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Core Thesis

SECTION 1 — Introduction & Why RWE Matters

SECTION 2 — Types of RWE & How to Appraise Them Quickly

SECTION 3 — Key Recent RWE Studies

SECTION 4 — Bridging to Thai Context & Take-Home
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SECTION 1

Introduction & Why RWE Matters
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STRENGTHS AND LIMITATIONS
IN REAL-WORLD CLINICAL PRACTICE

STRENGTHS LIMITATIONS  §

« Selected patients, not always representative

May exclude elderly, comorbid, complex, or non-adherent patients.

+ Best evidence for causality

Randomization reduces bias and confounding

- High internal validity - Ideal conditions, not real-world practice
' Rigorous design minimizes bias. Closer follow-up and better adherence than in routine care
+ Efficacy # Effectiveness

Results may be smaller in routine clinical settings.

+ Clear evaluation of efficacy
Shows whether an intervention can work

under controlled conditions
Short follow-up

- Systematic benefit-risk assessment May miss long-term outcomes and rare adverse events.

S

Measures effect size, confidence intervals,

- Outcomes may not reflect patient priorities
and adverse events. : ¢ = 2 «
Surrogates may not capture quality of life or daily function

..

00000000

+ Foundation for guidelines

: + Protocol # Real-world decisions
Key evidence for regulatory and

Flexibility in real practice differs from fixed study protocols.

»

-4

policy decisions,

"%

- Average effect, not individual effect

Patients vary in risk, response, and preferences

« Comparator may not fit local context

Relevance depends on standard of care and resources.
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CLINICAL TAKE-HOME MESSAGE

RCT tells us whether a treatment can work under study conditions.
Clinical practice asks whether it will work for this patient, -

in this context, with the resources we have. ' ’ - e

I[ RCT ESTABLISHES EFFICACY; REAL-WORLD EVIDENCE TESTS APPLICABILITY AND EFFECTIVENESS.

L — —




STRENGTHS

r.rwrd\)

Reflects routine clinical practice
Real patients, real settings, real treatment patterns.

Broad and representative populations
Includes elderly, comorbid, complex, and
underrepresented patients.

Measures effectiveness

Shows how treatments perform outside

ideal trial conditions.

Captures long-term and rare outcomes
Useful for safety, retention, and uncommon

adverse events.

Supports subgroup and comparative analyses
Helps assess outcomes across patient types

and treatment strategies.

Informs policy and implementation

Useful for guidelines, access decisions, and
health-system planning.

LIMI TA?T IONS
v & Lo

Confounding and selection bias

Treatment groups may differ in important ways.

Causality is less certain than RCTs
Observed associations may not prove
treatment effect.

Missing or inaccurate data

Routine records may be incomplete or

inconsistently coded.

Heterogeneous definitions and follow-up
Exposure, outcomes, and monitoring may

vary across settings.

Indication and channeling bias

Sicker or higher-risk patients may preferentially

receive certain treatments.

Residual bias may remain after adjustment

Statistics can reduce bias, but not
eliminate all of it.
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Vi %Io v
Y © /) RWE shows how treatments perform in routme care. It improves applicability and
\‘%‘& #/=/ complements RCTs, but findings must be interpreted carefully because bias and

confounding remain. 7.

iQ\ <> RWE COMPLEMENTS RCTS BY TESTING APPLICABILITY, EFFECTIVENESS, AND PRACTICAL USE IN DAILY CARE. Qﬁ\l



_ CLINICAL PRACTICE _

FROM EVIDENCE TO DECISION L

TEST UNDER IDEAL CONDITIONS

* Randomized, controlled
« High internal validity

» Measures efficacy

« Defines what can work
« Basis for guidelines

Answers:
“Can it work?"

RCT Strengths

+ Causality and efficacy
» Reduces bias

+ Essential for new therapies
and guideline development

e

RCT Limitations
+ Selected patients
« Ideal conditions
| + Short duration

T

. - T

! + May not reflect daily practice

’)

Uniting RCT and RWE for Better De c;s or;s in Real-World Patients

o\ oy

TEST IN THE REAL WORLD

» Observational, pragmatic
* Reflects routine practice

» Measures effectiveness,
safety, and adherence

* Includes diverse patients
and real-world outcomes

Answers:
"Does it work in
real life?”
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THE CONNECTION

RCT builds the foundation of evidence. RWE tests it in the real world.
Clinical practice brings both together—applied with judgment, taliored to each patient.

