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21 M I (Clinical trial Schedule)
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A& (Questionnaires)

Allocation

T+ T EH AR AL
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Clinical Events

Intervention

Drug Accountability

Adverse Events

Serious Adverse Events

O|j0|O0|0O|O

O|lo0|0|0O|0O
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O
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End of Treatment
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™ & (Demograp DM Off, 77t A2 SIREHE, SFO0R, SF7|¢ =37, 13
hy) S, X (Actual Arm)
vital Sign #2593z Dlﬁ*h*%iﬂ.g—?—xﬁ*f%; tL’é:t(cm); XS (kg), Iﬂ’%%fxlj\-
HlTase) VS (okkg/mz)(xf%ﬁlﬂ),%*°:=|*/':'—”|.t%* £ o8, 57| €Y (mmHg), ol&t7] &
2f(mmHg), 2 (beats/min)
MASHE AL DIAIA, AAER, oA LE AMOR, oAl 2tEf AL}, 9f
AR Zabs ME, HAMEAA Al o8, HAUFZHAN Zat HAMEE
MAstH HAL AL 2> Mz, 2sdAN Al R, 23dA 21 2sdAF 2N
e N e ZmAn o, A BT, BABA AIsME, AREA
AR, SE(HA i x| AN Zob>ME, HHUIAL A|H0 R, Y
HErAb Ao, HAYEA Ao M
2YY 0|4, 299 03 Atg, 288 05T AREAM), 24Y
FHE =YY, ZYH™ oz ot 7|E:AE, dua M=oR, Filat
Z & 3 (Medical MH =0|RF, Aot Flz= Qlot il =89 o, Y RF, HHH
History) ™Y, Other disease(&AMl), EHH AE(CD-10), 7ITAIHAM Y
ol HEf, X= MX|Y, 180l X=RF, 7IFH fF 758 Y
Y,Other disease(dAl), 755 ZHIL(CD-10), =210t9| A
A& (Questionn as AN S, 429, 238, A7, dadgs(- 35 7ML 7S
aires) EE=E0tEE), S5/2H, 20/22
Allocation AL SM/H LS
ME A AMLS, 28 HALY, Hemoglobin Not Done, Hemoglobin
Laboratory Test Z1t, Glucose(fasting) Not Done, Glucose(fasting) 21, Triglyceride
Results B Not Done, Triglyceride Z1f, LDL cholesterol Not Done, LDL
HEAsE) cholesterol Z1f, Creatinine Not Done, Creatinine Z1f, eGFR Not
Done, eGFR Z1}, AST(SGOT) Not Done, AST(SGOT) Z1t, ALT(SGPT)
Not Done, ALT(SGPT) Z 1t
FT/CHAFA AL OJA|™,  Karyotyping A&, Karyotyping Z,
Karyotyping Z1t> A%, Mitochondrial sequencing A|O0]&,
Mitochondrial sequencing Z1}, Mitochondrial sequencing Z1f> A
&, MLPA A|SOlE, MLPA ZIt, MLPA ZIt> AMZE, arrayCGH Al 0
T CHA AL GM g, arrayCGH Zf, arrayCGH Z1t> A%, Diagnostic exome

sequencing Al 0{E, Diagnostic exome sequencing Zit, Diagnostic
exome sequencing Z1f> A=, Whole exome sequencing A|Z0{=,
Whole exome sequencing Z1f, Whole exome sequencing Z1t> A
&, Metabolic test A|Z0]2, Metabolic test Z1l, Metabolic test Z
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LI HA DAY, FIETHFAl ZDrEAR AAER, FITHEA| ZfDEA &
A, TSYAl ko ZA  Epileptiform  discharges HlZ,  |X]
Generalized, ®IX| Focal, ®IX| 2EZ Frontal, x| &% Temporal,
K| LEZE Central, }IXl 2EZ Parietal, /x| 22 Occipital, /X
@1Z Frontal, ?Xl 2% Temporal, ®IX| &% Central, 91Xl 2%
Parietal, ?|X| 2% Occipital, Symmetricity, Voltage Suppressed, Brain
MRI OJAl, Brain MRI AR, Brain MRl 21, Brain MRl Z1t> A
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LA AZ @R, =™ E ZE R, Focal Awareness Atonic, Focal
Awareness clonic, Focal Awareness tonic, Focal Awareness myoclonic,
Focal Awareness tonic-clonic, Focal Awareness spasms, Focal
Awareness automatism, Focal Impaired awareness hyperkinetic, Focal
Impaired awareness behavior arrest, Focal Impaired awareness
emotional, Focal Impaired awareness autonomic, Focal Impaired
awareness  sensory, Generalized Atonic, Generalized  Atonic,
Generalized clonic, Generalized tonic, Generalized myoclonic,
Generalized tonic-clonic, Generalized spasms, Generalized typical
absence, Generalized atypical absence, Generalized myoclonic
absence, Unknown tonic-clonic, Unknown spasms, Unknown behavior
arrest, Focal to generalized, Unclassified, &f S& ™ &=t 7| o &
8 T W g%, OpX| wE uR

O|Hef=
™ & (Prior
Medication)

MA

Prior Medication 2& 0O &,
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Clinical Events

CE

AAEE oFE AL, A
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Mo 2
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>
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ne
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I
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i
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Focal Awareness myoclonic, Focal Awareness tonic-clonic, Focal
Awareness spasms, Focal Awareness automatism, Focal Impaired
awareness hyperkinetic, Focal Impaired awareness behavior arrest,
Focal Impaired awareness emotional, Focal Impaired awareness
autonomic, Focal Impaired awareness sensory, Generalized Atonic,
Generalized clonic, Generalized tonic, Generalized myoclonic,
Generalized tonic-clonic, Generalized spasms, Generalized typical
absence, Generalized atypical absence, Generalized myoclonic
absence, Unknown tonic-clonic, Unknown spasms, Unknown behavior
arrest, Focal to generalized, Unclassified

Intervention

EX
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Adverse Events AE . _ , o
Grade O, 2t#/d(Causality), Ongoing, SAE O{&
Ser SH/H S, SAE LY, AFX SAE XY, SAE 21, SAE &
erious N - . B
Adverse Events SAE | 1 ¥4, SAEY, SAET Other(dM ), SAE 7, AJAlgntel &
2 (Causality), SAE T&, SAE 3EY, SAE &3 W& 7|&
Concomitant M LU T, HEF, ATC Code, 12| FOIE, FOTH, A=A 1€ F
Medication ofgl, FOAIETY, £0{F 2 Y, Ongoing
End of er LAY TSEY/FHY, dLA™EE 25 OXASUIR, Z7|SEAM
Treatment &, 7|Etel 3%
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Vital Sign 0|27 &2 (mmHg) ‘Ho|g| gigcz ALl
Vital Sign Q8 (beats/min) ‘Ho|E| gig'cz AL
UESH HA MEH HAP O|A|H [0 No =0 M Yes = 1
UESH HA Al SR ‘Hlo|E| gig'er AY
MESH HA O|AHEH Al O & [0 No =0 M Yes = 1
MESH HAL O| A JE Zot ‘lo|E| glg 2= AT
MESH HAL OIMYEl 2> Mz ‘Ho|E| iz AY
Mty HAt LHUZHA A" A2 [1No =0, M Yes = 1
UESH HA HAUFAHA 2ot ‘Hlo|E| gig'er AY
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MESH HAL Z=SAAL 2ot ‘Ho|E| iz AY
MESH HAL =SAAL 21> Ms ‘Ho|E| iz AY
Agstd HAL dUUA Al o] F [1 No =0, M Yes = 1
HEetH AHA dZ4dAr 2ot ‘Hio|e glg'ez AY
UESH HA d4dA Aot ME ‘Hio|e glg'ez AY
UESH HA Al HA A R [0 No =0 M Yes = 1
Mty HAt Ak HA 2ot ‘lo|E| glg 2= AT
Mty HAt x| FGAF 2> ME ‘lo|E| glg 2= AT
Mty HAt HE AL A ol & [0 No =0, M Yes = 1
HEetH AHA HAHEA 21} ‘Hio|e glg'ez AY
MESH HA HHHAL Z21b> ME ‘Ho|E| gig'er AY
Laboratory Test Results Hd A Bls B Yes = 1

Laboratory Test Results AEd dAY ‘HIO|E| gig'cz A
Laboratory Test Results Hemoglobin Not Done Hl Not done = 1
Laboratory Test Results Hemoglobin Z1f ‘HIo|E| glg'ez AL
Laboratory Test Results Glucose(fasting) Not Done H Not done = 1
Laboratory Test Results Glucose(fasting) &1t ‘OOl gig'ez2 AY
Laboratory Test Results Triglyceride Not Done Hl Not done = 1
Laboratory Test Results Triglyceride ZA1} ‘HIo|E| glg'ez AL
Laboratory Test Results LDL cholesterol Not Done Hl Not done = 1
Laboratory Test Results LDL cholesterol Z1} ‘Oo|E| gig'ez AL
Laboratory Test Results Creatinine Not Done Bl Not done = 1
Laboratory Test Results Creatinine 21} ‘ol gig'ez2 AY
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Laboratory Test Results eGFR Not Done Bl Not done = 1
Laboratory Test Results eGFR Z1t ‘Ho|g| gig' ez AL
Laboratory Test Results AST(SGOT) Not Done B Not done = 1
Laboratory Test Results AST(SGOT) Zuf ‘Ho|E| gig'cz AL
Laboratory Test Results ALT(SGPT) Not Done H Not done = 1
Laboratory Test Results ALT(SGPT) Z1t ‘0o|E ge'ez AT

(3) HIAME= Xtz A oy

O 7t8xz| & W3 ol
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4. B2 SRS L AR S4
% A ZE OAR S5 Aojolelol thEh Jiy Hal $ AR HAE + U

HlAE S X2\t 2RE 2 ATHLIA Clolso] EHES chSI ZEUCH B RE M
of mBHE o TCHAKL S5 & 1204%(VISITI)OIoY, OlF 17 B2 AIF(2d 0f4 f/u BF Of
MRNIIR] WE AEE ATHARSE ohST ZEU

(chel: o, %)
7| M A FHE %) syt
baseline VISIT1 VISIT2 VISIT3 VISIT4 VISIT5 VISIT6+ s
1294 1280 12749 12699 1259% 1254 1254 40!

(98.91) (98.45) (98.06) (97.29) (96.90) (96.90)
(2) ZIXMAHE 7|1&E S5 etk §d
(chel: o, %)
HE 2HXf = (T S5 A 12949)
Qg -?EZEH:P O,I:éF olol O|At %ﬁé,ft' 1‘::%“8, =59 <%
st L HE HES Sdd L&

R 331 221 12 12949

(25.57%) (48.06%) (17.07%) (9.2%) (100%)
Epiliepsy patients N 1°t1a1| 37
Male, n (%) 620 (57.2)
Age of epilepsy onset, yr, mean + SD 11.5 £13.3 (0- 80.2)
< 18 year of ages 87.1%
Etiology, n (%)
Unknown 600 (52.8)
Structural/Metabolic 327 (28.8)
Genetic or presumed genetic 210 (18.5)
Epilepsy type, n(%)
Focal onset 437 (38.4)
Generalized onset 798 (70.2)
Combined 128 (11.3)
Unknown or Unclassified 27 (2.4)
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(1) & H SdEA St At MYt 20 =& (1xF 22X 22)

Total patients
(n=1294)

* Initial withdrawal: 10
* Acute seizure : 116

Epilepsy patients
(n=1168)

Follow-up loss or
incomplete data =31

Enrolled patients

(n=1137)
1294HZ & ZX5IU 2L} withdrawal =HLE A wateEAL =X AE0| 27tssHAL HEI 2528
BHALE M 2lst 1137He| 2HALE HMS R 1AL & 241 AMeeels T &5

~.

