(14) #H#F{EEMRE  Nerve Conduction Test

FIRHERERBENRBOSGEFF vy &, REDGEEEMZEZADLTIEEL,
Check if the examination date the same as the visit date. If different, specify the date.

EheH &R H 0
Same as the visit date

BAEEER

Examination date

IE Hh e AR Distal latency . ms . ms

Median Nerve | CMAP 1EiiE
CMAP Amplitude

EE ARG ELRE
Motor nerve conduction __ __ m/sec __ misec

velocity

F RN R

F wave minimal latency

R EB BRI
Sensory nerve action

potential

REMFCERE
Sensory nerve conduction __ m/sec __ mfsec

velocity

RE g WAL Distal latency . ms . ms

Ulnar Nerve | CMAP RiiE
CMAP Amplitude

mV . mV

EBHR GERE
Motor nerve conduction __ __ m/sec __ __ m/sec

velocity

FRE&/INER

F wave minimal latency

REMEEHEMIRE
Sensory nerve action

potential

BEHRGEEE

Sensory nerve conduction __ __ misec __ __ m/sec

velocity
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(15) 12 FELEBR 12-lead Electrocardiogram

KEHEBRERBAARBOSBEEFvIE. BADSEEEEMAZADLTIESL,
Check if the examination date the same as the visit date. If different, specify the date.

XfEB &R B O
Same as the visit date

BREXEH

Examination date

DEEOHERR O EE

ECG evaluation ‘ Normal

O EELA. BRRMICHESL L
Abnormal, not clinically significant

O EEMDERKMICHEESH Y
Abnormal, clinically significant

EEN’HLEBE. FHEREE L TS,
If abnormal, please specify.
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(16) BEERRZE (MZFEMARE) Laboratory Test (Hematological Test)

RIRHEBREEEEBAEBDGEEEF v I %, BUAGEEEBEMEAALTLESL,
Check if the examination date the same as the visit date. If different, specify the date.

XkixH&EA O

Same as the visit date

BRERRBE

Examination date

FRMNER RBC x 10%/uL
AE45 OE Y Hemoglobin g/dL
AT ;Y v b Hematocrit %
FmE WBC % 10%/uL
WBC differentiation ' ... . . F s s
17 ¥k Neutrophil %
1FEE3R Eosinophil %
TRk Basophil %
EFRX Monocyte %
1) 2738k Lymphocyte %
/MR Platelet x10%uL

21
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(17) BRERBRE (MR ELFRE)

Laboratory Test (Blood Biochemical Test)

ElEHEBREREEABEDEERIFzvI %, BRAGESEAREZAALTLEZS,
Check if the examination date the same as the visit date. If different, specify the date.

¥kEHERA |

Same as the visit date

BREERH

Examination date

4 /3% Total protein g/dL
FILTZ > Albumin g/dL
FRZZER Urea nitrogen mg/dL
2 L7F = Creatinine mg/dL
AST (GOT) UL
ALT (GPT) UL
-GTP /L
ALP u/iL
LDH U/L
BEYIILE Y Total bilirubin mg/dL
ZILa—2R Glucose mg/dL
Na mmol/L
K mmol/L
Cl mmol/L
IgA mg/dL
IgG mg/dL
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(18) EaPRtRZE (FRHE)  Laboratory Test (Urine Test)

(A EBREREEARBEOSGEEIF v I &, REDGEERMFEANLTIEEY,
Check if the examination date the same as the visit date. If different, specify the date.