BEST EVIDENCE. BEST CONTEXT. BEST CARE

. ——

INTEGRATE AND PERSONALIZE

» Combine best evidence
with clinical expertise

» Consider patient values,
context, and resources

» Continuous reassessment
and learning :
;" 5‘3"
Answers: : :
“What is best for
this patient, today?”

RWE Strengths

Real-vgprld patients

RWE Limitations

Potential bias
Broader and more diverse Confounding
Long-term outcomes Data quality varies

Reflects actual use Harder to prove causality

( EVlDENCE INFORMS. EXPERIENCE GUIDES. TOGETHER THEY IMPROVE PATIENT OUTCOMES

S
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WHY LOCAL RWE?

-

GLOBAL EVIDENCE

RCTs - Guidelines - Registries

Valid evidence
==

local benefit

~
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Global Evidence Needs a Thai Filter

Transportability should be tested — not assumed.

-

4 D
THAI PRACTICE FILTER
- Population biology HLA-B*15:02 & CBZ risk
pr— Access & reimbursement 2Vailable elsewhere #
deliverable here
n Formulation reality standardized trials > multi-
manufacturer practice
n Data fragmentation data eX|§t; evidence is not
automatic
\ J

THAI PATIENT

Patient-level decision

Can we reproduce
the benefit here?

~

Before applying evidence, ask:

“Will the same benefit reach this patient?”

Real-World Evidence in Epilepsy Care

Evidence anchors: CPIC HLA-B*15:02/CBZ; Thaiformulary/access context; local RWD opportunity
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SECTION 2

Types of RWE & How to Appraise Them Quickly
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RWD vs RWE

2ayaay lulavidng1u

RWD RWE

AT
(Real-World Data) aehviilussuy (Real-World Evidence)
dayadufiiinarnaisauagiliaaiulnd dasdsdnvadiinilagannn1siiensyi RWD atnaiussuy

EHR - Claims - Registry * weidauen - Wearable — i lifl2siaaulan1vadian laas
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RWE duiana2iiien — nazinazdidaanauaiaidauaz it

widavavuiavraya (Judimmuarriuidunayaraiuaslsla uaznavaslslu'la”

wuav2AaYR

‘ Prospective registry /
cohort

. EHR-based

‘ Claims / administrative
‘ Pharmacovigilance
‘ Pragmatic trial

nauAIauazlsa6

Outcome syeIzeN? LWREEITNAN AR LTA

sinyandtinazaan — EEG, MRI, ufiauagzin

n Waiun asaurguivillssing g adherence way
Aunule

Ju rare AE way safety signal 'lé (FAERS, VigiBase)

LEa v uen iaaaselu routine care

InaAUUAN

wwe T aunu wanind tertiary center bias

Missing data Leiae waylyl standardize syviinasue

lifiviayandiinia e ICD code liwiu ‘higainudizin

Reporting bias #iin was'laid denominator 39
Auan incidence ai'le’

£193i randomization — "13il2f RWE wi

sinag1v Uil

HEP - EURAP

Swedish Nationwide

SANAD II
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UL ¥511719 RCT Au RWE 1ilsiauasinging

vdngiulilafiuagavey — Jduiilu spectrum

4 N
Explanatory RCT Pragmatic RCT Registry /| EHR-based RWE
Double-blind, placebo-controlled, Aaauliingia doduag udvinluaatinade hidaaulaiiunne uazin laifinsguiae LtAunnnsguaihamulng —
— RCT dlunsifisuegn s duia aAua outcome Mauluias TnatA e AulaFINA 6
muaueu s IauInign SANAD IT agiasvil qeiracrrviein 4 vrulusirziasn l1a/

. 7

AANEIULT k1A Inatdaevns i3z luadinun

. SANAD II — levetiracetam vs zonisamide vs lamotrigine 1u newly diagnosed focal epilepsy

Design wasg vilud dayAusn
Open-label - pragmatic - non-inferiority - phase 4 - lamotrigine &aaaiilu first-line — LEV uay ZNS “lisinu g 3 daifiladlussinalnaasy — 'l 126 ?
i Tualiinasy tneued non-inferiority

atnauun@a “"RCT 1152 RWE” — Tianui “iuuiaueauladaaseunalyiiu”

Marson A, Burnside G, Appleton R, et al. SANAD II. Lancet. 2021;397(10282):1363—-1374.



