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A PROSPECTIVE, MULTI-CENTER, PHASE Il STUDY TO EVALUATE
THE SAFETY AND EFFICACY OF ECULIZUMAB IN SUBJECTS
WITH GUILLAIN-BARRE SYNDROME

XU - NU—EBRRICBTITI VAT TOREMEAMEZE
Y A= 0RTME., SHERER. E IHERAR

(Japanese Eculizumab Trial for GBS: JET-GBS)

EAHRESESDREE

Unique Forms
1.0

{fER A : 201553A12H
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(3) BB T DemMOGraphiCS . oeevieeeeeriiereieiee et steseseeste st aeseetestessesbeseesesbenesesresnaneasenseneas 5
(4) TEURARZE  PregnanCy teST . ... oottt n e en )
(5) BR1ESE - ABHENDHEEE Presence or Absence of Medical History............ccccccccevevenee.. 7
(6) BEERE - BHHE  Medical HIStONY......cooveveieeieeeeeeee e 7
(7) I3 ZILHA 2 VIAISIGNS ittt et s eb e anase e en 8
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(25) BHEDOAEE Presence or absence of GBS relapse..........cc.covevevieeeeecvieeeeeeeeene. 28
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(27) HEER  AAVEIrSE EVENL ..ottt e n e es e s en e 29
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(29) BTAMEE - GHAEZE  Concomitant Medication.............ccoveveveeeeeeeceeeeeeee e 31
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(33) BESMERE  Unscheduled ViSit..........c.oovecreeereeeeeeeeeeeeeseee e 35
2
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(1) #EREHA 32— K Subject ID Code

WERER o — F
Subject ID Code

XXX-XX (HEER = — 3 M P — IR PIE S 2 41)
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(2) EfEH Visit Date

P =
Visit Date
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(3) #FEE = Demographics

[EE S B
Date of informed consent

H£EAH
Date of Birth

yyyy/mm/dd

E]]

Sex

O %% Female
0O B4 Male

XS - NL—EREICELIHAETOREAR
Onset date of weakness due to Guillan-Barré

Syndrome

yyyy/mm/dd

=g
Height

KE
Weight
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(4) 1EIRHRZE Pregnancy test

(REHEREREBNRBDERIEEIFvIE, BADSBERFAMEAALTIIEEL,
Check if the examination date the same as the visit date. If different, specify the date.

kR ERA O

Same as the visit date

BEEEHE

Examination date

FREE O &%  Negative

Pregnancy test OO &M TIE4Ly  Not negative

O %7 L Notapplicable

Megcin] Ons, #FMeARL Tl
Z&Ly,
If “Not negative”, please specify.
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(5) BX1EfE - BHEDHEE Presence or Absence of Medical History

BEERE. AHHEAHYET M ? O (&L Yes
Any medical history? O LMYZ No

¥ MEv] OBE. 6) O7+—LERFK

(6) EE?EE‘E . ‘%f#{iﬁ Medical History

MHNo . xgﬁ@% -
REA M MedDRA
Reported term
MELTLWETHM? I &Ly Yes
Ongoing? O Wivz No
KOTo54>
7
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(7) 131 B LY > Vital Signs

(B EREZBASRBOBEEEF VI %, BA4SEEEFEMEZAALTLESL,
Check if the examination date the same as the visit date. If different, specify the date.

kR ERB O
Same as the visit date

REXER

Examination date

IRiEEAMmE
Systolic blood pressure

fhsR AR £

Diastolic blood pressure

=

Heart rate

(C ¥

Body temperature
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(8) Functional Grade

REHERBEREANREDOEREF v 7%, BESHFEAMEZANLTILESY,
Check if the examination date the same as the visit date. If different, specify the date.

kR ERBE
Same as the visit date

O

RERER

Examination date

Functional grade

O 0 IE% Healthy
O 1 BRGERELEIME, E22ENTESD
Minor symptoms or signs, able to run
O 2 JTHLGELTS A— ML HITHEE
Able to walk 5 meters independently
O 3 H78d LEZENHNIE S A — MLHITHEE
Able to walk 5 meters with a walker or support
O 4 EBEAERIKRES L <ILELVY  Bed- or chair-bound
O 5 AIMRRERE  Needing artificial ventilation
06 %= Dead

Day0 TFG3 MizHE. UTZAALTL LS,
If FG 3 at Day 0, please record below.

FER EEITETT M ?
FEITETTA?
Is the symptom progressive

or non-progressive?

O #Ef7T% Progressive
0 JE#1T1E Non-progressive

Day 0 TFG3 mD Tl OBE. UTEARLTLERLY,
If FG 3 and “Progressive” at Day 0, please record below.

TEATIE) & Fld L f=1RH0

Evidence for “Progressive”

O mEHSWNIMEMFRICENT, BHBADIBR XY
LHFEIROBPRELELELNH D,
Clear exacerbation of neurologic symptoms as
compared to the day before the registration date is
observed based on medical history or objective
symptoms.