¥frR ERA O
Same as the visit date

AR A

Examination date

R& 2187 0 - O
Urine protein

+
0
+

O 2+ 0 3+ O 4+

PR¥E O- 0O

Urine glucose

H+
O
+

O 2+ 0 3+ O 4+

R 1 0 - O
Urine blood

H+
O
+

0 2+ O 3+ O 4+

23
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(19) A>T UF > FHfK  Anti-Ganglioside Antibody

FRmERH
Blood collection date

GM1 Negative
1+
2+
3+

4+

GD1a Negative
1+
2+
3+

4+

GalNAc-GD1a Negative
1+
2+
3+

4+

GQ1b Negative
1+
2+
3+

4+

OodooDOooDoooo|ooooOoooonoao

YR TRESDMAAR

24
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(20) MmiERTH ) X< TiRE (Visit2, 3) Serum Eculizumab Concentration (Visit2, 3)

SABRERYS BRI O ER M SE M H B
Blood collection date and time before yyyy/mm/dd hhimm

investigatinal product infusion

miEFhTy ) X7 TRE
SREREER 5 5~90 2 HD)
Serum eculizumab concentration e png/mL

(5-90 minutes before investigatinal product

infusion)

SRERIER B DR IMZEN B B
Blood collection date and time after yyyy/mm/dd hh:mm

investigatinal product infusion

MmERT Y ) AT TRE
CRERERE 60 2R)
Serum eculizumab cncentration e pg/mL

(60 minutes after investigatinal product

infusion)

#H Tandem Lab [TTBIE~-DM A A S

(21) mFHRTH Y X TEE (Visit, 7) Serum Eculizumab Concentration (Visit6, 7)

FRizE R O ——
Blood collection date

mFRTYYXTTRE

Serum eculizumab concentration o ng/mL

¥ Tandem Lab [T THIE DM AR
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(22) mFAMmMENE (Visit2,3) Serum Hemolytic Activity (Visit2, 3)

SRERERL ST DR M EETE B B
Blood collection date and time before

investigatinal product infusion

yyyy/mm/dd hh:mm

miFPBRMESE CRERERS 5~90 78D
Serum hemolytic activity (5-90 minutes

before investigatinal product infusion)

%

BEBREREZOFRMERBR
Blood collection date and time after

investigatinal product infusion

yyyy/mm/dd hh:mm

mFPARMEE CRERERS 60 21&)
Serum hemolytic activity (60 minutes after

investigatinal product infusion)

%

¥H Tandem Lab [T TR DM A AR

(23) MEHAMEM (Visite, 7)  Serum Hemolytic Activity (Visit6, 7)

RIm=EEE

Blood collection date

yyyy/mm/dd

I3 iR i E

Serum hemolytic activity

%

X Tandem Lab [T THEIE DM AR

46 / 88
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(24) RERIEFRE5IRR  Investigational Product Administration

AREEREINELLZN? O 1EL Yes
Was the investigational product 0O Lz No

administrated?

X TEW ) OFE. UTEZAALTLLESL, If“Yes”, please record below.

55 Bing B B yyyy/mm/dd hhimm

Start date and time

BEHRTHE yyyy/mm/dd hh:mm

End date and time

EECh

Dosage amount — — —mt

B 54K O #%54#7T Dose completed

Result of administration O #&5dlr Dose interrupted
O #5fi  Dose withdrawn

(5] E£21E ME5hib)] OBEFEREZADLTIEEL,
If “interrupted” or “withdrawn”, please specify the reason.

Hrl - ik DI H

Reason for interrupt or withdraw

27
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(25) BHENOEE Presence or absence of GBS relapse

RBRIZEITS TER] OFEEE TGBS OREN L 4 BRELIBEOBHKEL GBS MEL,
BREFEOBLEEIEERN] TY. CRRERHEE4E TAFEOER! £8)

AIEIDXKEN S GBS DEHAHY ELF-M? O [&Ly Yes
X MEW ) oFaE, BEBZAANLTLEEL, [ O WA No
Has the GBS relapse happened since last visit?
XIf “Yes”, please specify the relapse date.

B#*H
Relapse date.