Fd

! Structural- |
{ 3 i
e Metablic does |
5 etiology |
; N = 600 - N =210 i
L L N=3z \ |

e & 1137 He| EXE & oo w2t EF/all E*2 W structural-metabolic etioilogy 327
genetic etiology 210%, Unknwon etiology 600H2e 2 +ME.

e £ 1137 He| EXtE & A X|H Xtz 415WH, SCEX= 722@ o2 MA| 2Ate| §F
CHoll M= ofef Zofl LIEHA.
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Male, n (%)
Age of epilepsy onset, yr, mean * SD
< 18 year of ages
Past medical History, n (%)
Febrile seizure
ADHD
Psychiatric problem
Delayed development or ID
Social history
Smoking
Alcohol

Etiology, n (%)

Unknown

Structural/Metabolic

Genetic or presumed genetic
Epilepsy type, n(%)

Focal onset

Generalized onset

Combined

Unknown or Unclassified
Initial seizure frequency, mean + SD

Daily

Weekly

Monthly

Rare

Etiology, n (%)

Unknown

Structural/Metabolic

Genetic or presumed genetic
Epilepsy type, n(%)

Focal onset

Generalized onset

Combined

Unknown or Unclassified
Initial seizure frequency, mean + SD

Daily

Weekly

Monthly

Rare

Total
N=1137

620 (57.2)

11.5 + 13.3 (0- 80.2)

87.1%

118 (10.4)
68 (6.0)
403 (35.4)
357 (31.4)

76 (6.7)
149 (13.1)

Total
N =1137

500 (52.8)
327 (28.8)
210 (18.5)

437 (38.4)
798 (70.2)
128 (11.3)

27 (2.4)

31.3 + 131.3 (1-999)

153 (13.5)

63 (5.5)
249 (21.9)
672 (59.1)

Total
N = 1137

600 (52.8)
327 (28.8)
210(18.5)

437 (38.4)
798 (70.2)
128(11.3)

27 (2.4)

31.3 + 131.3 (1-999)

153 (13.5)

63 (5.5)
249 (21.9)
672 (59.1)

Tapering

N =722, 62.7%

403

104 + 11.6

81
49
275
220

41

Tapering

N =722, 62.7%

420
170
132

293
502
87
10
28.8 £ 119.7
101
40
154
427

Tapering

N =722, 62.7%

420
170
132

293
502
87
10
28.8 + 119.7
101
40
154
427

_19_

Continuation
N = 415, 37.5%

247

13.6 + 15.7

37
19
128
137

35
66

Continuation
N = 415, 37.5%

180
157
78

144

296
41
17

35.6 = 149.5

52
23
95

245

Continuation
N =415, 37.5%

180
157
78

144

296
41
17

35.6 + 149.5

52
23
95

245

P-value

0.237

<0.001

0.228
0.153
0.014
0.389

0.084
0.036

P-value

<0.001
< 0.001
0.874

0.05
0.545
0.285
0.007
0.405

P-value

<0.001
<0.001
0.874

0.05
0.545
0.285
0.007
0.405

HR

0.859

1291
1517
1.379
0.889

0.654
0.687

HR

1.816
0.506
0.967

1.285
0.917
1.250
0.329

HR

1.816
0.506
0.967

1.285
0.917
1.250
0.329



Total Tapering Continuation

N = 1137 N=722,62.7%  N=415,375% ' value HE
ASM tapering before 2 year seizure
freedom (Prior medication), n (%) aitisel) =16 125 £.00= 048
fus'gber of prior medication, n, mean 0.6 + 1.1 {0-10) 0.5+ 0.9 07%1.2 < 0.001
Number of ASM tapered after 2 year
4 _ - -
seizure freedom, n, mean + SD 0.8407(0-3)
Number of ASM tapered, n, mean * SD 1.4 = 1.2 (0-10) 1711 0.8+1.2 <0.001
Number of ASM used, n, mean + SD 19+1.2(1-12) 19+1.2 201 1.3 0.088
i i + -
ASM duration before ASM tapering or last 12,0t 7.6 (0.4 105 + 6.7 147 + 8.3 <0.001
follow-up, years, mean £ SD 56.5)
Seizure free duration before ASM tapering 6.2 £ 3.9 (3-30.5) 47+ 2.9 8.5+ 4.1 <0.001
or last follow-up, years, mean * SD
Total Tapering Continuation
N = 1137 N=722,627%  N=415,37.5% " vole it
Ze(l;l,;l’e recurrence after 2 years of freedom, 264 (23.2) 166 98 0.827 0.966
(]
Seizure  free  duration  before o, o) 1305 9.1+45 79+44 <0.001
recurrence, mean + SD
Seizure duration before 2 years of freedom, 6.5 % 7.9 (0-51.7) 51467 8.8+ 9.1 <0.001
mean * SD
Total seizure duration, mean + SD 7.8 £ 8.5(0-51.7) 6.5+ 7.5 10.1 = 9.5 < 0.001
+ 5
Total follow-up duration, mean + SD 15.7 ;99;53) {12 14.7 £ 8.4 17.3 £ 10.3 <0.001

(2) 4EH SH oA L 3 H[R et stXtol| CiEh A SEH2 oot 3.
Recurrence No recurrence Pvolie HR
N =157, 21.7% N =565, 78.5%
Male, n (%) 7] 324 0.123 0.753
Age of epilepsy onset, yr, mean + SD
8 eat of apee 10.2 £ 10.6 10.4 £ 11.8 0.829
Past medical History, n (%)
Febrile seizure 23 58 0.152 1.500
ADHD 7 42 0.214 0.581
Psychiatric problem 56 219 0.516 0.876
Delayed development or ID 46 174 0.769 0.931
Sacial history
Smoking 13 28 0.120 1731
Alcohol 16 67 0.672 0.843



Recurrence No recurrence

N =157, 21.7% N = 565, 78.5% P-value
Etiology, n (%)
Unknown 86 334 0.361
Structural/Metabolic 42 128 0.289
Genetic or presumed genetic 29 103 1.000
Epilepsy type, n(%)
Focal onset 61 232 0.647
Generalized onset 113 389 0.493
Combined 19 68 1.000
Unknown or Unclassified 1 9 0.699
Initial seizure frequency, mean + 5D 30.7 £ 116.6 283 + 120.6 0.828
Daily 23 78
Weekly 6 34
Monthly 33 121
Rare 95 332
Recurrence No recurrence Pevalue
N =157, 21.7% N = 565, 78.5%
MRI abnormalities at diagnosis, n (%) 62 211 0.642
EEG abnormalities at diagnosis, n (%) 133 455 0.248
Epileptiform discharges 111 415 0.029
Focal epileptiform discharges 37 164 0.192
Generalized epileptiform discharges 97 342 0.853
Background abnormalities 53 136 0.018
Asymmetric 9 15 0.075
Suppression 48 131 0.061
EEG abnormalities last follow-up, n (%) 61 222 1.000
Epileptiform discharges 51 201 0.869
Focal epileptiform discharges 12 61 0.296
Generalized epileptiform discharges 44 159 1.000
Background abnormalities 19 102 0.090
Asymmetric 4 8 0.304
Suppression 18 98 0.086
Recurrence No recurrence Pvalue
N =157, 21.7% N = 565, 78.5%
ASM tapering before 2 year seizure freedom
62 174 0.044
(Prior medication), n (%)
Number of prior medication, n, mean + SD 0.6+09 05+09 0.193
*Number of ASM before tapering, n, mean = SD 1.5+ 05 1.3 +0.5 0.025
?’u::;er: sz!IXJSM tapered after 2 year seizure freedom, 12404 19404 0.441
Number of ASM tapered, n, mean + SD 18+1.1 1.7 210, 0.143
*Number of ASM withdrawal, n, mean * SD 0.6 + 0.7 0.8 £ 0.6 0.002
Number of ASM used, n, mean + SD 21+1.2 1.8+1.1 0.036
ﬁqsel\:ndir:gon before ASM tapering or last follow-up, years, 104 5.6 104 £ 7.0 0.961
*Seizure free duration before ASM tapering, 41ite 4.9 +3.0 <0.001

years, mean * SD

_2’|_

HR

0.838
1.247
1.016

0.912
1.162
1.006
0.386

HR

1.095
1.340
1.545
0.754
1.054
1.608
2.230
1.459
0.982
1.024
0.684
1.003
0.625
1.820
0.610

HR

1.091



Seizure free duration before recurrence or last follow-up,
mean * SD

Seizure duration before 2 years of freedom, mean + SD
Total seizure duration, mean £ SD

Total follow-up duration, mean * SD

Recurrence
N =157, 21.7%

5.9+%29

53 +44
11.2+ 6.4
134 *6.4
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No recurrence
N =565, 78.5%

10.0£ 4.5

51 +£7.1
51+72
15.1 £ 8.9

P-value

<0.001

0.676
<0.001
0.009

HR



M AbM| MY

X EHQIE S8 Ha: HIUXIHZ(SUBINO), EEB(VISITNM), L2 Z(VISITDT)
P Ha
= e Ha tHa= T (TH) AYLE o Zo|
SUBJNO O RHH =
IE S5 | VISITNM pats
MEMR7] | H
= (Inclusion VISITDT HEY Date
Exclusion OIAFA|S CHALX} 0-No
Criteria) 1 | IETESTYN MHI|E Ht ) Integer
o 1=Yes
ae | SUBINO A=
;; VISITNM 2
VISITDT HEY Date
2 | ICFDTC MEsolY YYYY-MM-DD Date
ESIES!
3 DMDTC ppe Integer
4 | DMBRTHDTC | AMuHe Date
5 | DMAGE LtO|(years) Integer | 2
6 | DMSEX = 1=Male 2+Female Integer
9=Unknown
0=H| S

DM: 7 | DMSMK g9 o= 1=0tAHZHX}
o|_|_—|_|_-._=,_-||.73|| 2=_§XH§9X|'

X 8 | DMSMKDUR | &% 7|Zt(year) Float | 2.1
(Demo- 9 | DMNSMDUR | 2¢¥7|Zk(year) Float | 2.1
graphy) 10 | DMSMKCIPD | 8t S 2H7Hml) Integer | 2

0=H[SFX%t
11 | DMDRK sF0F 1=0tAHZFX} Float
=21 S F X}
12 | DMDRDUR SF 7|(year) Float | 2.1
1=
2=
13 | DMDRKCAT = 3F 3=gF Integer
4=0t4e|
5=2t¢!
14 | DMDRKAMT 18] SFTh Float | 2.1
15 | DMARM SHRt 1=Rgd=ad 3¢ Integer
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eopen | LT | wew | wesame) agug e | 2o
3=Autoimmune disease
4=Brain trauma
5=Cerebrovascular disease
6=DD/ID
7=Depression
8=Febrile seizure
9=Genetic disease
10=HIE
11=Metabolic disease
12=Neuro infectious
disease
13=Prematurity
14=0ther disease
55 | MHOTH Other String
disease(&H M| 2 &)
56 | MHDECOD it String 7
(ICD-10)
1=Before
JE T R
57 | MHENRTPT x)2i0| AbEf 3=Coincident Integer
4=0ngoing
5=Unknown
58 | MHSTTRTDTC | X XX Date
oy e [0
59 | MHTRT oo 1=Yes Integer
T 9=Unknown
0=No
60 | MHFAMYN HEY /7 Integer
1=Yes
1=ADHD
2=Autism
3=DD/ID
61 | MHFAMTERM | 7t&& HY Y 4=Depression Integer
5=Epilepsy
6=Febrile seizure
7=0ther disease
62 | MHFAMOTH Other String
disease(&t M & &)
MHFAMDECO | 7t£3 HHIC :
63 String 7
D (ICD-10)
1-%
64 | MHSREL somel mA |4 Integer
3=(hxrEZ
4= X|/At0H
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4> ofm

