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SEXM
AT & Rk 5 V0 do e - T B b L= SCiikA BRI,

o ALy U HEN 250mg  TRAIGE (2013 4F 8 AT (7 4 )

o ALV 126mg U Y Iml ACEE (2013 4F 8 AfERL (B8 1HR))

o AL VT RN 260mg  BEHG A 2 B a—T g — 4 (2013 48 8 HERL (5
5 Jif)

o AL VT T 126mg VU Y ImL EIESA A E e —T g — 4 (20134 8 A

fER (BB 200)

o AL YT RN 250me IEREH T (2010 4F 12 A {FRL)

» ALY 126me Y Y ImL WIEE Y A B (2013 4 8 A 1ERL)

o A L2 U7 AT 250mg  EERE T Vol. 4— i i EE (2013 48 6 A {EAL
TERL)

o AL U7 R TIE 126mg U Y ImL WEHEKS O EH o) offi (2013
8 A1ERL)

o TAXET L (EHEEE) CTD 8238 2.5 EFRICEI 3 2 WG

o ToNZET b GRMNRFE) CTD 25 28 2.7 HRpRIEZE

v TR N (FTE) CTD % 2% 2.5 WPRICEEY 2 EEREm

e TAZET N (T CTD 828 2.7 FRRIEZE
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SIRAX—E

10.

11.

12.

EAGEE BEREOWE TRk 234 (2011), 2EFES

MEREE HF &R EETORENEERNE (RET VX —REBETH - BK
WHoEEZE) MaEmEE, BiE - Bettm B OmE - i OMMIZBE4+ 5158, 2012,
P.38 - 55

T T A A a—T+—5 (201348 A 2R

F T REEEA 250mg — i B A E® Vol. 4 — B , 7 U A ML - = A
Y —X A ATt NI TS

Konttinen YT, Reitamo S, Ranki A, Hiayry P, Kankaanapid U, Wegelius O.
Characterization of the immunocompetent cells of rheumatoid synovium from tissue

sections and eluates. Arthritis Rheum. 1981 Jan;24(1):71-79

Carreno BM, Collins M.: The B7 family of ligands and its receptors: new pathways
for costimulation and inhibition of immune responses.: Annu Rev Immunol., 20,
29-53 (2002)

Salomon B, Bluestone JA: Complexities of CD28/B7: CTLA-4 costimulatory
pathways in autoimmunity and transplantation.: Annu Rev Immunol.: 19, 225-52
(2001)

Davis PM, Abraham R, Xu L, Nadler SG, Suchard SJ ' Abatacept binds to the Fc
receptor CD64 but does not mediate complement-dependent -cytotoxicity or
antibody-dependent cellular cytotoxicity.: J Rheumatol., 34, 2204-10 (2007)

7 mfE, % A, A4 B BESY v FWREET ANZ BT ML v T ORI RE
A 250mg) DIEFRFRYRFETS L ORRRZIR: B ARSEI MRS 137(2), 87-94, 2011

a5 —FUBERBASRKET VT LT AAZ 27 FOER invive GFERNERL

Jeffrey Kaine, Geoffrey Gladstein, Ingrid Strusberg, Manuel Robles, Ingrid Louw, , et
al.: Evaluation of abatacept administered subcutaneously in adults with active
rheumatoid arthritis: impact of withdrawal and reintroduction on immunogenicity,
efficacy and safety (phase I1Ib ALLOW study) : Ann Rheum Dis 2012;71:38-44

M C Genovese, A Covarrubias, G Leon, E Mysler, M Keiserman, R Valente, et al,,
Subcutaneous Abatacept vErsus Intravenous Abatacept: A Phase I1Ib Noninferiority
Study in Patients With an Inadequate Response to Methotrexate, Arthritis Rheum.
2011; 63(10): 28542864
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http/www.jsh.orjp/medical/documents/ 20130510_HVB_Ver 1. 1.pdf
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BWMARAT A REOREHEDHZEZ (ABA-SA-001

TREET N (F#k4) 20150313

0

(METE - EEATA NT A 2012 D FFICHFE S 4L7o 3680 2 80)

=

FP/SM 100pg ®AI1TRA 1 H 2 250pg |H| 1A 1 B 2[E | 500pug BHI 1WA 1 H 2[4
(DPD) 200ug/100pg 500pg/100pg 1,000pg/100pg

