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100% Salary support from the Epilepsy Foundation , a non-profit
organization, which reports revenue from individual donors, state and
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PCORnNet, NIH, the Hearst Foundation, PhRMA Foundation,
UCB, and Jazz Pharmaceutical s.
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Observational Studies
NEAD, MONEAD, FEBSTAT, EPGP

+ Brandy's Journey in Sc/ence + Clinical Trials

1 LABORATORY SCIENTIST m 2. FEDERAL SCIENTIFIC OFFICER Y ity \ 3. CLINICAL RESEARCHER RAMPART, ESETT
Exploring. Discovering. 4 \ Evaluating evidence. \ / “ Working with people. ERSET, ROSE T”als
Building the foundation. Protecting the public. Improving lives.
Guiding science fO' impact. p Turning research into real-world impact. | C AE Trlal
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, | ‘ | S Y [ 4 ) \“_/' ;“j‘- four VOiC . »
: 9 | Turni ‘ 8 & / e 7 - [
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N LN Rare Epilepsy Network Registry
= W] QERGE > Human Epilepsy Project 2
m W 4 B CDC Cooperative Agreement for Epilepsy Public
@ National Institutes v Health
of Healtl S N
NIH) e%ﬁ INTEGRITY. b — Epilepsy Learning Healthcare System (ELHS)

Dl IRI IC HEALTH.

Health Equity in Neuroscience Research
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THE CURRENT CHALLENGE

A Growing protocol complexity and
A Recruitment, retention, and rep.!
A Fragmented digital data and und

Result: Sl ow, expensive evidenc:
of public health needs and fails to translate positive results to
standard of care in a timeframe that matters
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THE OPPORTUNITY

Leveraging better real  -world care AND
research capabilities of

nNLearni ng Health Ne
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" OVERWORKED, UNDERSTAFFED. UNDERVALUED.
ENOUGH IS ENOUGH.

, " NOT ENOUGH '
TODAY'S PLAN: (' STAFF, NOT ENOUGH

l| © 30+ PATIENTS Y TIME, NOT ENOUGH { E'VE BEEN

l| o sHorT sTAFFED O~ SUPPORT. o WA'B'N‘;SF,OR THIS IS\
& LONG HOURS 4 Tarim A HOURS: UNACCEPTABLE!

{| & NO BREAKS DO THIS §
|| & HiGH sTRess ( ANYMORE. )=

|| IMPOSSIBLE

Health % "M )@ 2> '€
Care BNV L |
System

I JUST WANT

— : CARE AND
— | S. § RESPECT.
COURAGE . =i
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NEvery system I s pe
eto get the resul

-Paul Bataldan
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Concept

e
%
4
el
I0M ROUNDTABLE ON EVIDENCE-BASED MEDICINE

THE LEARNING
HEALTHCARE SYSTEM

Workshop Summary

INSTITUTE OF MEDICINI
OF THE NATIONAL ACADEME!

2007
The Learning
Healthcare System

=

Li— g" THE'LEARNING HEALTH SYSTEM SERIES
ENGINEERING A LEARNING
HEALTHCARE SYSTEM

A Look at the Future

Workshop Summary

I NN

INSTITUTE OF MEDICINE ano
NATIONAL ACADEMY OF ENGINEERING
F THE NATIONAL ACADEMES

2008

Engineering a
Learning Healthcare
System
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De s |

BEST CARE AT LOWER COST

Path to Continuously Learning
Health Care in America

INSTITUTE OF MEDICINE
OF THE NATIONAL ACADEMIES

2013
Best Care at Lower
Cost

g n

-8

‘ THE LEARNING HEALTH SYSTEM SERIES
o
INTEGRATING RESEARCH
AND PRACTICE

Health System Leaders Working Toward High-Value Care

Workshop Summary

|

OF THE NATIONAL ACADEMES

2015
Integrating Research
and Practice

T 1





https://www.youtube.com/watch?v=IntogAhn1V0

Learning Health Networks

PEOPLE

Clinician
Patients and families

Researchers

Administrators
Payers

Policy makers

SCT I 47TH More actionable data to improve care and real
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Bring Together:

INSTITUTIONS INFORMATION
TECHNOLOGY
Health Systems
Hospitals Platform for shared learning
Academic Medical Centers Advanced registry for
Local communities QI and research
Non - profit organizations

RESULTS:

Safer, more reliable care processes.

218

NAN

ACTIONS +
CONVENING

Webinars
Conferences
Virtual summits
Peer- to - peer coaching

Improved outcomes and well - being by orders of magnitude.