SUBJNO
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Pl
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fot

VISITNM

VISITDT

0 | 0Z
Mo|Ho|ox
ne | 08

Date

QSSTAT

=
0%
el
r

Integer

QSDTC

nx

Mo
ne

Date

67

QSATH

Ho
o
orr
1

1=Lt= Z=H XFOo|

2=Lt= d=0 bt
X|Zol UL

Integer

68

QSSCA

N

—_
1
r

-

o r

o 1T g

Ral

fin}
A
03 of
o
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Mo
mjo
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I
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o
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I
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Mo
o
L2 |

Integer

69

QSACT

o
o
of

- &,

=

Ok m
N
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o

N
o M I ox
A
rir
Q
N

i

~

m]
B

k=3

S =
o= Cia X|F0| U
o 3

=

-

3=Lt= QlAb BtE

=20 =2 =
=7t SiEk

Integer

70

QSPAN

ofm
ol
S~
It
Il

1=Lf= E30[Lf 2HZ0|

— S o
8L,
2=Lt= Ot 30U
=HZ0| ALY,
3=Lt= Of 2 et
SSO|Lt =HAO| ALt

Integer

71

QSANX

1=Lt= SQStALE
F=0HX| B,

R e

Integer

AL:
Allocation

r& ok
4% om

SUBJNO

VISITNM
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e R U He
Cojely e H+E HE2E () AYLE o
VISITDT Y=< Date
72 | ALGRP SM/H ST 1=8% Int
SA/Hl WS M bl =X nteger
2 | SUBINO e A=
x| VISITNM SEY
=T | svpTC Se Date
73 | LBSTAT Y dA BlZ | 1=Yes Integer
74 | LBDTC A dAY Date
Hemoglobin Not
75 | LBHBND 1=Not done Integer
Done
76 | LBHB Hemoglobin Z1f Float
Glucose(fasting)
77 | LBFBSND 1=Not done Integer
Not Done
Glucose(fasting)
78 | LBFBS Float
21t
Triglyceride Not
79 | LBTGND 1=Not done Integer
Done
Laboratory | 80 | LBTG Triglyceride &1t Float
Test Results LDL cholesterol
81 | LBLDLND 1=Not done Integer
Not Done
LDL cholesterol
82 | LBLDL Float
21t
Creatinine Not
83 | LBCRTND 1=Not done Integer
Done
84 | LBCRT Creatinine ZA1} Float
85 | LBEGFRND eGFR Not Done | 1=Not done Integer
86 | LBEGFR eGFR Z1t Float
AST(SGOT) Not
87 | LBASTND 1=Not done Integer
Done
88 | LBAST AST(SGOT) Z1t Float
ALT(SGPT) Not
89 | LBALTND 1=Not done Integer
Done
90 | LBALT ALT(SGPT) Z 1t Float
ae | SUBINO A=
x| VISITNM SEd
=T | visITDT e Date
7S /EHAE AR
T (=]
GM: &F 91 | GMSTAT OjA| & 1=Yes Integer
3
CHAR BAL 92 | GMKAYN Karyotyping 0=No Int
- nteger
Alggors 1=Yes ?
1=34
; Z1
93 | GMKARES Karyotyping 21} S| A Integer
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TN PN
Wy | 1| #eY 3 () 2YUe o |20
— aT
Karyotyping .
94 | GMKAREST St
21> M o
Mitochondrial
) 0=No
95 | GMMSYN sequencing 1= Integer
Ao e
96 | GMMSRES Mitochondrial 1=84 nt
nteger
sequencing 21t | 2=H|Z4 J
Mitochondrial
97 | GMMSREST sequencing String
Zab &
N 0=No
98 | GMMLYN MLPA Al & Integer
1=Yes
=8¢
Z
99 | GMMLRES MLPA Z 1t S| AL Integer
MLPA Z1}>
100 | GMMLREST N String
Mz
101 | GMCGYN arrayCGH 0=no Int
nteger
Algol= 1=Yes ?
1= At
102 | GMCGRES arrayCGH Z 1t _OZM Integer
2_H| o O
arrayCGH Z1t>
103 | GMCGREST N String
Mz
Diagnostic
exome 0=No
104 | GMDEYN . Integer
sequencing 1=Yes
Algof 5
Diagnostic 1= AL
105 | GMDERES exome D H| R A Integer
sequencing Z1t °°
Diagnostic
exome ,
106 | GMDEREST . String
sequencing
2> ME
Whole exome
] 0=No
107 | GMWEYN sequencing 1oy Integer
Algols e
108 | GMWERES Whole exome 1=84 nt
nteger
sequencing A1 | 2=H|F4 J
Whole exome
109 | GMWEREST sequencing String
Zat> HE
110 | GMMEYN Metabolic test 0=No Integer
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B e
Eooly 4 4 A () SLIES 2ol
s 28
Ao & 1=Yes
111 | eMMERES Metabolic test 1= nt
Zt 2=H| A eoet
112 | GMMEREST Metabolic test
A M=
2 | SUBINO e A=
s | VISITNM SEg
=T visITDT CIEe Date
113 | DISTAT e ZAL OJA[™ | 1=Yes Integer
1=K-WISC
DI: 2=K-WPPS|
giCh 2 =2
stz AL 114 | DICAT 42 AL BF S_#|2a] A Integer
4=32HAQO0 AT
115 | DIDTC AR Date
-85
2
116 | DIRES 21t oA Integer
117 | DIREST A1f> M= String
2 | SUBINO CHEAt e
x| VISITNM SEY
=T [ visiToT Ht2 Ol Date
118 | ELSTAT Lot HAF OJAY | 1=Yes Integer
TICHEFAl /ot
119 | ELDTC Al AR Date
TICHEA| L|m} 1=84
120 | ELRES A A7 D H|H A Integer
T1=None
2=A few (30230t
52| 0]
‘L 3=Several (302 %0t
' 108
w2 & et g |00
. . 4=Intermittent or
MRI ZAAF | 121 | ELEDFRQ ZAb Epileptiform , o Integer
. occasional(302 52t
discharges gl&= N
10-18%])
5=Frequent 302&
18-90%])
6=Very frequent(30&2& ¢t
902| 0|4
) 0=No
122 | ELEDGE ?|X| Generalized Integer
1=Yes
0=No
123 | ELEDFO ?IX| Focal Integer
1=Yes
X RLEZ 0=No
124 | ELEDRF Integer
Frontal 1=Yes
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TN PN
ooy | 1| wad WS E) AYLYE oa | 2O
s 28
AX 2EFR 0=No
125 | ELEDRT Integer
Temporal 1=Yes
126 | ELEDRC A 285 0=No Integer
Central 1=Yes 9
127 | ELEDRP AN 285 0=No Integer
Parietal 1=Yes 9
128 | ELEDRO AR 285 0=No Integer
Occipital 1=Yes 9
0=No
129 | ELEDLF X Z Frontal Integer
1=Yes
X & 0=No
130 | ELEDLT Integer
Temporal 1=Yes
0=No
131 | ELEDLC x| &1F Central 1oy Integer
=Yes
132 | ELEDLP R 0=No Integer
Parietal 1=Yes 9
133 | ELEDLO R 0=No Integer
Occipital 1=Yes 9
. 1=Symmetric
134 | ELBAS Symmetricity . Integer
2=Asymmetric
Voltage 0=No
135 | ELBAVS Integer
Suppressed 1=Yes
ORX|S x|mt ZAb
136 | ELLDTC N Date
ORX| S =T HAF | 1=8Y
137 | ELLRES A7 D H|H A Integer
1=None
2=A few (30232t
52/0]2h
3=Several (302 %9t
-108
opxig i A | 010
138 | ELLEDFRQ Epileptif 4=Intermittent or Int
ileptiform nteger
prep occasional 302 & ¢t ?
discharges gl .
10-18%])
5=Frequent (302& ¢t
18-90%])
6=Very frequent(302 &2t
90%| O
0=No
139 | ELLEDGE K| Generalized 1oy Integer
=Yes
0=No
140 | ELLEDFO K| Focal oy Integer
=Yes
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e R T Ha
Cojely e HeE Ha 2 (TH) AYLE o
AX 2EFR 0=No
141 | ELLEDRF Integer
Frontal 1=Yes
X 2EH 0=No
142 | ELLEDRT Integer
Temporal 1=Yes
X 2EF 0=No
143 | ELLEDRC Integer
Central 1=Yes
X RLEZ 0=No
144 | ELLEDRP . Integer
Parietal 1=Yes
X RER 0=No
145 | ELLEDRO . Integer
Occipital 1=Yes
0=No
146 | ELLEDLF X Z Frontal Integer
1=Yes
X & 0=No
147 | ELLEDLT Integer
Temporal 1=Yes
0=No
148 | ELLEDLC X |Z Central Integer
1=Yes
X & 0=No
149 | ELLEDLP ) Integer
Parietal 1=Yes
ERIEE 0=No
150 | ELLEDLO o Integer
Occipital 1=Yes
- 1=Symmetric
151 | ELLBAS Symmetricity . Integer
2=Asymmetric
Voltage 0=No
152 | ELLBAVS Integer
Suppressed 1=Yes
153 | ELBMSTAT Brain MRI OJA[& | 1=Yes Integer
Brain MRI
154 | ELBMDTC AR Date
=94
; Z
155 | ELBMRES Brain MRI Z 1t S| AL Integer
Brain MRI
156 | ELBMREST N String
Ai>Ms
2 | SUBINO e A=
wn | VISITNM SEg
=T | visiTDT 9ol Date
157 | BSSTDTC A AR R Date
BS: 158 | BSEPDTC HHE TE IR Date
=x4 o]~
S 0l Focal Awareness | 0=No
ghxb oty 159 | BSFAAT . Integer
Atonic 1=Yes
qE
Focal Awareness | 0=No
160 | BSFACL ) Integer
clonic 1=Yes
Focal Awareness | 0=No
161 | BSFATO ] Integer
tonic 1=Yes
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EES N oo =P
W HaH HaAE () o3
Focal Awareness | 0=No
162 | BSFAMY . Integer
myoclonic 1=Yes
Focal Awareness | 0=No
163 | BSFATC ] . Integer
tonic-clonic 1=Yes
Focal Awareness | 0=No
164 | BSFASP Integer
spasms 1=Yes
Focal Awareness | 0=No
165 | BSFAAU ) Integer
automatism T1=Yes
Focal Impaired
0=No
166 | BSFIHY awareness Integer
o T1=Yes
hyperkinetic
Focal Impaired
0=No
167 | BSFIBA awareness Integer
) 1=Yes
behavior arrest
Focal Impaired
0=No
168 | BSFIEM awareness Integer
] T1=Yes
emotional
Focal Impaired
0=No
169 | BSFIAU awareness Integer
) 1=Yes
autonomic
Focal Impaired
0=No
170 | BSFISE awareness Integer
T1=Yes
sensory
Generalized 0=No
171 | BSGAT ) Integer
Atonic 1=Yes
Generalized 0=No
172 | BSGCL ] Integer
clonic 1=Yes
. . 1 0=No
173 | BSGTO Generalized tonic Integer
1=Yes
Generalized 0=No
174 | BSGMY ] Integer
myoclonic 1=Yes
Generalized 0=No
175 | BSGTC . ) Integer
tonic-clonic 1=Yes
Generalized 0=No
176 | BSGSP Integer
spasms 1=Yes
Generalized 0=No
177 | BSGTA ) Integer
typical absence 1=Yes
Generalized 0=No
178 | BSGAA . Integer
atypical absence | 1=Yes
Generalized
] 0=No
179 | BSGMA myoclonic Integer
1=Yes
absence
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e H
Eooly 4 4 A () agug Zo|
s 28
Unknown 0=No
180 | BSUTC ] . Integer
tonic-clonic 1=Yes
0=No
181 | BSUSP Unknown spasms Integer
1=Yes
Unknown 0=No
182 | BSUBA . Integer
behavior arrest 1=Yes
Focal to 0=No
183 | BSFGYN ] Integer
generalized 1=Yes
o 0=No
184 | BSUCYN Unclassified Integer
1=Yes
1=Daily
of &8 © ZZE | 2=Weekl
185 | BSBEDUR e = E y Integer
7| 3=Monthly
4=Rare(%|: 1~22|/year)
o =g [ wx
186 | BSBENUM L Integer 3
314:(2])
187 | BSLSDTC ObX|9f &5 2w Date
ae | SUBINO A=
x| VISITNM SEg
=T | visITDT 92 Date
188 | MAYN Prior Medication | 0=No Int
nteger
=28 o 1=Yes J
189 | MAPRDNAM | M EH String
1=Carbamazepine
2=Clobazam
3=Clonazepam
4=Diazepam
5=Ethosuximide
MA: 6=Felbamate
Prior 7=Fosphenytoin
Medication 8=Gabapentin
9=Lacosamide
190 | MADECOD 429 10=Lamotrigine Integer