O MEEROETELEDN, BEH D VIEMEMFRRE T
HERTELLY,
The progression of neurologic symptom is not
observed based on medical history or objective

symptoms.
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O Znft Other

TZnft] 0BG, FMETLHEL TS,

If “Other”, please specify.

ZOith  FEiHE
Detail

10
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(9) ONLS

(A EBRBEREENRBOSGEEF v %, BRELDGEEERAMEZADLTIESL,
Check if the examination date the same as the visit date. If different, specify the date.

klEBE & FHE O
Same as the visit date
RAEMEH
Examination date
Arm Grade | [ 0. IE#
0. Normal
O 1. —@IE = R ERICEEORERIEH D, LROBEER 4
1. Minor symptoms in one or both arms but not affecting any of the
functions listed
O 2. —flFEAEEAERICEREH M., EEOBMEVTILTAEET
[F7m0
2. Disability in one or both arms affecting but not preventing any of the
functions listed
O 3 —ElFEALITHEALRICEENHY . LROBENDECEL—DIF
FRIREFZAY, R TARABETIEAL
3. Disability in one or both arms preventing at least one but not all
functions listed
O 4. WA ERICEENHY .. LROBENETRELABNOH DHENE
(&I e
4. Disability in both arms preventing all functions listed but purposeful
movement still possible
O 5. WA ERICEENHY . BMHHEELR TR
5. Disability in both arms preventing all purposeful movements
Leg Grade | O 0. %17 - [EEXFEE - ETICKEG L
0. Walking/climbing stairs/running not affected
O 1. 17 - BRAR - ETICXERXHLIN, SCREEETEHEL
1. Walking/climbing stairs/running is affected, but gait does not look
abnormal
O 2. HTFEIZLTWER, HCEREEETEHGN

S10m RSTITE—RONEHBDE (—FRL, FRER. thADHBD)

2

2. Walks independently but gait looks abnormal

3

3. Requires unilateral support to walk 10 meters (stick, single cruich,

one arm)

1
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O 4. 10m HTICIEABONABE (TR, \RER, FRERLi
ADEE - FIY)
4. Requires bilateral support to walk 10 meters (stick, crutches, crutch
and arm, frame)
O 5.10m OBBICFEZFFNBELS, 1 BONMBLBHIIE, EILE 1m
DHITHVETRE
5. Requires wheelchair to travel 10 meters but able to stand and walk 1
meter with the help of one person
O 6. EEFFANLRET, MENH - TEEILE 1m OHITIEFETEEEA.
TERTEMHHEEA ATRE
6. Restricted to wheelchair, unable to stand and walk 1 meter with the
help of one person, but able to make some purposeful leg
movements
O7.1HOEFREAEFERBFMM Y FTBIL., TEROBMOHLENE
LA
7. Restricted to wheelchair or bed most of the day, unable to make any
purposeful movements of legs

Total score

K EBETETER (Arm Scale + Leg scale=0~12)

12
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(10) $#£FH AT X b Manual Muscle Testing

FEHEBREEBANERBDGGEEF v o ZE,. BEAERITAMEADNLTIIEE,
Check if the examination date the same as the visit date. If different, specify the date.

FbtHERA O
Same as the visit date
RAERE
Examination date

i Left £ Right
=A 0o [ 02 oo 1 02
Deltoid 03 O 4 os 03 04 05
L fog —BE AR 0o 1 02 oo a1 02
Biceps brachii 13 04 0os O3 O 4 s
FAR oo 01 O 2 0o [ 02
Extensor carpi a3 4 s a3 14 o5
P % 7 o 01 02 oo [ 2
lliopsoas 03 14 15 o3 4 05
PN 0o 01 a2 ao O 1 02
Quadriceps Femoris 3 I 4 s 03 14 15
AR & 85 oo 0O1 0O2 oo O1 0O2
Tibialis anterior 03 04 s 03 L4 s
SRERRTIE oo O1 b2 O3 O4 OS5
Neck anteflexion
AEtR KEBEE (B8 + ER&5+ GHERE)
Total score
KBRS

O 0. FOIELRDH LMLy 0. No contraction

O 1. FOIHEIEEH S LIENTNIFERDH BN S 1. Flicker or trace contraction

O 2. EAICRESGFNIEENESD 2. Active movement with gravity eliminated

O 3. EREMALZEITNIEEAICHR L TEAHE S 3. Active movement against gravity
O 4. EREENTHLEINE S 4. Active movement against gravity and resistance
0 5. IE¥ 5. Normal power

13
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(11) #71  Grip Strength

RigHEREZEHBAASRBOESEFvI %, BASESEBERMEANLTLEEL,
Check if the examination date the same as the visit date. If different, specify the date.

kA ERB
Same as the visit date

O

BmEZEREH
Examination date

& Right

kg

i Left

kg

14
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(12) R-ODS

RIEREBRBEEREANREDGEEF v I, BELHEEFAMEALLTILEEL,
Check if the examination date the same as the visit date. If different, specify the date.