KEBENHOBEE. HFHMEFEETERI A —AICAALTLESY,

XIf the relapse happened, Please record the detail in Adverse Event form.
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(26) EEERDEE

Presence or Absence of Adverse Event

BFESBREIHYELEM? O [ELY Yes
Were any adverse events experienced? OO LWz No
KYes MIFE. (26) DT+ —LERFR
(27) EEEZR Adverse Event
AE No e NEEE
BFEERA
Adverse event
FIRAE
Start date
BEE O &E Mid
Severity O h¥FEE Moderate
O SE Severe
EETLEMN? OO (XL Yes
Serious event? O LYz No
¥ MEL) oifs, BRLTCESWL, | O 1. L Resultsin death
XIf “Yes”, please specify. O 2. BEDOEZFN s life-threatening
O 3. ARXIZARSHOER
ERCHIETLI-ER Requires inpatient hospitalization or
Reason designated as serious prolongation of existing hospitalization
O 4. BE
Results in persistent or significant
disability/incapacity
O 5 EEDODEEFN Maylead to disability
06 LEBICELTEE
Important medical event according to
the above 110 5
O 7 %£XEE
Is a congenital anomaly/birth defect in
later generations
29
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LI

O

[Bl1#8 Recovered

Outcome O &t Recovering
[0 k[EE Not Recovered
0O %&EHY Recovered with sequelae
O %= Fatal
O B3 Unknown
¥ TEEL TRBEHYIL. TRLTI O
BEIFEERBZADLTLESL,
¥ If "Recovered", "Recovered with
sequlae” or "Fatal", please record the
end date.
4% H End date
BRELOREBR O BETEXLY Cannot be ruled out
Causal relationship to investigational O BETZES Notrelated
product
BRELSICHT HILE O ik  Drug withdrawn
Action taken with investigational O Z®E+9 Dose not changed
product O ABH  Unknown
O 5%E39 Notapplicable
O @& Dose reduced
O #E Dose increased
O Er Drug interrupted
ZOHMDMEZITWNELEMN? O [ELy Yes
XTI oZE. #ElMEZzAALTC | O BWWRE No
FZELY,
Other action taken?
HIf “Yes”, please specify.
. ZTOBORE B
Detail of other action
XKOTS54 VEE
30
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(28) BAHEE - FFRZEDAEE Presence or Absence of Concomitant Medication

EHRRERBLE L= ?

Were any concomitant medications taken?

O 1&Ly  Yes
0 LM Z No

¥ NIy OBE. 27) O T4 —LEER

(29) BIAMEE - fFAZE  Concomitant Medication

2EF 4

Medication name

—RR5E
Total daily dose

5 EEA

Dose unit

g mg O meg O ml
Other

O

B £ Dt

Other dose unit

Check if taken prior to study

bR o 00 #0 Oral
Route O #ARA  Intravenous
O BAMA  Intramuscular
KEOMDBE, FHzADL TSN O BT Subcutaneous
X If other, please specify. O #&K Transdermal
O Z®fth  Other
RERZE O
Other route
BRBRERAMNOEEENTOVEIN? O

5 EER
Start date

XERDRFTVIDBFEEDHAT

BERRT - kBRI MELTOETH?
Check if taken after study completion or

determination

O

“&E5#TH HEEBNRFzVvIDBEDHAS
End date
GrREH O REERE
Indication Treatment of primary disease
O &fHERE
KEOMDBZE, FHZANLTIEEN Treatment of concomitant diseases

51/ 88
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XIf other, please specify.

O HE=%  Adverse events
O #0fth  Other

HFRER £ OMmEEE

Other indication

KOT 54 VBE

32
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(30) BIAHEGE - SFRAFEDAEME  Presence or Absence of Concomitant Therapy
BARGE - SHRFEEEBLEL A2 O &L Yes
Were any concomitant therapies taken? O LvMvE No

¥ TELy OFE. 30) OT74—LERR

(31) RAHRE - HEAFE Concomitant Therapy

LR

Therapy name

SRERBIARTLRTO DA ENTOET A ? O
Check if taken prior to study

AEA B HKEENEF v IDEEDHAD
Start date
RERIET - bR EMBELCWETNM? O

Check if taken after study completion or

determination

#rA HKEEDRF Vv IDHBEDHAS
End date
GEEER 0O REERHR
Indication Treatment of primary disease