T\ [/t
ANNIVERSARY
ANNUAL MEETING

Red flags Miiaatiaalust RWE

1/ TarynvruvitZeaudl “real-world” asiZia lavioviua

n 130 wasgulisy Single center #iiflu tertiary referral 1348 comparator

absence of evidence 1112 evidence of absence Al guetnainiinninauliia liliaua wantle “iinaylstu” Lileuanit “dnitasls”
J9l2dy OPD M3l lsi'lemsen

wu“Lu'“Lm”aa“lﬁmnmu“LajLﬁa RWE

Retrospective ia1daarusnaulal Industry-sponsored '2is
independent analysis MW aﬁ ol 1
recall bias gosnaTaawsidaaugauva1afiay ®ai'lsudainde uasasaulvseiodu uazg conflict WHagn (Ktdaadmdtsaul i

of interest NnATI
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4 a1a1u Tu 2 v

1asaviiaavisuauvru Real-World Evidence —

Ve

1 DATA

9 Q. Q 3 Al A = P U
iayaunnnliuu waziuiiunadnsisaulaazvusatdan?

e  Registry / EHR / claims — wsazuuunaudiauAuazadng
e  {i seizure frequency 359 v3afiu@ ICD code
e  Missing data innualvu uasmalduuugunialy

2 BIAS

unuatuauidanan "Bitlansgu — uaanInn13v'1e?

Confounding by indication — bias étauas RWE nneu
Selection bias wag immortal time bias
il propensity score ¥sa multivariable adjustment "l

3 OUTCOME

WaansmaNia Aasdynaulauasnunasazeluu?

e  Seizure freedom &égunin 50% responder rate
e Retention rate = efficacy + tolerability + adherence
e QoL msfiusa * NM51iN9U * NMTUAUTTINENLNA

4 APPLICABILITY

1 -~ o '
AUTuIul dauaulaaasuunaliiu?

12226 218 Lag1lsATIN
Tertiary center w¥a OPD 117l
Vi Il as9lulne * brand wsa generic
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SECTION 3

Key Recent RWE Studies



4 91U — 4 a1 UNLATUKIRIASIA

uaazv U131y 4 ar1a1au udrdanradvvitaindu ity lawsoil

o o A aa (%4 7 o =] =l o IS
AulANn NIl e NI aNANYAN g UTuauLatAdel
WuAsUaALAE1e? Wuaslvianas'ls? avanaunsiunn‘luu?
Human Epilepsy Project EURAP Pregnancy Registry PERMIT Extension
Prospective cohort International registry Post-hoc subgroup
34 guel * 448 5180 - 6 7 42 ilsznd - 7,355 arselvassa pooled real-world data

a a o os - -
BuBavusnAULaaasu — Human Epilepsy Project

Fovsndonuase
as59AU guideline ualuiu?

Swedish Nationwide

_ National registry
vivilszina - 2010-2022
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Human Epilepsy Project

arulngieavlziiaiuinniir 1 I uasuinnir 1 621 nirazauzinla

=y

Prospective observational cohort * 34 guei (aus54 8151 aasasd&n) - 448 578 a1 12-60 1l - focal epilepsy Miuivifiasiea - faauds 6 1

27% 59.6% 89.3%

seizure-free dousiendusn seizure-free group seninvfneu — uasarulvey seizure sensitive group # seizure free
(Amannite cohort) Linduiilughdn