11=Levetiracetam
12=0xcarbazepine
13=Perampanel
14=Phenobarbital
15=Phenytoin
16=Pregabalin
17=Rufinamide
18=Tiagabine
19=Topiramate
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20=Valproic acid
21=Vigabatrin
22=7Zonisamide
191 | MACLASCD AEEF ZE String
192 | MADOSU 12| £ Float | 5.2
MADOSUDQOS
193 U Fo T String
1=TABLET
2=CAPSULE
194 | MADOSFRM = M 3=POWDER Integer
4=GRANULE
5=SYRUP
195 | MADAYFRQ 19 5o = Integer | 2
196 | MASTDTC £0f A2 Date
197 | MAENDTC g0 =Y Date
SUBJNO At
&S | VISITNM Hro
H:'A
T =]
VISITDT L2 Date
MUY S BES) ,
198 | CEDECOD A7 1=Seizures Integer
199 | CESTAT AA EE O/ | 1=Yes Integer
NEE-EAESS .
200 | CEREASND Ao String
" o 0=No
201 | CEOCCUR At 2l o f 1oy Integer
=Yes
202 | CEDTC NES Date
203 | CESENUM ELIE s Integer
CE: U5 H SZEA | 0=No
Clinical 204 | CEACYN sgon | Yes Integer
Events @5 N e | 0=No
205 | CEHOYN Integer
PE 7 1=Yes J
Focal Awareness | 0=No
206 | CEFAAT ) Integer
Atonic 1=Yes
Focal Awareness | 0=No
207 | CEFACL ) Integer
clonic 1=Yes
Focal Awareness | 0=No
208 | CEFATO ] Integer
tonic T1=Yes
Focal Awareness | 0=No
209 | CEFAMY ) Integer
myoclonic 1=Yes
Focal Awareness | 0=No
210 | CEFATC ] . Integer
tonic-clonic 1=Yes
211 | CEFASP Focal Awareness | 0=No Integer
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spasms 1=Yes
Focal Awareness | 0=No
212 | CEFAAU ] Integer
automatism 1=Yes
Focal Impaired
0=No
213 | CEFIHY awareness Integer
. 1=Yes
hyperkinetic
Focal Impaired
0=No
214 | CEFIBA awareness Integer
) T1=Yes
behavior arrest
Focal Impaired
0=No
215 | CEFIEM awareness Integer
i 1=Yes
emotional
Focal Impaired
0=No
216 | CEFIAU awareness Integer
] T1=Yes
autonomic
Focal Impaired
0=No
217 | CEFISE awareness Integer
1=Yes
sensory
Generalized 0=No
218 | CEGAT ) Integer
Atonic 1=Yes
Generalized 0=No
219 | CEGCL i Integer
clonic 1=Yes
) 1 0=No
220 | CEGTO Generalized tonic Integer
1=Yes
Generalized 0=No
221 | CEGMY . Integer
myoclonic 1=Yes
Generalized 0=No
222 | CEGTC ) ) Integer
tonic-clonic 1=Yes
Generalized 0=No
223 | CEGSP Integer
spasms 1=Yes
Generalized 0=No
224 | CEGTA . Integer
typical absence 1=Yes
Generalized 0=No
225 | CEGAA . Integer
atypical absence | 1=Yes
Generalized
. 0=No
226 | CEGMA myoclonic Integer
1=Yes
absence
Unknown 0=No
227 | CEUTC ] ) Integer
tonic-clonic 1=Yes
0=No
228 | CEUSP Unknown spasms Integer
1=Yes
229 | CEUBA Unknown 0=No Integer
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behavior arrest 1=Yes
Focal to 0=No
230 | CEFGYN ) Integer
generalized 1=Yes
. 0=No
231 | CEUCYN Unclassified Integer
1=Yes
2s SUBJNO EHertﬂ§
s VISITNM Y=Y
VISITDT Y= Date
el :
232 | EXDECOD SR YFHEY) String
1=Carbamazepine
2=Clobazam
3=Clonazepam
4=Diazepam
5=Ethosuximide
6=Felbamate
7=Fosphenytoin
8=Gabapentin
9=Lacosamide
10=Lamotrigine
233 | EXTRT yey '1=Levetiracetam Integer
12=0xcarbazepine
13=Perampanel
EX: 14=Phenobarbital
Intervention 15=Phenytoin
16=Pregabalin
17=Rufinamide
18=Tiagabine
19=Topiramate
20=Valproic acid
21=Vigabatrin
22=Zonisamide
234 | EXCLASCD SHEF ZE String
235 | EXDOSCH SHE o= ?;S:S Integer
236 | EXDOSE 12 SME Float | 5.2
237 | EXDOSU S CHe String
1=TABLET
2=CAPSULE
238 | EXDOSFRM S M 3=POWDER Integer
4=GRANULE
5=SYRUP
239 | EXDAYFRQ IERAIESS Integer | 2




2 "
EHoy | 0| s 4 A (2H)) g ou | 2
- aT
240 | EXFSTDTC FOF AlZHY Date
241 | EXSTDTC SMHEE) Al Date
242 | EXENDTC SMHEL T2 Date
243 | EXONGO Ongoing 1=0ngoing Integer
2 | SUBINO e A=
x| VISITNM HEY
=T [visiTDT B2 ol Date
2oF =38 F XA 0=No
DA: 244 | DADOSYN o 1=Yes Integer
' B 2=NA
brug o F7t 28
Accountabili 245 DAMDOSRFQ 6HOF§ ?J—ﬂ\—* Integer 3
ty st =7+ AR
- T L= =
246 | DADOSRFQ o) BAx Integer | 3
o= AT
Hot
= 1
247 | DAORRES =S (AFsALh Float | 3.1
%
o | SUBINO A=
[=Jr=) =]
x| VISITNM Y=Y
=T [ visiTDT B3 9l Date
" o 0=No
248 | AEYN 2 Ao 2 Integer
1=Yes
249 | AEDTC R Date
250 | AEENDTC s=5¢ Date
1=Abnormal LFT
2=Anemia
3=Anorexia
4=Ataxia
5=Constipation
AE: Adverse 6=Depression or mood
Events
change
7=Diarrhea
8=Diplopia
251 | AETERM Olfut3 ™ ,p , P Integer
9=Dizziness

10=Dry mouth
11=Dysarthria
12=Dysuria

13=Easy bruising
14=Edema
15=Enuresis
16=Fatigue

17=Gait disturbance
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18=Gigival hypertrophy
19=Headache
20=Hearing loss
21=Hyperactivity or
behavioral change
22=Increased salivation
23=Infection
24=Insomnia
25=Irritability or agitation
26=Lethargy

27=Nasal bleeding
28=Nasal obstruction
29=Nausea
30=Neutropenia
31=Nyctalopia
32=Pruritis

33=Rash

34=Sedation or
Somnolence
35=Thromobocytopenia
36=Tremor

37=Urinary retension
38=Visual field loss
39=Vomiting
40=Weight gain
41=Weight loss
42=0ther

252

AETERMO

Other(& M 1 2)

String

253

AESEV

E

1=Mild
2=Moderate
3=Severe

Integer

254

AESER

3rd Grade O{&

String

255

AEREL

23 d(Causality)

1=Not related
2=Unlikely related
3=Possible related
4=Related

Integer

AEONGO

Ongoing

T1=Yes

Integer

257

AESAE

SAE {8

0=No
T1=Yes

Integer

SA:
Serious
Adverse

rE ok
4> ofm

SUBJNO

[l
==

o

VISITNM

Mo | o>
Ral

0%
L)

VISITDT

o
Mo
ne

Date
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Events

SAGRP

SASTDTC

SACDTC

261

SARDTC

262

SARPT

H HT
ko H

Br By B
b

Bt oo 12 bt
HT

& XE En

Integer

263

SATERM

SAEH

1=Abnormal LFT
2=Anemia

3=Anorexia

4=Ataxia
5=Constipation
6=Depression or mood
change

7=Diarrhea

8=Diplopia
9=Dizziness

10=Dry mouth
11=Dysarthria
12=Dysuria

13=Easy bruising
14=Edema
15=Enuresis
16=Fatigue

17=Gait disturbance
18=Gigival hypertrophy
19=Headache
20=Hearing loss
21=Hyperactivity or
behavioral change
22=Increased salivation
23=Infection
24=Insomnia
25=Irritability or agitation
26=Lethargy