O &A6HERT
KEDMDIGE. FHEZADLT SN Treatment of concomitant diseases
¥If other, please specify. O EEEHL  Adverse events

O #mih Other

FFRER € O

Other indication

MOT5 4 URE

33
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(32) #27 - thik  Study Completion and Discontinuation

BT hEOWTFANNIFzyvIZANT | O £T Completion

{EEW,

Did the subject complete or discontinue

this study?

O ik Discontinuation

#¥TXIEHIER

Date of completion or discontinuation

KEIDGHEEE OV EFHRRDO6H, FETITE Y HEOE/IE, FIEE=3ETH

hIEDHEE TREEH] ZAHL TSN,
If “Discontinuation”, please record “Reason for discontinuation”.

chikIEE,
Reason for discontinuation

(PRT 52#k)

O 1. HBRENSORBRPLEDRLENH -1,
1. The subject requests discontinuation of this study.
O 2. AREEEMEILARMEEMLIHERED
KABRBEATTREL T L=,
2. The investigator or sub- investigator determines
that continuation of this study is not possible.
O 3. #EBRENKRE LGV, ERFICLY . HBREAD
Al o MDER TRERDBHEARE I S,
3. The continuation of this study is determined to be
too difficult due to issues dependent on the
subject, e.g. failure to visit hospital or hospital
transfer.
O 4. Z0fh, ARAZREESPIEDREZFIE L,
4. Other cases when the coordinating investigator
determines discontinuation of this study.
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(33) FHES KT Unscheduled Visit

e H
Visit Date

RMENTHREZERBLZREZRRLTTEL,

Please check the examination done at the unscheduled visit.

N BT A O
Vital Signs
EIRARE O
Pregnancy Test

Functional Grade |
ONLS O
EFEHATAE O
Manual Muscle Testing
D] O
Grip Strength
R-ODS O
ffiiE & O
Vital Capacity
R ERE O
Nerve Conduction Test

12 FEDLERN O
12-lead Electrocardiogram

SREE (MRFHRE) O
‘Laboratory Test (Hematological Test)
ERRRE (MRELFRE) O
Laboratory Test (Blood biochemical Test)
RRRE (ReE) O
Laboratory Test (Urine Test)

XFzv P SNEEHBD 74— LA%TEN
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OABEESMOR | LSERSEEEMOMEER

3 ; O Visite ) e Visit 7o Visit8 | U Visitd 1| Visit100 Visit11
i ""Day"85"f‘i ,:VDay“s“ 5
“(Week8) | (Week12) '] "(Weeki6) |

% REs

g e i B ;EKJ.%M*

Tz
o

EIEE] X X X X X X X X X X X X X

x
X
BEER X
REE-SHEQHR X

BELERE - S

X
X
X
X
X
X
X
x
X

BN -

x|x|x
x|x|x
x| %{x

X
RIRRE . X
Functinal Grade (E&EHE) X

X
X
X
X
X
X
X
X
X
X

||| |o]|s]w|r]|—]

Functinal Grade (238 HEE) Ra

10 {ONLS

11 |[EFHHTRE

X[X|X
XXX
XXX
X|X|x

X|X|X[X
X[X{X|x
X[X[X]|X
XX XX

12 [iEH

XX XX

13 [R-0DS

14 |MiEE

XX [X[IX]|X]|X

15 | ingReE

XXX

16 125780 ER

17 [ERRREBE (RFHIRE)

x[x[x|x
x| [x

x|x|x

x[x|x

x[x[x

x| |x

x|x|x| [x

x|x [x

x [x[x|x|x|x|x|x|x|x
x [ [x[x[x]x|x|x|x|x

18 |ERAEBE (ELHBRE)
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19 [FRIKIRE (RIEE)

X[X[X]|X

20 AP UA TR

21 [MiFehTHY X TREE

XX

22 |mFEmESE

23 ARERS X X X X

24 [BEEICHT S FIIEEDHE X

2 |BROAE X X X x X X X X X Tx

32 {87 - thiERs X X

33 [ o) iR D

D FAFIvIIH—LA KEBOEIL(x O, HEEEELEIZENICTA—LEEM)

BE . yyyy/mm/dd(SAS T4 :Datetime19.)