ANTIUUNNANTISSAELTad U aNISAnATY

54.7% 22.8% 22.5%

Treatment-sensitive au1n'la 1u 2 adequate ASM trials usn Treatment-resistant Indeterminate fvaql'lu'le’

auan'le Tu 2 adequate ASM trials usn
‘ ilasavinuianisiaaan — Uszuivlaaeususniiiade

! = ~ ] Qs b4 P-4 1 1 L
e o o o vunuEILszIuINa lsia T3 AU — asndaaaTu
AMUAANFINaUETUTNEN 15236 psychiatric comorbidity —>  aay ASM "h]l,‘%m.lq 1o a'laififviue

Bamard SN, Chen Z, Holmes M, et al; Human Epilepsy Project Investigators. JAMA Neurol. 2025;82(10):1022—-1030.
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Appraisal: Human Epilepsy Project

Data — Bias — Outcome — Applicability

DATA BIAS

UTous9nn

OUTCOME

Aavsedv A
Prospective Maanuuusnfouasy i

seizure diary a3y ‘LildnslaAu
ICD code anansstdausdaun v

"4i5i randomization AsL&anen Teffienn ILAE unessu e seizure
duAuaaaATdILNNG WaLny 34 duel freedom way drug resistance ns9

vflu tertiary center — au'laiananiin Augoiaulauasase
nd1 OPD M lduasin

] J I Qo Qr = = Qr L7 1
Aa1aUu1 RCT aaulu'la — “uaran 6 tlansuiinaz?”

Adjunctive RCT [} 12-24 duawi

APPLICABILITY

1hunaw

Uszannsasiunnuazaadiasias ane
12-60 1 LismaARALLRFIANE

— wEssTNAIGURIIIAUNAETAR LAY
Aau'laisn

AN WY VLAY MABL TN RCT — uadviivinlyiouiddn1da

sagnanaNLas adjunctive RCT lumiamirliuasmsanmndunsadauendudn
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Clinical Pearl: au'l2amnvidasial

AEEaUUNIEHAY 1Y — uadae1sauruiTuly

Judiiaday gnenusn e na e 2 lana gvilszdivsingn
g9 expectation Y5u211a / 1 UR U6 = drug-resistant (ILAE) o5 od

ey 27% Aaulaeaouae16iausn — a1uTuaaavidunIuiaunivil

69 expectation avuaiunsn d2naliuanera
vanauldnaradaslanaiiuiluazarasasdlsuanaiasay — auiisaiominag 51 60% azAunldluiian wanianulaus)sulvedbinduiiluandn
Bivnerldann follow-up

UUVA LA L AIUAGU Monotherapy tivaunaznwanau
findinauBdusnmn + psychiatric comorbidity — MeukugelsTiiundaE U adn \iau 90% uagfiaudin'le Au'lasaenidaididen — atnsunsyina 'l
aa9 ASM il 3aeq polytherapy

adngauuntsnAulld * uadadrsaviuAull
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EURAP Pregnancy Registry

A question RCTs can rarely answer directly — we cannot ethically randomize pregnant women to compare teratogenic risk.

Prospective observational cohort + 47 countries *+ 9,840 pregnancies exposed to 1 of 8 ASM monotherapies * follow-up each trimester, at delivery, and at 1 year

ans1anudaUnfuanilasiad1Agy (MCM) nuunamae SMmMIRIATI
Valproate | n=1,549
Phenytoin n=142
Phenobarbital n=2338
Carbamazepine . n= 2,255
Topiramate (N -9 h = 204

Lamotrigine — 3.1% n= 3,584
Oxcarbazepine — 2.9% n =443
Levetiracetam (D 2.5% n=1,325

background rate in general population ~2-3% (external reference)

Lilduaidansndaluu — dose matters aw: dose-dependent increase in MCM prevalence was observed with valproate,
carbamazepine, and phenobarbital. Lowest observed prevalence: levetiracetam, oxcarbazepine, and lamotrigine.