- world data for research



QUALITY IMPROVEMENT

Patients and
Families

Point of Standardize Process
Care Reduce Variability in
The Learning Process
Engine Customize Process to
Patient Needs

Electronic
Health
Records

Patient
Qutcome

Clinicians

RESEARCH

Comparative Registry
Effectiveness Applications
Studies

Slide credit: Adapted from CCHMC Anderson Center for Health Systems Excellence
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Our Learning Health Network Partners

A7\\

CANOPY

Cancer Collective

Canopy Cancer Collective

\V Bipolar
Action
Network

Bipolar Disorder

Bipolar Action Network

:;(:i[‘ﬁigiMLNEFHNG

Pancreatic Cancer Juvenile Idiopathic Arthritis

PEDIATRIC

€3] RHEUMATOLOGY

PR-COIN

CARE & OUTCOMES

IMPROVEMENT
NETWORK

PRCOIN

‘networks
International

N"UB Rett Syndrome
Foundation

Pediatric IBD (Crohn's & Colitis) Rett Syndrome

ImproveCareNow nternational Rett Syndrome Foundation

Advancing care together.

%. autism care network

® ® * autism speaks

Pediatric Kidney Disease

Autism Spectrum Disorder

Autism Care Network
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Healthier Together Results

Increased remission from 60% to 82% 40% reduction in mortality  from hypoplastic left

- 08 0UCAPRI ECI 6C: 6 ECHg E D P C G&aR &hdroRed(PLME) &rfd reduced growth failure
Disease and Ulcerative colitis across 110 from 30% to <10% for 95% of all children  with this
centers and 30,000 patients. condition in the U.S.

lJ ImproveCareNow Network | National Pediatric Cardiology QI Collaborative

ACoaCCCnnNYCAPRIiBtd 6 ZCChPgCaRbD- i
Yypoil EPRg6CCUgCCi - BRI 6BDCp - Lﬂe%qa%wtr@l@ba@%ba/é()% n

(examples): children with heart failure who require a

fccoi ACi - Ci ECCIi ¢RgECCC. Lf?r%aﬁ???'“‘femf)@&‘%%‘r’@n N T

T Chferse drug events by 74% hospitals.
T CCz 6 a extubafiondby 42% \J ACTION Network

In 2020, these results and more saved 18,631
children from serious harm and saved $380
million.

Used real- world data to achieve FDA
approval for life - saving cardiac devices in
children previously available only to adults.

SCT 47TH | ACTION Network
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Healthier Together Results

Decreased elective preterm birth 75% across Reduced late - onset infections in infants
birth hospitals in Ohio (sustained reduction of born at 22 to 29 weeks gestation by 20%
>65,000 elective preterm births over 10 years) among 24 NICUs in Ohio

U Ohio Perinatal Quality Collaborative Y Ohio Perinatal Quality Collaborative

Reduced ARCBDPCCAI UgCi Cii NG | éReduced ihasptal Byt of stay for

6.6% across Ohio , including reductions in repeat infants with Neonatal Opioid

early Withdrawal Syndrome by

preterm births in women insured by Medicaid 2 days across all of Ohio

(17% decrease ) and African American women

(20% decrease ) L Ohio Perinatal Quality Collaborative

|J Ohio Perinatal Quality Collaborative
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Healthier Together Results

43% improvement (from 46% to 66%) in
the percentage of 11,000 Cincinnati Public
School children proficient in 3 ™ grade
reading reflecting hundreds of additional
urban children reaching the target

U All Children Thrive Network

18% reduction in bed days (about 190 fewer
days in the hospital/year ) for children in
the 3 poorest neighborhoods  of Cincinnati
with 8,800 children

U All Children Thrive Network

SCT iZIFIE]—IUAL MEETING

Reduced acute rejections in children with
kidney transplants 44% across 12 pediatric
nephrology centers .

- Improving Renal Outcomes Collaborative

More than $75 million in grant
funding from NIH, AHRQ, CMS,
PCORIland other sponsors.

More than 140 publications across

leading journals including JAMA, British
Medical Journal, Pediatrics, Neurology,
American Journal of Transplantation, Mayo
dinic Proceedings, JAMA Pediatrics and many
more.



BEFORE LEARNING HEALTH NETWORKS

It takes 17 years from evidence
to application in practice

Widespread disparities in practice

Inefficiencies slow study completion which prevent
approval for treatments, therapies, tests, and devices.