F¥izH &R HE
Same as the visit date

O

BREERR

Examination date

1. MARATHERL LTS
1. Bend forward and pick something up

TE7%0) Not possible

B H9 NILATEE Possible with effort
AlHE Easy to perform
ETILES%LY Not applicable

2. REME-TWS (Bl #HEsm)
2. Remain standing for a long time period

(e.g. several hours)

T &Ly Not possible
EHTNIETTEE Possible with effort
T BE Easy to perform

L TIEEB%LY Not applicable

w

. BERELES
. Walk up flight of stairs

w

TE7LY Not possible

B HTNILARE Possible with effort
HAJHE Easy to perform

L TIEFE S %L Not applicable

4. % TE7LY Not possible

4. Run BH9 nILEEE Possible with effort
A HE Easy to perform
ETIXFE 5% LY Not applicable

5. B % 1km #< TZ7LY Not possible

a

. Walk out doors, up to max 1 kilometer

B HFHILEEE Possible with effort
A[RE Easy to perform
L TIEFES %L Not applicable

»

. BEEYEETTEHL
. Walk while avoiding obstacles

o2}

TZ7LY Not possible

B HTNILETEE Possible with effort
H[RE Easy to perform

HTIEFE S ALY Not applicable

TE7 LY Not possible
EHINILATEE Possible with effort
T HE Easy to perform

LTIEE S %L Not applicable

oooooDooOoooodo)oooooboooOooco0oo|ooaoano

-
[9)]
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8. AHXBRETHET D
8. Travel by public fransport

TZ7LY Not possible
BHFnILHEE Possible with effort
A#E Easy to perform

HTILE L% LY Not applicable

9. BEBERICLALTET

9. Turn a key in a lock

TZEZLY Not possible

B HF LA EE Possible with effort
HHE Easy to perform

ETIXFE LAY Not applicable

10. ELVYPZEEATTIZEL
10. Carry and put down a heavy object

T &2y Not possible
EHINIEAEE Possible with effort
AR Easy to perform

HTIEES% LY Not applicable

". BFEENY

11. Move a chair

—

TZELY Not possible

EH3 hILTRE Possible with effort
H[BE Easy to perform
HTIFFES%AL Not applicable

12. MEWERD (R—LiEE)
12. Catch an object (e.g. a ball)

TZ7LY Not possible
EH¥ILTEE Possible with effort
T[RE Easy to perform
ETIEESALY Not applicable

13. ¥ 5ZEHES
13. Wash your upper body

TZE7%LY Not possible
BHINILATEE Possible with effort
A fE Easy to perform

HTIEE L% Not applicable

14. THH5%%S
14. Wash your lower body

TZ7LY Not possible
BH9hILETEE Possible with effort
a[AE Easy to perform

LTIEE 5% LY Not applicable

15. ¥ T—%&BV5
15. Take a shower

T&72LY Not possible

B HINILEEE Possible with effort
a[#E Easy to perform

B TIEES AL Not applicable

16. WZEES
16. Brush your teeth

I [ I I O I o o Ay

T &% LY Not possible
BAINIEATEE Possible with effort
T BE Easy to perform

L TIEES ALY Not applicable

16
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17. bA LIZfT > TEEEIZES
17. Sit on/go to a toilet

TE7%LY Not possible
EAHITNILAEE Possible with effort
A[HE Easy to perform
TIEFESALY Not applicable

18. LHBHDEBZET D
18. Dress your upper body

T &7 Not possible

LRI NIEATHE Possible with effort
A[RE Easy to perform

HTIEE B Not applicable

19. BR3
19. Eat

TZE7%LY Not possible
EH$NILAEE Possible with effort
Al#E Easy to perform

HTIEE B Not applicable

20. FHLWMET D
20. Do the dishes

T&E72LY Not possible

BRI HILARE Possible with effort
T HE Easy to perform
ETILEB%LY Not applicable

21. YU P v FafEd (BRGHEEZT
®)
21. Make a sandwich (Cook something

simple)

T &%) Not possible
BHITNILTEE Possible with effort
A[RE Easy to perform
BTIEEB%LY Not applicable

22. B\WWIET D
22. Do the shopping

TE% LY Not possible
BHINILETEE Possible with effort
A[RE Easy to perform

TILFE B4 Not applicable

23. BFIZTTL
23. Go to the general practitioner

T &L Not possible
BHINIXEEE Possible with effort
A HE Easy to perform

LBTIEE 5740y Not applicable

24, ROFHEZEHRT

24. Read a book/newspaper

TE7LY Not possible
BHINIXTEE Possible with effort
T[&E Easy to perform

LTIEFE 5% L Not applicable

Oo0oooOojooooOooObo0o0OoooooOoocoooOoiooooooooooaogan

BEtm
Total Score

AT AEAYHE- BERTHIRE
0 TEHL=0 4

O AT hIETRE=1 5

O fE=24 O HCTEELAN=04
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(13) fi;&E Vital Capacity

(lHERBEZRAAFBOEEEFzvI %, BESBEFIERMEAALTLEEL,
Check if the examination date the same as the visit date. If different, specify the date.

kizHERA n
Same as the visit date

BREXEH

Examination date

fifiiE &
Vital Capacity

%hhiEE
% Vital Capacity

18
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