Sbv FRTHERIZSOVABEY T B,

QY SAURRTDHITA—L £ L

® TFHCRFEBMITRITT 74— A7 Da— LI HES b (R MEB AT EE) 1T LB (—E QA B AT HE) |

® y 1AE B & f-1dDay 14Day 0ODF HDIHE . Day 1QBEREIFETH D,

PO

FED FOXDBDNVCWETA—LICAABEOERBICEINT REO T4 —LANBMSNET,
E2) "FBCRFEBM  TRARSN D T4 —LTY, B RB IR BRI . TR B —E 0BT,
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—FK {Subject Identifier

Visit Date

WREBAI—K

kiR H

Subject ID code

XA JIGERE

WERERRO—I, AR THESN R E R

—F%AH;T‘F&\ o AR Tl S DN - R
N \

Visit Date

KAABRER
RO BHEANL TS,

Date of informed

XANBREER

BEER Demographics FRIEWRED consent - RIERBLEBRFAALTESWN, fEHIL>TXE
ﬂ%;&l St E;AE £, ZTOBHEADLTESLY,
N . . _ XATAAER

BEER Demographios £%AH Date of Birth Y/ m/ QR RTAN L TT &, () 1075/04/10
BELE Demographics el Sex g:& ;Zr;;ale B &éﬁﬁ;flg#gb—c—':‘é"‘o

o A F5y - SL—gfERpc [Onoet ate of weakness _ MANDAEE
BEWR Demographics EBHHETORER g‘;ﬁjfog‘;‘"a” Barré vyvy/mm/ddDBRTAALTFEL, (41)2015/07/10

sl . . XAjJLZ‘?EIE E
BEER Demographics A& Helght om BEEAALTUEA, (B) 1625
BEES Demographics RE Weight kg HATILAIRE

EEEANLTIEEL, (1) 62.5

BEEREAREOIHE0BE . bt AR TR

IEIREE Pregnancy test kpEREER Same as the visit date |[] O -
. N =] 3f B A
EIRRE Pregnancy test BERKER Examination date - *f%%_}é%%@ﬁi% HERBTENGEDH RERIERE
KANWAIRE
- - o e b . R IEHEDE D DiFE. JERETFE
IERIRE Pregnancy test IEIRIRE Pregnancy test gg;gti&b\ mzt gsgﬁzzge 'GEL‘JE&S;RL'C<T5§L‘° =

RO A OTOERE . BEOBSIEIEATLIE
BRL TS,

Pregnancy test

TEMETE OGS, #

Presence or absence of
medical history

BRAEEE. AHHENHYE
The

If “Not negative”,

ERRES [TV OBE, BlEASL TS

Any medical history?

&y
(AIAY4

Yes
No

XAILERER
DL IFEfETON R EBRIRL TSN, TR ERIRL
Lige, TBHER - SHHE |0 74— AITA DL TS,

XANBAEE

BEEE-SHHE  |Medical History KR4 Reported term - ERAFADLTSEED,
BEDOGBSEENHBEEE, TRTARL TSN,
XANWHEER

BEERE-&OHE  [Medical History HEELTLVEST M ? Ongoing? F Yes B

(AIAY-4

No

RBAMEL TLDBAE R EIRL (S LT
IS ERL TS BHERE)

RO

ISAENS A |Vital Signs ESoa=Racl=] Same as the visit date | [ O - x| 58 i:r. wEANTES