27=Nasal bleeding
28=Nasal obstruction
29=Nausea
30=Neutropenia
31=Nyctalopia

Integer
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By | 0| EeE 4 M (EH)) agug oy |2
32=Pruritis
33=Rash
34=Sedation or
Somnolence
35=Thromobocytopenia
36=Tremor
37=Urinary retension
38=Visual field loss
39=Vomiting
40=Weight gain
41=Weight loss
42=0ther
264 | SATERMO SAES String
Other(& M & =)
1=AtgS ZalSALE
MBS Ut FL
2=98 EE g 7|zt
A0l st 4%
3=K|EH L= o0 A=
265 | SACAT SAE 3& =T 75 HM3HE Integer
xefsts BQ
4=HBY 7)Y EE
0|4 Xefsts Z2
5=7|E ojBtEoz Fat
At
1=Not related
266 | SAREL oclé*/\@gfﬂfgl 2=Un|ik.ely related Integer
2+ M (Causality) | 3=Possible related
4=Related
1=2|5
2=3|18 &
267 | SAOUT SAE = 3=2% Integer
4=78 3
S5=AtY
268 | SAENDTC SAE =% Date
SAE ZE W&
269 | SACOM String
&
ae | SUBINO A=
cMm: x| VISITNM SEd
Concomitan | =™ | vISITDT Y=g Date
t 0=No
Medication 270 | CMYN ERISES 1 —Ves Integer
271 | CMPRDNAM HNEY String
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Ho
80 | LBTG Triglyceride Z1t
81 LBLDLND LDL cholesterol Not Done
82 | LBLDL LDL cholesterol Z 1t
83 | LBCRTND Creatinine Not Done
84 | LBCRT Creatinine 21}
85 | LBEGFRND eGFR Not Done
86 | LBEGFR eGFR At
87 | LBASTND AST(SGOT) Not Done
88 | LBAST AST(SGOT) ZA1t
89 | LBALTND ALT(SGPT) Not Done
90 | LBALT ALT(SGPT) Zxt
91 | GMSTAT FH/CHAR ZAL OJA|-H
92 | GMKAYN Karyotyping A|3H0{ &
93 | GMKARES Karyotyping 21}
94 | GMKAREST Karyotyping Z1f> Mz
95 | GMMSYN Mitochondrial sequencing Al 05
96 | GMMSRES Mitochondrial sequencing Z 1t
97 | GMMSREST Mitochondrial sequencing Z1t> A&
98 | GMMLYN MLPA A|ZHO{ &
99 | GMMLRES MLPA Z 1t
100 | GMMLREST MLPA Z3}> Mz
101 | GMCGYN arrayCGH A|&§0j £
102 | GMCGRES arrayCGH Z 1t
103 | GMCGREST arrayCGH Z1t> M=
104 | GMDEYN Diagnostic exome sequencing A3 O{ &
105 | GMDERES Diagnostic exome sequencing 21}
106 | GMDEREST Diagnostic exome sequencing Z1t> A&
107 | GMWEYN Whole exome sequencing Al 05
108 | GMWERES Whole exome sequencing Z 1t
109 | GMWEREST Whole exome sequencing Z1t> Mz
110 | GMMEYN Metabolic test Al O &
111 | GMMERES Metabolic test Z 1t
112 | GMMEREST Metabolic test Z1f> M&
113 | DISTAT 2E AL OJAIH
114 | DICAT gE A BR
115 | DIDTC AR
116 | DIRES A3t
117 | DIREST 41> M=
118 | ELSTAT o} HAF DA
119 | ELDTC ZITHEA| o HAF AR
120 | ELRES ZITHEA| L|of HAF AA
121 | ELEDFRQ FITHEA] kot ZHA} Epileptiform discharges Hl1&
122 | ELEDGE 2IX| Generalized
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123 | ELEDFO 2IX| Focal
124 | ELEDRF X 2E%F Frontal
125 | ELEDRT X 2EZF Temporal
126 | ELEDRC X EZE Central
127 | ELEDRP K| LEZR Parietal
128 | ELEDRO X 2EZF Occipital
129 | ELEDLF x| &% Frontal
130 | ELEDLT IX| 1% Temporal
131 | ELEDLC X |Z Central
132 | ELEDLP K| 1% Parietal
133 | ELEDLO x| &% Occipital
134 | ELBAS Symmetricity
135 | ELBAVS Voltage Suppressed
136 | ELLDTC ORX[S} It HAR AR
137 | ELLRES OFX[9} mb HAF &~
138 | ELLEDFRQ ORX| 8} Lo} AA} Epileptiform discharges 8l&=
139 | ELLEDGE 21Xl Generalized
140 | ELLEDFO K| Focal
141 | ELLEDRF IX| 2LEZF Frontal
142 | ELLEDRT x| LEZ Temporal
143 | ELLEDRC X LEZF Central
144 | ELLEDRP IX| LEZ Parietal
145 | ELLEDRO x| LEZ Occipital
146 | ELLEDLF x| 1% Frontal
147 | ELLEDLT IX| 1% Temporal
148 | ELLEDLC @IX| &% Central
149 | ELLEDLP @IX| &% Parietal
150 | ELLEDLO X &% Occipital
151 | ELLBAS Symmetricity
152 | ELLBAVS Voltage Suppressed
153 | ELBMSTAT Brain MRI O|A|Y
154 | ELBMDTC Brain MRI A|Z X}
155 | ELBMRES Brain MRl Z1t
156 | ELBMREST Brain MRI Z1t>A=
157 | BSSTDTC R =L
158 | BSEPDTC HHE T IR
159 | BSFAAT Focal Awareness Atonic
160 | BSFACL Focal Awareness clonic
161 | BSFATO Focal Awareness tonic
162 | BSFAMY Focal Awareness myoclonic
163 | BSFATC Focal Awareness tonic-clonic
164 | BSFASP Focal Awareness spasms
165 | BSFAAU Focal Awareness automatism
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166 | BSFIHY Focal Impaired awareness hyperkinetic
167 | BSFIBA Focal Impaired awareness behavior arrest
168 | BSFIEM Focal Impaired awareness emotional
169 | BSFIAU Focal Impaired awareness autonomic
170 | BSFISE Focal Impaired awareness sensory
171 | BSGAT Generalized Atonic
172 | BSGCL Generalized clonic
173 | BSGTO Generalized tonic
174 | BSGMY Generalized myoclonic
175 | BSGTC Generalized tonic-clonic
176 | BSGSP Generalized spasms
177 | BSGTA Generalized typical absence
178 | BSGAA Generalized atypical absence
179 | BSGMA Generalized myoclonic absence
180 | BSUTC Unknown tonic-clonic
181 | BSUSP Unknown spasms
182 | BSUBA Unknown behavior arrest
183 | BSFGYN Focal to generalized
184 | BSUCYN Unclassified
185 | BSBEDUR of 58 ™ Wit F7|
186 | BSBENUM o 58 d &5 3=
187 | BSLSDTC ORX|9f 22 %
188 | MAYN Prior Medication =& Of%
189 | MAPRDNAM HEd
190 | MADECOD 429
191 | MACLASCD UAEEF IE
192 | MADOSU 12| 20
193 | MADOSUDOSU F0| T4
194 | MADOSFRM %= MY
195 | MADAYFRQ 1€ B 3=
196 | MASTDTC F0] AlAY
197 | MAENDTC Fol T=Y
198 | CEDECOD MUY A HES AMAY
199 | CESTAT AMd FEE oj=g
200 | CEREASND A ZE D=8 MR
201 | CEOCCUR A Y ol &
202 | CEDTC AlEH
203 | CESENUM U A
204 | CEACYN 2 H SEEN E80F
205 | CEHOYN 2 N2 HE EE oF
206 | CEFAAT Focal Awareness Atonic
207 | CEFACL Focal Awareness clonic
208 | CEFATO Focal Awareness tonic
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209 | CEFAMY Focal Awareness myoclonic
210 | CEFATC Focal Awareness tonic-clonic
211 | CEFASP Focal Awareness spasms
212 | CEFAAU Focal Awareness automatism
213 | CEFIHY Focal Impaired awareness hyperkinetic
214 | CEFIBA Focal Impaired awareness behavior arrest
215 | CEFIEM Focal Impaired awareness emotional
216 | CEFIAU Focal Impaired awareness autonomic
217 | CEFISE Focal Impaired awareness sensory
218 | CEGAT Generalized Atonic
219 | CEGCL Generalized clonic
220 | CEGTO Generalized tonic
221 | CEGMY Generalized myoclonic
222 | CEGTC Generalized tonic-clonic
223 | CEGSP Generalized spasms
224 | CEGTA Generalized typical absence
225 | CEGAA Generalized atypical absence
226 | CEGMA Generalized myoclonic absence
227 | CEUTC Unknown tonic-clonic
228 | CEUSP Unknown spasms
229 | CEUBA Unknown behavior arrest
230 | CEFGYN Focal to generalized
231 | CEUCYN Unclassified
232 | EXDECOD 2zt SMYEEY)
233 | EXTRT 429
234 | EXCLASCD SXES A
235 | EXDOSCH SHE) &
236 | EXDOSE 12| SN
237 | EXDOSU S TR
238 | EXDOSFRM S M
239 | EXDAYFRQ 12 SN ==
240 | EXFSTDTC FoF AR
241 | EXSTDTC SHEE) A
242 | EXENDTC SMESH =Y
243 | EXONGO Ongoing
244 | DADOSYN HOF 8L XA OJE
245 | DAMDOSRFQ o FU =28 sforg R
246 | DADOSRFQ of U HF =80 A
247 | DAORRES =9 =3=ASA L
248 | AEYN el
249 | AEDTC Hde
250 | AEENDTC T=d
251 | AETERM oj¢utsd
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252 | AETERMO Other(&H A & =)
253 | AESEV 5
254 | AESER 3rd Grade O{ &
255 | AEREL 2t d(Causality)
256 | AEONGO Ongoing
257 | AESAE SAE O£
258 | SAGRP S/H 2SI
259 | SASTDTC SAE 2
260 | SACDTC HXE SAE QXY
261 | SARDTC SAE 21 ¢
262 | SARPT SAE E1 HAl
263 | SATERM SAEY
264 | SATERMO SAEYH Other(&f M &1 &)
265 | SACAT SAE 3F
266 | SAREL oAl of nto| 2+ 4 (Causality)
267 | SAOUT SAE &
268 | SAENDTC SAE 3¢
269 | SACOM SAE Ztd L8 7|=
270 | CMYN ERICES
271 | CMPRDNAM HEY
272 | CMCLASCD ATC Code
273 | CMDOSE 12| £ &
274 | CMDOSU 0] e
275 | CMDOSFRM o= MA
276 | CMDAYFRQ 19 £ 2l
277 | CMSTDTC F0 AZY
278 | CMENDTC 50 Z2¢
279 | CMONGO Ongoing
280 | ETDTC LAY S d/SHH
281 | ETYN ddAgdS BF OIS L W
282 | ETSTREAS X7 BE MF
283 | ETSTREASO 8.7|Ef oI Z% ©H
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V.

1. AT A A -H 27| &=

M-IIE Hel7|E
MA =S HY ; [
A= °('LﬁE’,l”tf:fffriﬁLeigﬁi LSO B FIEH0| BEABALL
1| Against Fpllepsy) 1= REL/EE SHE 11 | wmeing sorex a2 wt
W £ HHMEoR N e s
SIABMME BEQs8ICHy| YXinis] =
p | ZETAR EE SRR = 2 | #EA 28 &3& L0 oj2ig #it
SHotAL, Sd 8 /X 2 A
| M=0o| A# ghRtns| J7|7t0 lH O|AtOl
3 | HESel o SR vIaol 28 S  on mote wem we #s
o4z}
2. 72 MUAT 25
HS =23 FXXE MZZE
The Usefulness of Esophageal Baseline
Impedance Levels for the Diagnosis of )
) ) Young-Gun Kim,
Nonerosive Reflux Disease and the )
) . Choong-Kyun J Neurogastro enterol Motil,
1 Proper Time for Measurement in
) ) Noh, and Kwang | 2020; 26(4):463-470
Endoscopy-negative Korean Patients Jae L
ae Lee
With Esophageal or Supraesophageal
Symptoms
Normal acid exposure time in
o . Seung Young .
esophageal pH monitoring in Asian . J Neurogastro enterol Motil.
2 i Kim, Hye-Kyung
and Western populations: A ) 2021 Apr;33(4).e14 029.
un
systematic review and meta-analysis. 9
2020 Seoul Consensus on the )
) ) Kwang Jae Lee, J Neurogastro enterol Motil,
3 Diagnosis and Management of
) Hye-Kyung Jung | 2021 Oct 30;27(4):453-481
Gastroesophageal Reflux Disease.
On-demand Versus Continuous
4 Maintenance Treatment of Seung Joo Kang, | J Neurogastro enterol Motil,
Gastroesophageal Reflux Disease With | Kwang Jae Lee 2022; 28(1):5-14
Proton Pump Inhibitors
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3. Annotated CRF

E 0 QIH (eCRF H)

Subject Visit

Screening&B . Unscheduled Adverse Concomitant End of
. Intervention Follow up L. L.
aseline Visits Events Medication | Treatment
eCRFYH Subjact Visit Version 1.0
| Subject Visit
SEY { SWDTCID] )
Adverse Events
0|7 Y 0] F ME g2t Oj4Ut20] H= FS Adverse Event FormOf] USa) T=4AI2.
Concomitant Medication
0|7 S8 0¥ ME 85 §E53H 2 220| 2= H2 Concomitant Medication Form®f L@ FUAZ
Z |21 EeCRF H) Inclusion Exclusion Criteria
Screening&B ) Unscheduled Adverse Concomitant End of
. Intervention Follow up . L.
aseline Visits Events Medication Treatment
eCRFH Inclusion Exclusion Criteria Version 1.0