Physicians lack the data to tell their patients what to
expect based on the last 1,000 patients like them.

Patients and families not involved in
deciding research priorities

The old model cannot keep up with
the explosion of new evidence and
technology
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AFTER LEARNING HEALTH|NEIVAUR

Less than 3 years to design and diffuse ne
new models of care for opioid exposed balk
infants with hypoplastic left heart syndrome

Reliable implementation of evidence and be
hundreds of hospitals that ordinarily compete

Large patient registries with real -time data sha\\
across hundreds of healthcare organizations. \

Patient designed educational tools and videos. Pati
driven research priorities

The new model is adaptive,
dynamic and fast. Everyone can
contribute.



s Vhy Do We

BN Need an
Epilepsy
Learning Health
System?

ATo Improve seizure control and
guality of life for all people living
with the epilepsies

eEAND WE WONOG T .
WE GET THERE



ELHS Quality Measures (Real World Data)

Percent Completed

E;(::’__[.1 ﬁzﬁﬁbALbﬂEETHQG

Seizure
Documentation

Demographics y Medication
and SDOH Adherence
Documentation Screening

QUALITY
MEASURES

Anxiety and | Quality of ‘
Depression Life
Screening Screening



Different Perspectives. Shared Understanding.

Many ways to describe the same thing. One goal: better care for patients.

partial-onset

AN

focal impaired
seizure awareness
seizure

more than

frequently B once per month

e
AN

NEUROLOGIST

date of last
seizure was
yesterday

—_—

N

N

focal impaired
consciousness

seizure
D | 8
= /PEA [
{

—O =



Total Patients in Registry with Visits: 43,670 as of September 19, 2025

ELHS launch L -
w CCHMC MGHDCC G { UNBFYfAYyS

- Covid FT2NJ AYLE O ¢
Registry & . CCHMC system
pandemic system launch
Founding sites closure
| recruited

Cad
o

of Patients
(™
(-
- -
- -
- ]
ke

Telehealth

=
S
0.
2
T
S
E
3
O

s =
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THE EVOLUTION OF THE ROLE OF PATIENTS IN CLINICAL TRIALS

rrom “SUBJECTS” —— 710 “PARTICIPANTS” —— 10 “CO-PRODUCERS”

SUBJECTS PARTICIPANTS CO-PRODUCERS

Patients were studied. Patients are involved. Patients are partners.

o

DESIGN CONDUCT ANALYZE DISSEMINATE
) far o LA

Limited information @ Equal partnership and trust
Little or no input in decisions Input in some study decisions @ Shared decision-making throughout

Seen as data sources Contributors to research Q Co-creating value and solutions

Focus on shared goals @ Focus on real-world impact
/ \\

4

Stronger together. When patients are co-producers, clinical trials are more relevant,
inclusive, and impactful—Ileading to better outcomes for all.
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R E N /¥< Find rare epilepsy organizations that each provide disorder %@g
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n specific information, education, support, research, and community.
Rare Epilepsy Network
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“Foundation " FOL{E\jDATIO[\f Hypermotor Epilepsy
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EARNING
N HEALTHCARE
SYSTEM
Collaboration. Transparency. Urgency. FOUNDATION

- L/ DR Support = %
SYNGAPRESEARCHFUND CAS?}(E : : kR KCNC1 - =

BOLRDATL QNS DEFICIENCY UK - SS.). ' ,
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Al DUp15q§ NON ENSE (4 Schinzel-Giedion li Undiagnosed
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Support & awareness Snolomer

H o P E Foundation
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EPILEPSY NWOXX

GFPD Vg2 B Pediatric Epllepsy
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> B RESEARCH CONSORTIUM
FOUNDATION  p\(Gawirenest o -
“upppnt TOUNDATION - SH N leseorch[ln 032 PEROXISOMAL §& Child 0% e the
FOUNDATION | PPP3CA Community | INE Supp

Neurology o"e"s Orphan
SYNDROME DEORDERS 'm FouNDATION. . », ,° disease center

PO Meet REN's Member Organizations: Follow us on Twitter: Follow us on Linked In: Contact Us at: Don’t see your disorder?
®@8"™ https://bit.ly/RENpartners twitter.com/RareEpilepsy https://bit.ly/RENLi info@rareepilepsynetwork.org

Contact us today.