Battino D, Tomson T, Bonizzoni E, et al; EURAP Collaborators. JAMA Neurol. 2024;81(5):481-489.
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Appraisal: EURAP nihu 4 dnau

Data — Bias — Outcome — Applicability

DATA BIAS OUTCOME APPLICABILITY
uousv davseiv an

guiiqalu 4 vy

Prospective registry i protocol aifinnsgu — au'ls valproate a1 A sue Afiafiaguusaiu ATALARN 42 isvinAsiniaile uay
Aatau faeude 1 dvudveaan — \ilu generalized epilepsy NANENN outcome ﬁﬁumﬁ’@ 1016359 uay g1 8 Mililulsunalnaasunn
A Aguun wnzaNuAalnfnaie FoussY wazAULLNTIN registry iHugenaulaiLasnan op!

2t luwunauLIALAR LRanaILaY

atinquaataa % — i n aavuaaralranarasua 1l n 529199 U

Lamotrigine _ n=2514 3.9% wav topiramate v 2.9% uav lamotrigine gifusnazauas

_ #9 — usiaNuunuE avIuA uazusy #2971 n vae ¥wa T2l
Phenyt0|n . n=125 Qgﬂg")dll')ﬂ
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Clinical Pearl: 1isl93atassunus

[ /

w1 1saaaulaidaav Aauviauluagssaireonssa

naulfaud Ufsus dudenii 3-8 dudenii 5-8
O ® O O
WUA19FAEU 13 organogenesis vivsIdoATA

adencdrdagasinasanauivialanuazsarIrnoassn
sgadulanaulaus AU UIRIA Y WA AUATALN
a o a o o % a_ a & o 1o a4 ' : o | P v o & % ¥ oo , v o o o Z
fiviaRsyiiugnnausavAazaviiaonsiunsnigea Lildsaliinuuaninasi ardtlusdasldeidanudas Wilduun aengandvaudn’le

arazidduua Widsanauavassn

wWungaatastdnaa
ilazunadulaanudasanviventfuuazen Wil waaNuLEaeTnan

convulsive seizure 551 INIGIATI ASUAT v wiwavan — ANULAENAN NNTTUER
g13inUNNAIIRNAIEN

aadulanavldfaus * Tadaviacganaula - Wiungauiasg
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PERMIT Extension — Asian subanalysis

H160UAE AU TuAuLaL TaAUAUaSTUNA AaUFUAIAIAY I3 ?

Post-hoc analysis uas2iaya real-world 1 pool a1n PERMIT + PROVE " wieviua 6,822 518 -+ Usvidiu retention, responder rate uag seizure freedom 3, 6, 12 \fiau wag last visit

szains i wls auwieay — mw1~w1/|1/|s1uma911m (n = 2,392)

= 730 (30.5%) n=1,662 (69.5%)

Asian AuLali Non-Asian lhilzdauiaidea
eHavivaavdiindn nauadaandnleauinnia Tolerability "Lufidey ey arluisd
perampanel ﬁﬂszﬁmﬁwaﬁo‘lu focal uag seizure reduction mn’n‘lunamawjmuaﬂsumum ‘iy's"Lwai’me”'mLﬁﬂoaama’aoﬁuﬁm‘mﬁuaﬂua’a Tu
generalised seizures Tunyaavnauilseuing last visit — fidariiazInasuil NIRaIN|N

dayasiudayuainninin — WRAPPER study (z@avny, prospective, n = 70, drug-resistant epilepsy)

seizure freedom

16 &ovi ([ 12.9% median dose 77 16 &/ay = 2 mg (IQR 2—4 mg) — uazuyyi/ssiy NPI-12 #y ZBI luwy

26 uevi (N 20.7%% 211N WAL T MANTY
s2 i (N 25,5/

Wu T, Kim DW, Alsaadi T, et al. J Neurol Sci. 2024;466:123173. - Chan CY, et al. WRAPPER study. Epilepsia Open. 2024.



th
ANNIVERSARY
ANNUAL MEETING

Appraisal: PERMIT Extension (Asian)