#| Inclusion/Exclusion Criteria

ULME U7 HE7IE S8 o

() No ( IETESTYNINI=0 ) (

O ¥es |

IETESTYN[N]=1 |
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E0QIH(eCRF H) | Demographic
Screening&B . Unscheduled Adverse Concomitant End of
. Intervention Follow up . L.
aseline Visits Events Medication Treatment
eCRFE Dameographic Version 1.0
i*| Demographic
Hogoy { ICFDTCID] }
UPHE YL £0Y
sk
LFO[(EHE A A & | DMAGE[N2] )
e ~) Male ( DMSEX{N]=1} (7 Female { DMSEX[N]=2) (7 Unknown ( DMSEX[N]=3 }
B o ) HESR | DMSMK[NI=0 ) (O FH EHE | DMSMK[N]=1 )
8a
o ST EER | DMSMK[N]=2 )
Eanp Year { DMSMKDUR[N2.1] }
@A EEd 3 I BEoIReE B
=9 7|7t Year | DMNSMEDUR[NZ.1] )
(BH B E2 2y)
o R ENY 4D | DMSMKCIPDINZ] )
3 BE 0% ) EI&FF { DMDRK[N]=0) () ? &FX ( DMDRK[N]=1)
=
) ®Y &F& | DMDRE[N]=2 )
E= 7 Year { DMDRKDURINZ.1] )
% ZR £Z ( DMDRKCAT[N]=1) ) B ( DMDRKCAT[N]=2 ) () ZF
{ DMDRKCAT[N]=3 ) (O Z#2| ({ DMDRKCAT[N]=4) (3 %2
{ DMDRECAT[N]=5 }
13 85 T { DMDRKAMT[N2.1] )

BT 2 (Actual Arm)

{ DMARMN]=1
O #80% 32 H8E
{ DMARM[NM]=2 )

O REE BY HEE

{ DMARM[NM]=3 )

O TE/HA Ol Fd HES

{ DMARMN]=4
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E O QIH (eCRF H)

Vital Sign

Screening&B . Unscheduled Adverse Concomitant End of
. Intervention Follow up . L.
aseline Visits Events Medication Treatment
eCRFEH Vital Sign Version 1.0
¥ Vital Sign

YR O A
wITEZNY
U em)

H Eikg)

HEE T+ tkg/m* (ZHE A

oymur & o

%7 @Y (mmHag)

+

0|27} e {mmHg)

o Uk heats/min)

[) Yes [ WSSTAT[N]=1 )

0) No { VSBPYN[N]=0 | (O Yes

{ WSOTC[D]
cm [ VSHEIGHT[M3.1]
kg ( VSWEIGHT[N3.1]

kg/m? E

mmHg ( VSSYSBPINI] |
mmHg ( VSDIABP[N3] )

beats/min

{ VSBMI[N2.1] )

( VSBPYN[N]=1

{ VSPULSE[N3] )
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EHQIEEeCRF ) |MBZEH HA

Screening&B
aseline

Intervention

Follow up

Unscheduled
Visits

Adverse
Events

Concomitant
Medication

End of
Treatment

v AFESE AA

HTSE BA DAY

M 2R

LR

HUFEM

ojuarE] AE o5

oj ey AU

o4 uE A M@

SUATY AW g

HUFEA HY

HUFEEA A MW

25T AW T

254 2

2534 E> HE

22T AE 0%

2 AL

THEA L HE

Lz A oS

SN HA Hat

LEZAL s HE

CETTR

HEAG H

ST H3 HE

[ Yes ( NESTAT[N}=1)

{ NEDTCID] )

) No { NESCYM[MN]=0)

D B4 ( NESCRESIN]=1 )

{ NESCRESTIC] |

(O No { NECMYN[N]=0) O

) Bd ({ NECNRES[N]=1

{ NECNREST[C] )

() No { MEEXYN[N]=0 )

2 8¢ { NEEXRESINI=1 }

{ NEEXRESTIC] )

O Mo { NESEYN[N]=0 )

() EH | NESERES[MN]=1 )

{ NESEREST[C] )

) No { NECEYN[N]=0 )

D 4 { NECERES[N]=1

{ NECEREST[C] )

(} Mo { NEPRYN[N]=0) (3

O B4 | NEPRRES[N]=1 )

{ NEPRRESTIC] )

) Yes { NESCYMN[MN]=1 )

=) HIEY ( NESCRES[N]=2)

Yes. { NECNYNIN]=1 )

HB4 ( NECNRES[N]=2 )

) Yes [ NEEXYMIN]=1)

Ty HIE A | NEEXRES[N]=2 )

() Yes { NESEYN[N]=1 )

() HIB& | NESERES[N]=2 )

) Yes ( NECEYN[NI=1}

O HIEH | NECERES[N]=Z )

Yes:{ NEPRYN[N}=1 )

T HIBY | NEPRRES[M]=2 )
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E O QIH (eCRF H)

Medical History

Screening&B

aseline

Intervention

Follow up

Unscheduled
Visits

End of
Treatment

Adverse Concomitant

Events Medication

|#| Medical History

RIS

283 0+° A4F

S 05T AR LMY

FEER-CES ]

Y3 |UE A 7IE MNE

WD IS s 6T HBOF 0%
HE e

483 28%
cEEE dEE v
| MHTERMIN]=[1=ADH
D]2=Autism|3=Autoimm
une disease|4=Brain tra
uma|5=Cerebrovascular
disease|6=DD/ID|T=Dep
ression|8=Febrile seizur
e|%=Genetic disease|10=
HIEi11=Metabolic diseas
el12=Neuro infectious d
isease|13=Prematurity|1

4=0ther disease] )

HEE

{ MHFAMTERM [N]=[1=ADHD|2=Autis

m|3=DD/ID|4=Depression|5=Epilepsy|

G=Febrile seizure|7=0ther disease] )

Other disease{HH 2=

[] Yes { MHSTATIN]=1)

O B HE (| MHREASND[NI=1)

O FIEHEM S

O MHE O | MHREASNDIMI=2 )

{ MHREASND[N]=3 )

{ MHREASNDTIC] )

(O No { MHPCYN[NI=0 } O Yes { MHPCYNIN]=1}

{ MHDTC[D] )

{ MHEMRF[DY] }

() Unknown { MHPCYN[N]=2 |

{ MHPCREAS[C] )

O) No { MHCMYNIN]=0 )} (O

T No | MHYN[N]=0 )

{ MHDECOD[CT] )

{ MHOTHIC] )

() No { MHFAMYN[N]=0 )

HEEREELS

Yes { MHCMYMN[N]=1 )

) Yes ( MHYN[N]=1 )

(cD-10) 7ITAIEMA ZE2| ug H=HAY 14 0|y NE 8T

I EAEAN (v 1 0| KB v

{ MHENRTPT[N]=[1=8ef ( MHSTTRTDTC[D] | | MHTRT[M]=[0=No|i=Y

ore|Zz=After|3=Coincide es|9=Unknown] )
ntl4=Cngoing]5=Unkno

wnj )

O Yes { MHFAMYN[N]=1 }

Other disease{ 4] 2=1) 7tE3 HEIAL (IcR-10) = 0] 2
S PAE O HE L v
{ MHEAMDECOD[CT] ) ( MHSREL[N}=[1=%[2=E[3=(2hT5
{ MHFAMOTHIC] ) Z[4=BH /T |5=TF1H] )
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C 0 QH(eCRF ) Questionnaires

Screening&B . Unscheduled Adverse Concomitant End of
. Intervention Follow up . L.
aseline Visits Events Medication Treatment
*| Questionnaires
&2 E WFHEQ-5D)
AEe s 3 Mo ( OSSTAT[N]=0) (O Yes ( QSSTAT[N]=1)
dE { QSDTCID] )
2553 O Le B NTO) AT
| QSATH[N]=1 )
5 Lre TG Ohs XEO| YL
| QSATH[N]=2 )
O Ls 28 £ Yoo st
| GQSATH[NI=3 )
A7ime O L 888 WAL 28 weg AT &0

YUWS(O- E 35 7MY, IS 25 W WS

{ QSSCATN]=1
O Lrs E7 888 5711 R 220 D4 NF0| UG
{ QSSCAN]=2 )

DL BT SR8 L 28 UE 27 0
{ QSSCAINI=3 )
O Le g BES o0 AT Y0t
{ QSACT[NI=1 )

) Lhe 24 HE8 s1eh) O XFo| ULt

{ QSACTINI=2 )
O Ls 9y HES B 27 20
| ASACTIN]=3
O e BS0|L 2ETO AT
{ QSPAN[N]=1)

O L= O SS0IL SHZ0] U

i

{ QSPAN[N]=2 )
T HT SS0IL 2HE
{ QSPAN[NI=3 )

O Lbe S0 285% W
{ QSANX[N]=1 )

3 Lre O BOeiA L S 200
{ QSANX[N]=2 )

v LE

fr

G2 N 2oL 220

{ QSANX[N]=3 )
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E0olH(eCRF E) | Allocation
Screening&B . Unscheduled Adverse Concomitant End of
. Intervention Follow up . L.
aseline Visits Events Medication Treatment
eCRFY Allocati Version 1.0
¢ | Allocation
ETH 2SR O EME (ALGRPINI=1 ) O H|Z ST ( ALGRP[N]=2 )
E0oIH(eCRF E) | Laboratory Test Results
Screening&B ) Unscheduled Adverse Concomitant End of
. Intervention Follow up . L.
aseline Visits Events Medication Treatment
* | Laboratory Test Results
HES AL S [ Yes ( LBSTATIM]=1}
LEL a4y { LBDTCIDY )
LEE BMNE Not Done s

Hemoglobin
Glucoseifasting)
Triglyceride

LDL cholesterol

| Not done ( LEHEND[N]=1
Not done | LEFBSMD[M]=1)
| Not done ( LETGHND[N]=1 )

| Not done | LELDLND[N]=1

Creatinine | Not done ( LBCRTND[N]=1
eGFR _| Not done ( LBEGFRND[M]=1 )
AST(SGOT) Not done ( LBASTND[N]=1 }
ALT(SGPT) ] Not done ( LEALTND[N]=1 )

g/dL { LBHBINS.2]
mg/dL { LBFBS[N5.2] )
mg/dL | LBTG[NS.2] )
mg/dL { LBLDL[MS.2] )
mg/dL { LBCRT[NS.2] )
ml/min { LBEGFR[NS.2] )
IU/L ( LBAST[NS.2])

/L { LBALT[NS.2]
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E O QIH (eCRF H)

| CHAF HAL

Mitochondrial sequencing

MLPA

arrayCGH

Diagnostic exome

sequencing

Whole exome sequencing

Metabolic test

Karyotyping @3

Karyotyping E&> M&

Mitochondrial sequencing A BH S
Mitochondrial sequencing =i’

Mitochondrial sequencing 23> &

MLPA Ao 5
MLPA B3

MLPA ST H§

amrayCGH M HE
amrayCGH Eat

arrayCGH B3> M@

Diagnostic exome sequencing A/ @Y 2

Diagnostic exome sequencing 22

Diagnaostic exome sequencing Hat- M8

Wheole exome sequencing A|H0 5
Whole exome sequencing 3

Wheole exome sequencing E> Mg

Metabolic test A/ WHE

Metabolic test 23}

Metabolic test > M &

O B4 | GMKARES[N]=1) O

{ GMKARESTC] )

HIH4 ( GMKARES[M]=2 )

O Mo { GMMSYNIN]=0 ) O Yes { GMMSYN[N]=1 )

& ( GMMSRES[N]=1) O

{ GMMSREST[C] )

() No { GMMLYN{N]=D )

) B { GMMLRES[N]=1) O

{ GMMLRESTIC] )

) No { GMCGYM[N]=D )

Hi 4 { GMMSRES[N]=2 )

) Yes { GMMLYN[N]=1 )

O B4 ( GMCGRES[NI=1 |

{ GMCGRESTIC] )

() No { GMDEYN[N]=0)

O B8 ( GMDERES[N]=1

{ GMDEREST(C] )

7 No ( GMWEYN[N]=0 |

{ GMWERESTIC] )

) No (| GMMEYN[N]=0 )