INABHYA - |Vital Signs BEEEH Examination date _ BREER El—ﬁ\ﬁﬂ('b G =] tﬂ BTHRNMEEDHA, REEHEZ
]_Kj]L'C\(f =0y,

INABIH A |Vital Signs ISR M Systolic blood pressure mmHg /XE' éjéug‘ g}f 'E]kjjbf(ffét\o B 130

NAZILY A |Vital Signs PR ILE Diastolic blood pressure mmHg KADBARH

PEEEBEHTA DL TS, () 76
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AN

Vital Signs

HR#a %

Heart rate

KANWARE
AEBEEERTAIL TS, (F) 70

INABNY A

Vital Signs

KB

Body temperature

KANKREE

B %D ME I ETTANL TSN, () 375

Functional Grade

Functional Grade

REXEHAEREBEFHOBE, FrviE AN TS
LN

(EEREEAE) (Assessment by doctor) *kREELEA Same as the visit date |[] [} .
Functional Grade |Functional Grade L BREREENAERRBLEABETEVEEOH. REEREDEE
(IR (Assessment by doctor) BEXIEA Examination date ABLTLES,
0. EH
ST 0. Healthy
%;ﬁi& g&‘%}'&i@%ﬁ 1. Minor symptoms or signs,
M AR able to run
;%g%L’CS% v 2. Able to walk 5 meters

Functional Grade

(EERTEHE)

Functional Grade
(Assessment by doctor)

Functional Grade

Functional Grade

3 HITRBLEXE
ﬁ§§ﬂ1i5%—ﬁbeﬁf:}'

BE
;ﬂbﬂﬁﬁ&%b(liim

independently

3. Able to walk 5 meters
with a walker or support
4. Bed~ or chair-bound
5. Needing artificial

XA NKAEER
0~6DLVFNMERIRLTZEW,

: e ventilation
g' %éﬁ%’(%ﬁﬁ 6. Dead
- 5 -
Functional Grade [Functional Grade (DK OCEASDERE: |If a3 at Day 0 fs the g Progressive Day 0GFG 308 . [HEFTIE 1 1= ST R
= T ? |symptom progressive or |4 e o= = . "
(EEEHERAE) (Assessment by doctor) SR TE N2 S romresaiva IR Non—progressive AN,

Functional Grade

(EEHETE)

Functional Grade
(Assessment by doctor)

Day 0CFG 3DBAMD
TH#ATHEIDEHS:

B DR RAFEIRL T
2&L,

If “Progressive”at Day
0, please specify.

1. REHBNTHER
FRICENT, BHA
DO H KYLMERERK
DRHELBILAH S,
2. IR EER DHEITELL
A REH DI
BT R TR TED

1..Clear exacerbation of
neurologic symptoms as
compared to the day before
the registration date is
observed based on medical
history or objective
symptoms.

2. The progression of
neurologic symptom is not
observed based on medical
history or objective
symptoms.

3. Other

Day 0CFG 30 DETIEDIHE . I OBRNELZL5LD%E
WTFhm 1 DRBIRLTEE,

Functional Grade

(EEMERE)
Ft

Functional Grade
(BEHF)

Functional Grade

(BERE)

Functional Grade

ZOMmIDG B T

AY

If “Other”, please

B30

Functional Grade FGR—RAS5A4 R ) . ARWAEER
(Subject diaries) (Day0) FG baseline date (Day0) B2 B B 00ay 00 BHEA LTS,
. < = - |Date of improvement at XANNEEE
Functional Grade FGRR—ISA DD SR S 57 2|
(Subject diaries) DiadetigB IR |\ost one grade on FG O it D SO EHIBE LI REAIL T

scale

f2&Ly, (451)2014/10/12

Functional Grade

Functional Grade
(Subject diaries)

Same as the visit date

RERRT R RELEEORE T e

ONLS

ONLS

Examination date

REEREARRBEFBTRNVEROH BREEEHE
ABLTLEEL,