Rare Epilepsy Network
47TH
ANNUAL MEETING

synetwork.org/members-partners


https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.rareepilepsynetwork.org%2Fmembers-partners&data=05%7C02%7CBfureman%40efa.org%7Cab18d3bc89ab4a70e2fe08dd9e24ff2d%7Cca262f74852b4beb835a4f44c8ca4bf1%7C0%7C0%7C638840604010990670%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=eNj%2BrwVAKC4YM4%2BlrZ%2FriqCRlRdXQvj4Nak4gzsroLY%3D&reserved=0
https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.rareepilepsynetwork.org%2Fmembers-partners&data=05%7C02%7CBfureman%40efa.org%7Cab18d3bc89ab4a70e2fe08dd9e24ff2d%7Cca262f74852b4beb835a4f44c8ca4bf1%7C0%7C0%7C638840604010990670%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=eNj%2BrwVAKC4YM4%2BlrZ%2FriqCRlRdXQvj4Nak4gzsroLY%3D&reserved=0
https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.rareepilepsynetwork.org%2Fmembers-partners&data=05%7C02%7CBfureman%40efa.org%7Cab18d3bc89ab4a70e2fe08dd9e24ff2d%7Cca262f74852b4beb835a4f44c8ca4bf1%7C0%7C0%7C638840604010990670%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=eNj%2BrwVAKC4YM4%2BlrZ%2FriqCRlRdXQvj4Nak4gzsroLY%3D&reserved=0

Community -Based Participatory Research
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e EPILEPSY

LEARNING

ELHS: Proof of Concept i

123 ITITTIIX N

123,000+ visits recorded in ELHS from 43,000+ patients.

42kFTIXT I X Nl

42,000+ medication adherence screenings completed.

29X T X T TEEEE

29,000+ quality of life screenings completed.
SCT %
ANNUAL MEETING




&Y

Conduct PDSA
Tests of Change

(3

) Collect patient
o data over time

Local Registry

Format data for
measures and
analyze

A

1

Visualize and
Disseminate

Local Provider | ﬂ

Submit Quality

-_ng:"' gégggii“ Epilepsy Learning Health System (ELHS Network Map)

as of February 2025

W ELHS Community Partners s

Aggregated Quality Metric Performance

¥ Current ELHS Partners

Metrics
(Num/Denom)

FetletatetHEHF S dMdedeR 026

)

Network Registry of Quality
Measure Performance



| CLINICAL TRIALS SHOULDN'T FEEL IMPOSSIBLE.
TIME FOR REAL CHANGE. |
gl SPoNsoRs Lot B v |

X | LINES
X ENROLLMENT =S 700 EXPENSIVE. i ADMIN. X UNREALISTIC TIME BECOME A

T > X A T , ROTOCOLS TOR T
NOT ENOUGH : % COMPLEX P! DO PAPERWORK.

=

¥ PROTOCOL g & . TOO RISKY. Wl N (
AMENDMENTS (| (2% A\ Ry Al e TIME FOR ) X EXCESSIVE REPORTING
X HIGH COSTS B m —/ ‘ N % POOR COMMUNICATION

EVERYTHING

= n ’
TAKES LONGER
THAN PLANNEDV

I r I a S , > SHOULDN'T

/ , TAKE YEARS. [0 e §e
et = . - . I DON'T GET
Akt ‘ ‘ UPDATES. SN
S . , : I DONT GET @
= RTING ‘ ' HARD TO FIND. ANSWERS.
g HARD TO JOIN. sy COMMUNICATION

HARD TO STAY. IS POOR.
RESPONSES

WHY IS IT SO ARE SLOW.

| WASTED TIME. @ ’ @ BETTER TOGETHER.
S( :‘ I '| 47TH WASTED RESOURCES. MISSED OPPORTUNITIES. BETTER FOR PATIENTS.

ANNUAL MEETING SIMPLIFY. COMMUNICATE. RESPECT. DELIVER.




RE-DESIGN the SYSTEM:

Leverage the current opportunities for:
-Cutting -Edge Information Capabillities
-Population Health Management
-& Patient/Family Co = -production

to enable a New Era for Clinical Trials
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Interoperability & Real World Data

A Standardized operational definit
assessment

A Better visibility into popul ati o
A Continuous natur al hi story dat a

A L dgenngfollow -up with regular processes of care

|

Faster, more accurate cohort ascertainment, trial design
assumptions, and long : - -term follow -up
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Population Health Management

A Better visibility into clinical
A Trials regularly includnakihgas opt
A Trial opportunities offered thro

!

Rapid ablility to assess population by diagnosis, treatment,
outcome, comorbidities, concomitant medicines, etc,

SCT K i’EIEIUAL MEETING