O HA | GMMERES[NI=1) O

{ GMBEREST[C] )

HIE & | GMMLRES[N]=2 |

s | GMCGYN[N]=1 )

T HIEY ( GMCGRESINI=2 )

() Yes { GMDEYN[N]=1 |

T B4 | GMDERESINI=2 )

) Yes { GMWEYN[N]=1 )

) 4 ( GMWERESIN]=1 )

[

O HIB4 ( GMWERES[N]=2 )

) Yes ( GMMEYNIN]I=1 )

H| &4 | GMMERES[N]=2 |

Screening&B . Unscheduled Adverse Concomitant End of
. Intervention Follow up . L.
aseline Visits Events Medication Treatment
(¥] SF/CHAL 2 AL
SETHAL ZAF DA [] Yes { GMSTAT[NI=1 }
Karyotyping Karyotyping Ao ) No { GMKAYN[N]=0) (O Yes { GMKAYN[NI=1 |
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EhQH(eCRF B) | HEHAM

Screening&B . Unscheduled Adverse Concomitant End of
. Intervention Follow up . L.

aseline Visits Events Medication Treatment
eCRFY g2e EA Version 1.0
Bl SR A

HE SOIY OF0| MBS HAE 7K B2 WS 2o BN 1
e A oY [ Yes' { DISTAT[N]=1)
SEk i =8 | K-WISC { DICATIN]=1} () K-WPPSI ( DICAT[N]=2 ) () HRS| ZAF ( DICAT[N]=3)
O HIEHEROL BT { DICATINI=4 |

NEgw { DIDTC[D] )
AR [ ®4 | DIRES[M]=1) (O HE% [ DIRES[N]=2
it M@

( DIRESTIC] )
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E O QIH (eCRF H)

Yot 3 x| MRI AL

Screening&B
aseline

Intervention

Follow up

Unscheduled
Visits

Adverse
Events

Concomitant
Medication

End of
Treatment

¥ &I 2 | MRI A

o} ZAp OJA

TETA MEp A JUER

TG HI A AT

Epileptiform discharges

Background

abnormalities

DX} 2 oo HAL

ORI Siar ZA AR

DEFISE SR HAF AN

THTA X5 HA Epileptiform discharges H1E

7 Generalized
$™ Focal

o 2 2= Frontal
4 2 £% Temporal
2% 2 EF Central
F# 2 8F Parietal
#® LEF Occipital
X 2% Frontal
F# 2F Temporal
$I™ 2F Ccentral
U 2Z pParietal
AT |F Occipital

Symmetricity

Voltage Suppressad

[] Yes { ELSTAT[M}=1 )

Ty A4 ( ELRES[N]=1) ()

) HAF ( ELLRES[N]=1 )

{ ELOTC[D] )

() MNene

{ ELEDFRQ[N]=1 }

B4 ( ELRES[N]=2 )

) A few (302S2 5O

{ ELEDFRQ[N]=2

) Several (302ST 5-10E)

{ ELEDFRQ[N}=3 }

7 Intermittent or cccasional(302 S S 10-1820

{ ELEDFRQ[N}=4 }

2E0 18-908)

() Frequent (3028

{ ELEDFRQIN}=5 }

() Very freguent(302S 2 903 0|4

{ ELEDFRQ[N]=6 }

() Mo ( ELEDGE[N]=0 )

() Yes | ELEDGE[N]=1)

(] Ne ( ELEDFO[M]=0 ) () Yes { ELEDFO[M]=1 |
7} No ( ELEDRF[N]=0) (O Yes ( ELEDRF[M]=1)
) No ( ELEDRT[NI=0) O Yes { ELEDRT[M]=1)
" N { ELEDRCIN]=0} () Yes { ELEDRCIN]=1)
) Mo { ELEDRP[N]=0) () Yes { ELEDRPM]=1)
No ( ELEDRO[N]=0) ) Yes { ELEDRO[N]=1 )

() Mo { ELEDLF[N]=0) () Yes | ELEDLF[N]=1)
) No ( ELEDLT[N]=0} () Yes { ELEDLT[N]=1)
) Mo ( ELEDLCIN]=0} (3 Yes ( ELEDLC[N]=1)
() No { ELEDLP{N]=0} () Yes ( ELEDLP[N]=1)
() No ( ELEDLO[N]=0) () Yes { ELEDLO[N]=1)

{ ELLDTC[D] )

_6"_

(7) Symmetric ([ ELBAS[N]=1 )

» B4 ( ELLRES[N]=2 )

() Asymmetric ( ELBAS[N]}=2 )

() No { ELBAVS[M]=0] () Yes ( ELBAVS[N]=1 )




ey e am

Op7 8t &5} EH A Epileptiform discharges HIE O

Epileptiform discharges

#17 Generalized
1A Focal

# % 2E% Frontal
1% 285 Temporal
HA 28% central
M 2EH parietal
$H 285 Ocdpital
% &= Frontal
% 2% Temporal
X YF Central
$iX 2 Parietal
X 4F Occipital

Background Symmetricity

abnormalities

Violtage Suppressed

Brain MRI

Brain MR 0.4 %
Brain MRI A|HYR
Brain MRI E1}

Brain MRT 2= M@

None

{ ELLEDFRQN]=1 )

P
)

) A few (308 &2 5310)8h

{ ELLEDFROIN]=2 )

(@,

Several (30280 5-103])

{ ELLEDFRO[N]=3 )

o

Intermittent or cccasional(302-5 2 10-182])

{ ELLEDFRO{N]=4 )

o

Frequent (30252 18-9031)

{ ELLEDFRO[N]=5 )

O

Very frequent(30828 T 903 0l

{ ELLEDFROIN]=6 )

o
Wt

2
o

O

8

S

M
o

No ( ELLEDGE[M]=0 ) () Yes { ELLEDGE[M]=1 |

Mo ( ELLEDFO[N]=0) (O Yes { ELLEDFO[N]=1)

No ( ELLEDRF[M]=0 ) (7 Yes { ELLEDRF[N]=1 )

Mo ( ELLEDRT[N]=0) O Yes ( ELLEDRT[N]=1 )

(<]

Mo { ELLEDRCIN]=0) () Yes { ELLEDRCIN]=1 )

No { ELLEDRP[N]=0 ] (O Yes { ELLEDRP[N]=1 )

N

[+]

{ ELLEDROIN]=0} () Yes ( ELLEDRO[N]=1 )
No { ELLEDLF[N]=0) (O Yes ( ELLEDLF[M]=1)
No { ELLEDLT[N]=0) (O Yes { ELLEDLT[N]}=1 )
Mo { ELLEDLC[N]=0) () Yes ( ELLEDLC[M]=1 )
No { ELLEDLP{N]=0} () Yes ( ELLEDLP[M]=1)
Mo { ELLEDLO[N]=0 ) () Yes ( ELLEDLO[N]=1 )

Symmetric ( ELLBAS[N]=1} () Asymmetric { ELLBAS[N]=2 )

Mo { ELLBAVS[N]=0 } (7 Yes | ELLBAVS[N]=1 |

[] Yes ( ELBMSTAT[N]=1}

{ ELBMDTCID] )

([ M4 ( ELBMRES[NJ=1) () HE& | ELBMRES[N]=2

{ ELBMRESTIC] )
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S O1H BT B e
WEr A= g { BSSTDTC[D] )

qAS

ra
rg

=5

{ BSEPDTCID] )

i

% gy

Focal Awareness

Focal Awareness Atonic

Focal Awareness clonic

Focal Awareness tonic

Focal Awareness myodonic

Focal Awareness tonic-clonic

Focal Awareness spasms

Focal Awareness automatism

Focal Impaired awareness

Focal Impaired awareness behavior arrest

Focal Impaired awareness hyperkinetic

Focal Impaired awareness emotional

Focal Impaired awareness autonomic

Focal Impaired awareness sensory

Generalized

Generalized Atonic

Generalized clonic

Generalized tonic

Generalized myodonic

Generalized tonic-clonic

Generalized spasms

Generalized typical absence

Generalized atypical absence

Generalized myoclonic absence

Unknown

Unknown tonic-clonic

“y No { BSFAAT[N]=0 )

() No ( BSFACL[N]=0)

(3 No ( BSFATO[N]=0 }

=
[+]

{ BSFAMY[N]=0

=
(]

BSFATC[N]=0 |

© No { BSFASPIN]=0 )

y No { BSFAAU[N]=0
)} No { BSFIHY[N]=0 )
) No { BSFIBA[N]=0 )

(3 No { BSFIEM[N]=0 )

No { BSFIAU[MN]=0 )

=
[+]

BSFISE[N]=0 |

) No | BSGAT[N]=0)

)} No { BSGCL[N]=0 )

]
=
o

( BSGTO[N]=0 )

Mo ( BSGMY[N]=0 )

() Mo ( BSGTC[N]=0 )

No ( BSGSP[N]=0)

() Mo ( BSGTA[N]=0 )

=
(=]

( BSGAA[N]=0 )

=
o

{ BSGMA[N]=0 |

) No | BSUTCINI=0 )

Focal to generalized

Unclassified

o M8 T WS 37

o EE T WS Ut

OpTy S g

Unknown spasms
Unknown behavior amrest
Focal to generalized

Unclassified

) Yes { BSFAAT[N]=1 )

3 Yes { BSFACLIN]=1 )

() Yes { BSFATO[N]=1 )

| () Yes | BSFAMY[N]=1 )

(3 Yes ( BSFATCIN]=1}

) Yes { BSFASP[N]=1)

) ) Yes { BSFAAU[NI=1

3 Yes ( BSFIHY[N]=1)

(2 Yes ( BSFIBA[MN]=1 )

() ¥Yes [ BSFIEM[N]=1)

Y Yes ( BSFIAUN]=1 )

) Yes { BSFISE[N]=1 )

) Yes { BSGATIN]=1)

O Yes { BSGCL[N]=1)

~) Yes { BSGTO[N]=1)

) Yes | BSGMY[N]=1 }

) Yes { BSGTC[M]=1)

) Yes ( BSGSP[M]=1 )

) Yes { BSGTA[N]=1 |

() Yes { BSGAA[N]}=1)

Yes { BSGMA[N]=1 )

) Yes { BSUTC[N]=1 )

) No ( BSUSP[N]=0) {J Yes { BSUSP[N]=1)
() Mo ( BSUBA[N]=0} () Yes ( BSUBA[N]=1)
No { BSFGYN[M]=0] () Yes { BSFGYN[N]=1)

) Daily { BSBEDUR[M]=1) (O Weekly { BSBEDURINI=2 ) () Monthly

) Mo ( BSUCYNINI=0 } () Yes { BSUCYN[NI=1

( BSBEDUR[N]=3 ) () Rare{®: 1~28|/year] ( BSBEDUR[N]=4 )

3| ( BSBENUM[N3] )

{ BSLSDTCID]
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* | Prior Medication
(TS AP 218 Mol EY T S S8007 SHe YA
Prior Medication %8 €% Ty No ( MAYN[MNI=0) O Yes { MAYN[M]=1)
HEY HEy SugER 3C 13 S0 S0 o3 =g Ay 19 Fof ma 20| A= £0 =29
SEEn v % F v
{ MAPRDNAM { MADECOD zg { MADOSUDOS { MADOSFRM { MADAYFRO { MASTDTC[D] { MAENDTC[DY
€11 [M]=[1=Carha { MACLASCDIC] | MADOSU[NS, ULCT [N]=[1=TABLE [N2] ) } ]
mazepine|2=Cl 21) T|2=CAPSULE|

obazam|3=Clo
nazepam|4=Di
azepam|5=Eth
osuximidel6=F
elbamate|7=Fo
sphenytoin|8=
Gabapentin|2=
Lacosamide|10
=Lamotrigine|
11=Levetiracet
amjl2=0xcarb
azepine|13=Pe
rampanel[14=P
henobarbital|1
5=Phenytoin|1
6="Pregabalin|1
T=Rufinamide|
18=Tiagabine

19=Topiramate
|20=Valproic a
cid|21=Vigabat
rinj22=Zonisa

mide] |

3=POWDER|4=

GRAMNULE|5=5

YRUP] )
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Clinical Events
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*| Clinical Events
ALY o BEst MUY () Seizures { CEDECOD[N]=1 )
A HE OSE ] ¥es [ CESTAT[M]=1)
AP HE 05T AR
{ CEREASNDIC] )
AT B e ) No ( CEQCCUR[NI=0) () Yes { CEOCCUR[N]=1 )

(DY E-dMUEH

Az
= gs

YT B gEuy %8s

T LT HEYE M7

S5

LS

Focal Awareness

Focal Impaired awareness

Generalized

Unknown

0| gEds FR)

{ CEDTCID] }

{ CESENUM[NZ] )

) No { CEACYNIN]=0 )

3y No ( CEHOYN[N]=0.)

