowsiness, fatigue,
dizziness, blurry vision, and
incoordination...”

-Erik K. St. Louis, MD
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Structural Barriers Disproportionately Harm Specific, Vulnerable
Epilepsy Patient Populations

Socioeconomic \ / Geographic \ / Age and

Barriers & Racial Barriers Intellectual
Disparities Differences
e Coveragerequires
L . ¢ extensive pre- e Seizure-related death rates
° ower .|ncome ace up surgery were higher than rates for
to 8x higher rate of documentation other common causes of
selzures death in young people
e MostLevel llland IV
e Black and Latino much Epilepsy centers are e People with intellectual and
higher incidence risk in metropolitan areas developmental disabilities
experience epilepsy at rates
o 71.5%tested in trials as high as 30%

are of European
\ / \ ancestry / \ /
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Technical Evidence: Closed.oop Ultrasound Neuromodulation Combines Reatime
Responsiveness with Norinvasive, Focal Access to Deep Brain Targets

“ Established Clinical Model: Emerging Clinical Model:
ClosedLoop Insulin Delivery ClosedLoop Ultrasound
‘ Neuromodulation
SENSE CGM continuously monitors glucose EEG continuously records brain activity
DETECT Algorithm identifies glucose abnormalities Algorithm identifies seizure-related activity

INTERVENE | Pump automatically adjusts insulin delivery | Transducer delivers focused ultrasound to the
seizure target

ADAPT CGM measures glucose response and EEG measures neural response and stops,
updates dosing repeats, or adjusts

Same feedback principle, different disease.
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Problem 1: A Public Goods Problem Limits Investment in Closdabop
Ultrasound Neuromodulation

The Small Business Innovation Research (SBIR) Phase System

LIMITEDABILITY TO
CAPTUREEVIDENCE Phase 1 (Feasibility): Proves function, Animal studies, $50K350k

e UMD School of Medicine rat study (2023)
o  Reduced subsequent seizure frequency and duration (48 hours)
o Treatedrats averaged fewer than 1seizure (8 weeks)

Phase 2 (Development): Full-scale research, small patient trials, $750k-3 million

e Alfred Hospital of Melbourne, Australia pilot study (2026)
o 5 of 6 showed seizure reduction
P R |VAT E o 2 of 6 exceeded 80% reduction

INVESTMENT FALLS Phase 3 (Commercialization): Government procurement, no limits

BELOW SOCIAL NEED WE ARE TRANSITIONING HERE!
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Recommendation 1: Congress Should Direct the National Institute of
Neurological Disorders and Stroke (NINDS) to Prioritize Noinvasive Closed
loop Seizure Intervention

NINDS Mission Priority Research Areas
“...to seek fundamental knowledge e Mechanistic studies
about the brain and nervous system S
and to use that knowledge to reduce J PEUEIIED Sl e

o . t' t_ .f. t t.
the burden of neurological disease for RatiCUSPECIiIcafoeting

all people.” e Equity-centered trial sites

-National Institutes of Health (NIH), 2023
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Problem 2: The Centers for Medicare and Medicaid (CMS) Current
Coverage System Traps Promising Devices in a Cycle that Prevents Botl
Access and Evidence

Coverage

e C(lear Evidence-Access Catch-22

e Delayed coverage means
preventable SUDEP, injuries

e Out-of-pocket costs fall hard on Access Evidence

vulnerable populations U
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Recommendation 2: CMS should Issue a National Coverage Determination (NCI
with Coverage with Evidence Development (CED) conditions for Seizure

Intervention Technologies

Cover the device.

Grant national coveragefor seizure intervention
technologies

Attach a condition.

Require participation in registries and prospective
data collection

Let the evidence decide.

Use real-world outcomes to inform permanent
coveragepolicy

O

The Precedent: Renal Denervation
(NCD 20.40)

e CMS made effective October 28,
2025

e Coverage for radiofrequency and
ultrasound renal denervation

e Treats uncontrolled
hypertension
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Two Actions Can Change the Trajectory for Millions of Patients
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REC 1: Closetbop ultrasound
neuromodulation deemed a
priority in upcoming
Appropriations Act
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REC 2: Early access to closetbop
ultrasound neuromodulation
allows simultaneous clinical data
collection

~
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Patients failed by medication will
have an alternative treatment
method

Improved quality of life for millions
of Americans

More evidence collected to increase
access for marginalized populations

A new pathway to treat many
neurological disorders




Q&A

Thank you!
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