Data — Bias — Outcome — Applicability

DATA BIAS OUTCOME APPLICABILITY
1hunaw mindigaly 4 viu a Aavsedv

Pooled data annnalaissind nane Post-hoc subgroup 7'li'lsaanuuy 7@ retention, responder rate wag @131 “Asian” n9u1n wag 94.4%
protocol — heterogeneity g9 way ILGEU URTHDINFUAT ﬁu’ﬁmau seizure freedom asu wazydsziiiu a9 nguLa s nAlssne —
NG e 2,392 ann 6,822 fus baseline — angvisailu nataaaal Luldaaéen Lilsunuaulnainansg

el F2EELIRNUAILA IUIU ASM Lag

19 uazaNuaLn

n Tuad ‘Lileuia’n design wivws
L _ dnay 6,822 viisgnajuin daavinda 838 me aaunlsuuiiey
PERMIT Extension o [ = 6822 s ntpess (il 515/ talion i 323) - acetaongii
veudiama (FAS) [N = 2,392 aAusous baseline

s effectiveness 50 [ n = 838 \%wﬁyﬁm‘/u hypothesis-generating IxiTafeiaaslii/dau practice
Gviuvi

Auulsyanasdaaann Wu T, Kim DW, Alsaadi T, et al. J Neurol Sci. 2024;466:123173.
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Clinical Pearl: Perampanel Tuaulaiine

Start low, go slow — wu1ae1lue151 213 Ilvuuraiau l2is16avn1s

2 mg 4 mg 6 mg dseuiuna
&unwi 0 — lvinauuau aini 2 a4 nea eianusn la

In'2f1av = neuropsychiatric AE iiagiav fviilusiapasidniinu 12iieae69i

134 2 mg uazlia2hninaann Tiinauuaulsua
mnailanaszeluauaidaaasininy RCT avuaniviuag — WRAPPER wu an somnolence way dizziness dafluainsiinutiasvigaluiolduinae
median dose t#ie9 2 mg

aUNALIAINHANSTU uniaun TuaindaHaN
behavioral change \flu AE 7iaulaitagsin‘bisneu — dasmuandnnaseiia evidence Mnilszannsagiuanana over-estimate uAeNNANINEGaINT —
AneU ' ldfuenvarad Bildud perampanel

Start low * Go slow * Niinauuau * YUANGIEINAENTTUNNASY
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Swedish Nationwide ASM Trends

Amaana1 ludiinazy ganmiua lagusunuavauly 1y lzuaridayayin

Population-based registry linkage — Swedish Patient Register + Swedish Prescribed Drug Register ° Wil udfiade epilepsy asausnlulsonenunaserinedl 20102022 viedssind (nn29ane) © S1aseu
M350 LR g uasnaaenfwsnluy monotherapy

7% 40.2% 50.4%

= [ a Qs oo 2 9 - (3 s ol - - (- =3 A
uedviaasauwugnaasucna valproate levetiracetam (ifluanausnluni lamotrigine (fluandyusnluniaieinladan
psychiatric comorbidity AUAIA
atinn guideline wuginhliilunaidanvih e — fida Hlusnfignidaninnfigalunani — e iilundunisas \&evileyun teratogenicity 16t waitiladszifulniaas
gap Miuldiamnadafutayasseulsaneg FEIINRANILALIGTUNORNTTUNINTIRA drug interaction AugasiuuauALlia

AU i atnigaadInsn — wiaudunauaivas (relative risk)

vlinvuar = od1anmaveyae siiusngo

|
|
\6in i N <R 1.72 - 3.07
|
Psychiatric comorbidity M5ueau _
carbamazepine . RR 1.38

1.0 1.5 2.0 2.5 3.0

RR

Bolin K, Patric B, Tomson T. Trends in Antiseizure Medication Initiation, Switch, or Termination in Patients With Newly Diagnosed Epilepsy: A Nationwide Study. Neurology. 2024;103(2):e209500.
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Appraisal: Swedish Nationwide

Data — Bias — Outcome — Applicability

DATA

udousorigaly 4 viu

BIAS

1uAa19

OUTCOME

Jnaauyavo il

APPLICABILITY
Aavsedv

National registry asaumquiiolsund "ifi referral bias iws1zATALAANIT

13 1 uwn'laidl selection bias wag
missing data 61 — wei'hifiauazin
sl EEG "1ifl MRI waylinsu
syndrome

1lsz2ns ue confounding by
indication faiin wazUlAZUNUAIN
UCB Taagizisupuniotduniinounay
WHauu