Focal Awareness Atonic

Focal Awareness clonic

Focal Awareness tonic

Focal Awareness myoclonic

Focal Awareness tonic-clonic

Focal Awareness spasms

Focal Awareness automatism

Focal Impaired awareness hyperkinetic

Focal Impaired awareness behavior arrest

Focal Impaired awareness emotional
Focal Impaired awareness autonomic
Focal Impaired awareness sensory
Generalized Atonic

Generalized clonic

Generalized tonic

Generalized myoclonic

Generalized tonic-clonic

Generalized spasms

Generalized typical absence
Generalized atypical absence
Generalized myocdlonic absence
unknown tonic-clonic

Unknown spasms

Unknown behavior arrest

y Mo |

4
L+

r4
o

2
Q

-4
o]

=
[+]

4
[+]

4
[+]

=
o]

r4
o

{ CEFACL[N]=0 )

{ CEFAMY[N]=0) O

{ CEFIHY[N]=D )

{ CEFIBA[N]=0 }

| CEFIAU[N]=0 )

{ CEFISE[N}=0 )

{ CEGATIN]=0 }

{ CEGTO[N]=0 )

{ CEGMY[N}=0 )

{ CEGSP[N]=0]

{ CEGTA[N]=0 }

{ CEGAA[N]=0)

{ CEGMA[N]=0 )

{ CEUTC[N]=0 }

{ CEUSP[N]=0 )

{ CEUBA[N]=0 )

) Yes { CEACYNIN]=1)

Yes ( CEHOVM[N]=1)

CEFAAT[M]=0) (7 Yes { CEFAAT[N]=1 )
() Yes ( CEFACLIN]=1}
CEFATO[N]=0 )

Yes { CEFATO[M]=1)

Yes ( CEFAMYINI=1 )

{ CEFATCIN]=0) (O Yes ( CEFATC[M]=1 )
{ CEFASP[N]=0 ) (O Yes { CEFASP[N]=1 )
{ CEFAAU[M]=0) () Yes ( CEFAAU[N]=1 )

Yes ( CEFIHYIN]=1)
) Yes | CEFIBA[N]=1)
CEFIEM[M]=0 ) () Yes { CEFIEM[N]=1 }
3 Yes { CEFIAU[N]=1 )
) Yes ( CEFISE[N]=1)

) Yes { CEGAT[M]=1)

CEGCL[M]=0) (O Yes { CEGCL[N]=1)
Yes ( CEGTD[N]=1 }

() Yes | CEGMY[N]=1)
CEGTC[M]=0 ) (O Yes { CEGTC[N]=1)
Yes { CEGSP[N]=1 }

) Yes { CEGTA[M]=1 )}

) Yes | CEGAA[NI=1 )

Yes { CEGMA[N]=1 )
Ty Yes { CEUTCIM]=1 )
Yes [ CEUSP[N]=1 )}

) Yes ( CEUBA[N]=1 )}




Focal to generalized Focal to generalized (O No ( CEFGYNINI=0) O Yes ( CEFGYNINI=1 )

Undlassified Unclassified () No ( CEUCYN[N]=0) (O Yes { CEUCYN[N]=1)
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® | Intervention

5 AYE AT 4% ver' E UITUL
> C oEEL i E z FLIC
=Y BT B H= ForUs wyyn

L suggas TVEE L gaqy FUEE oqae UEVH o mg FUCHARIAENIR o oing
o 9 - o o
—HEH v - EV - g | Ong
{ EXTRT[N]=[1= F:ja { EXDOS oing
( EXDE Carbamazepine| [ EXCLASCD[C] ) { EXDO { EXDOSE[NS. { EXD FRM[M] { EXDAY { EXFSTDTC [ EXSTDTC { EXENDTC [ EXC
oD  2=Clobazam|3= SCHIN] 21 osu =[1=TA  FRQIN o) o} [0 ) NGO
[€1) Clonazepam|4= =[0=N [€1}) BLET|2= 21) [N}=1
Diazepam|5=Et o|1=Ye CAPSUL 1
hosuximide|s=F sl ) E|3=PD
elbamate|7=Fos WDER[4
phenytoin|8=G =GRAN
abapentin|9=La ULE|5=5
cosamide|10=L YRUP] }

amotrigine]11=
Levetiracetam|1
2=0xcarbazepi
ne|13=Perampa
nel[14=Phenob
arbital|15=Phen
ytoin|16=Prega
balin|17=Rufina
mide|18=Tiaga
binel19=Topira
mate|20=Valpro
ic acid|21=Viga
batrin|22 =Zonis

amide] )
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eCRFE Drug Accountability Version 1.0
*| Drug Accountability
*ERY OF ¥ 1F
B 8- TA O T No { DADOSYN[N]=0) (O Yes { DADOSYMN[NI=1) ) NA [ DADOSYN[M]=2 )
=7 NE S opE B ({ DAMDOSRFQ[M3] )
S E7H A BES A ( DADOSRFQIN3] )
Hor 22 C RS AN { DAORRESING.1] )
L 0QlH(eCRF H) Adverse Events
Screening&B ) Unscheduled Adverse Concomitant End of
. Intervention Follow up . L.
aseline Visits Events Medication Treatment
eCRFE Adversa Evenis Version 1.0
¥ | Adverse Events
ghancg = (O Mo ( AEYN[N]=0 ) () Yes ( AEYN[N]=1)
ghas =EY O EF2 Other{ &+ 2 =) =5 3rd Grade {5 ErEE(Causality) Ongoing SAE G5
SEEE v nBBEMV 1 Yes = SAE Giv
{ AEDTC[D] )  ( AEENDTCID] ) ( AESEV[NI={1 “a { AEREL[NI=[1 ( AEONGO[N]= { AESAE[N]=[0
{ AETERMO[C]  =Mild]2=Moade { AESER[C] =Mot related|2 1) =MNo|i=VYes] |
) rate|3=Severe] =Unlikely relat
] ed|3=Possible
related|4=Relat
ed] )
e FEY oSS Other{ 4 H| 2 =) EEE 3rd Grade % IHE &{Causality) Ongeing SAE Oj=2
ojygrsv
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& Serious Adverse Events
ST 2 ETE B | SAGRPIC])
sAE g ( SASTDTCID] )
P SAE BN Y ( SACDTC[D] )
SAEETY { SARDTC[D] )
SAE 3 #u ) HEED [ SARPT[N]=1) O =FED [ SARPT[N]=2) (O HEBEID [ SARPT[N]=3 )
O HEHE ED ( SARPTIN]=4)
SAEY

SAEY Other{44§ 4=

SAE 58

LA A B R B H{Causality)

SAE B8

SAE Z2%Y

SAE BT YR 7|&

C SAEE H= o v
{ SATERM[M]=[1=Abnormal LFT|2=Anemiaj3=Anorexia|4=Ataxia|5=Constipation|6=Depre
ssion or mood change|T=Diarrheal8=Diplopial9=Dizziness|10=Dry mouth|11=Dysarthria
12=Dysurial13=Easy bruising|14=Edema|15=Enuresis|16=Fatigue|17=Gait disturbance|18
=Gigival hypertrophy|19=Headache|20=Hearing loss|21=Hyperactivity or behavioral chan
gel22=Increased salivationj23=Infection|24=Insomnia|25=lrritability or agitation|26=Leth
argy|27=Masal bleeding|28=Nasal ohstruction|29=Nausea|30=Neutropenia[31=MNyctalopia
|32=Pruritis|]33=Rash|34=Sedation or Somnalence|35=Thromobocytopenia|36=Tremor|37
=Urinary retension|38=Visual field loss|39=Vomiting|40=Weight gainj41=Weight loss|42=

Other] )

[ SATERMO[C] )
CSAEER MY o 4

( SACAT[N]=[1=AtZE =57l 22§ SHotE BPj2-UH 25 28 7|02 amo| §

D U2 E22 US HYBCh 1) TE EE 7|E0] 232 YUH TEO Cisy HHH A

ull B

SEE 97 HT U S UH 7170 9T 2) YHAUS 5T SYE Aol WRe YHO

g

i g

L 23 7170 93 3) gAY Oiy HEo O HEs A28 A5 g8l gaETe
E

() Mot related | SAREL[N]=1) (O Unlikely related { SAREL[N]=2 ) () Possible related

[ SAREL[N]=3 | () Related | SAREL[N]=4 )

T B8 (SAQUTINI=1 ) O 2% F | SAOUTINI=2) ) 2B ( SAOQUTINI=3 )
O EHWE (SAOUTINI=4) O A { SAQUTIN]=5 )
{ SAENDTCID] )

cma

*SAE FET} 2EY BT A ST FRUS YA /SAEFETL ATU I HUU Y

=
=

{ SACOMIC] )
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Concomitant Medication

Screening&B . Unscheduled Adverse Concomitant End of
. Intervention Follow up . L.
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eCRFH Concomitant Medication Version 1.0
# | Concomitant Medication
TR O No { CMYN[N]=0 ) () Yes ( CMYNIN}=1
HES ATC Code 15 £FHE 0 2y %E HE 18 5 s S0 AT E Ex EEY Ongoing
[ ] Yes
{ CMPRDNAM { CMCLASCD { CMDOSUICT ) { CMDOSFRM { CMDAYFRQIN { CMSTDTC[D] { CMENDTCID] { CMONGO[N]
[c1) [€1) | CMDOSE[NS. €1} 21) ] =1)
21
T QIH(@EeCRF E) End of Treatment
Screening&B . Unscheduled Adverse Concomitant End of
. Intervention Follow up . L.
aseline Visits Events Medication Treatment
eCRFH End of Treatment Version G il |
¢ | End of Treatment
YUANE FEH/BTH { ETDTCID] }

UYNEHE 25 OHESUN

7 FE M5

8.71Et 2 A5 ¢

{3 No ( ETYN[N]=0) (O Yes ( ETYN[NI=1)

O 1 2ehA Y DR A e SEOE 20| BaAE Y S2E 83

1=

Ry

{ ETSTREASIN]=1 )

O 2AHEB AT} O|4E S22 2inte AY fuifte] 87 29E STO0 S0 BHeis
- o

{ ETSTREAS[M]=2 )

CBAMBURT B4 UNE 56 AY AT ST TOE SO0 B0 BHEE

a5

{ ETSTREASIM]=3 )

O 4A AR E A QHaRe] 87 208 2REE0) E3H F2

[ ETSTREAS{N}=4 )

O SAHEURZ GFE AL 2ASE 20| =X oD BEtels F
{ ETSTREAS[M]=5 |

O 6AE XS A7 BT S0 YT

]
E
of

R
i
o
o

{ ETSTREASIN]=6 )

{ ETSTREASIN]=T )

O 8715 - BAAHELAT QUAIY HUO| BR7E UCHT HEGHE P

[ ETSTREASIM]=8 |

{ ETSTREASO[C] )
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