ANNNAALA LAY — uaAInauAaINcardultiiaufuLaL

Human Epilepsy Project
EURAP

PERMIT (Asian)
Swedish Nationwide

DATA

BIAS  OUTCOME  APPLIC.
o o o
o o o
o o o
o ® ®

msWiazuuuluanoilunmsisa fuzacgussang WalduBbauia udemssamviniiu

9@ prescribing pattern wazn1suaaen
114 clinical outcome — uanlyile’
tReena luuandn 66 ndndu

&3Laudl universal healthcare enasu
VNG Vlaiﬁﬂa’iwﬁmﬁmﬁmué”n LaY
Jauusssumsgvenanvannlneaunn

@ uious @ 1hunans @ siavseiv

VIUTIUAYAUTIUTITIFA AGUAALAIN NN IARTA IAUBEITIFN — IWNTIETUTANOAATINAITAIEN
/' lainaanisini

fdhamauainavauasuyio 4 davinass lulzguarwiubdu n ajualyu
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Clinical Pearl: usunaavaulaninuanissven

uag gap s guideline Aun158vazy uav liuar iAuzaya

Aaude ASM nnasy atnatuuaIdauuuliig — auusunaaseuladlinsu 4 ating

4. g l2dsu — arquaiia /

1. angy 2. BNUNNSHYNS 3. Psychiatric comorbidity -
antidepressant

winuaziil psychiatric comorbidity (&a v nangenin uedvIeassyiug — valproate e taua
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SECTION 4

Bridging to Thai Context & Take-Home
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£19"13idl national epilepsy registry
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BTN — 4 Aununnadautaain'le

laumavsa national registry uag luaavsasuiiis

Standardize &vniiuvinas) viuillu structured data avan N naulaaIuzaya swunduasaznuniu EST

wan AILLGILLSA ni

anaviuluwmiladt OPD card davil Google Form #3a REDCap ﬁaamwn LU Au'liviul8eu generic wadinudin gueifien n = 100 anadnuwlyle —

dayansu 5 adndgua (@AUK19) @ Ani free text Tuszuu HIS M@ 1A % visa retention rate wavene usi 10 @uel n = 1,000 Aa Thai RWE
aanu g lale i 12 tfawvin'ls Auusnuavlsuine
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e RCT uananvinviu'la — RWE uaniiuvinduasvauaulaaasisn
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a1u RWE nnnsveaa 4 ananu

Data — Bias — Outcome — Applicability

WU efficacy, tolerability way adherence 13tudauifien

Evidence anniszannsaziuan analuladieaudrvusuaulalng

Woiifaad aulaen generic uaznsiandonn arus19iy

i’ tlurnan RWE 16 ‘Bilduacianu

e Retention rate da outcome finssndviisgauas RWE

t3u31n OPD card wadtstagwsaiiian



th
ANNIVERSARY
ANNUAL MEETING
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Data Bias Outcome Applicability
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Placebo Superiority # Comparative Superiority

Two positive placebo-controlled trials do not rank two active drugs.

-

) e N
9
Drug A ’ Placebo DrugA ? DrugB Drug B ’ Placebo
Positive NOT PROVEN Positive
® Selected population Need direct comparison ® Different population
) Background ASMs or credible indirect evidence ® Different background ASMs
® Protocol follow-up ® Different outcomes
Y, § y,
Translation rule
[ Do not compare cross-trial responder rates as if they were head-to-head evidence. }
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Non-Inferiority: No Margin, No Valid Claim

Judged against a prespecified boundary — not against zero or a p-value

e N\ N
Before saying “non-inferior” How to read the ClI
No difference NI margin
.re . Better Worse
e Prespecified NI margin I | > '
e Clinically justified loss
A ® O ® Supports NI
e Confidence interval vs margin Cl stays within the margin
e Appropriate analysis sets B ® O ® Inconclusive
Cl crosses the margin
e Credible active comparator
9
C ® ® ° No valid NI claim
p-value alone is insufficient No prespecified boundary
- J U J
[ Translation rule: No significant difference # Non-inferior ]

SLIDE 7

NI = non-inferiority; Cl = confidence interval
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