BUD/FM* | 1% A 1 H 2[5 20 A1 H 2H 4 N1 H 2[HE

(DPD 320pg/9ug 640ng/18ug 1,280pg/36ug

FP/SM 50pg Al 2 A1 H 2 125pg BHI2 % A1 H 25 | 250pg AI2 A1 H 2
(pMDI) 200ug/100ug 500ug/100pg 1,000pg/100pg

TIVT 4 | B0 =T — b 125 =7 Y —)b 125 =7 V' —)L
74— x| 1TE2EATH 2[H 1E2%A1H 2[H 1E4%A1H2[EH
FP/FM

(pMDI)

LT | 100pg 85 1A 1 B 1E | 10085 1WA TR 1E | 200pg 85 1A 1R 1
FF/VI 100pg/25pug 100ug/25u1g 200pg/25ug

(DPD el N

200pg BF| 1% A 1 B 1[H
200ug/25ug

FP: oAFHy v Tuvd g, SM: A5 m—)L, BUD: 75 Y=k,
FM: v ETa—)b, FF: ZAFHS 7T R, Vi BT ora—i
* . delivered dose TIiC
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T ; Office for Promoting Medical Research, Showa Univ.
ikttt
e

. 1-5-8, Hatanodai, Shinagawa-ku, 142-8555 Tokyo, Japan
NS+ LE
T Phone: +81 3 3784 8267, Fax: +81 3 3784 8267

CREF for protocol OPMR1401

Subjectnr: L L L L
First Data Entry by:
Occasion nr: 0
Timetable: V1 Zeropoint: Dual Entry by:
Expected at: ?
* behind activity and/or parameter name indicates notes avail for timepoil

Dates are entered as: yy/mm/dd

Date (1) B H

Date =E6) weou e
BackG (1) WEBREEER
MedHis BARE (BESFUA )

Complication G BHE

ConcomDrug AR  EIER (BRE)
(EBROBEE., AT )TRY>T
£ TAHN. #l. AR, BE, CE, )

AsthTheDrugs  Ka S AEE + LM’
BERSTROREEEOERAERD
EEF (BN — N"AsthmaMed" % {8

e )
OnsetFacts HEOREER O17Fre—8) O 2 GE7Re—8) [ 3 (FH)
OnsetFacts1 "FRE-E'OBEDTLILYY O 1 w828 d2 &) (03 (zofh)
et O DS D AN S
o e sEmoeR D 1(E)D2(ﬂ)
SmokHis1 "B'OBE. 1 BORE L AR
SmokHis2 BUERIR W | FHE
HW (1) B&- #E
Height =23 L __e_cm
Weight HE +L_,L_,[~-L_,KS§

SelecCriter (1) BIRE#

Verified | UYL U/

By: Signature: Page checked by:
2015/02/05 14:51:21 -Page1- Promasys 7.1



Office for Promoting Medical Research, Showal

CRF for protocol OPMR 1401

Subjectnr: L L L L Occasion: 0 Timetable: V1
AsthContr1 RO b O—JLIRE O1@E O 2 ¢
OMGBAER ( B RUEE ) 278 1 8
Bk
AsthContr2 OFAERFEEOERAE 1 B L O1 @ O2dm
AsthContr3 @ER & TFEWHIR O @ O2 0w
AsthContrd @WFRBHRE (FEVIRUPEF ) A'F [ 1 (B) [ 2 (1)
RESH 2 WV E S mEEO80% KM
AsthContr5 GPEFOH (i) WEBA20%E (1 (&) [ 2 ¢®)
AsthContr6 BB (RENZDRBEBAR)N ()1 () [ 2 @®
AC1ERE
AsthPath1 s J2. 0D fp HEREERE. ()1 (ves) (02 MNoy [J3 (@kL)
OBEZERIFRIRIER 3% L
YAP1 "Yes' DG EREBRERA L%
AsthPath2 @FTNORE 50ppb MLt (] 1 (res) (J2 Moy [J3 @il
YAP2 "Yes"DFERERRELA +__L_L__ppb
AsthPath3 OB F 15 B I SRAH i AR AP B IR ER 1 (Yes) [0 2 No) [J3 &Z¥uL)
3X10°8/L A LR i G BIBBRREIC S WV
T1.5x10M8/LA Lk
YAP3 "Yes"DBEREHRETLA L L el__x10%/L
AsthPath4 @RARTFOA REREO25%ATO (] 1 (Yes) (] 2 No) () 3 (FHmL)
WETHEP A CE
CliAsthExa BRNICEESREBEOHE O1@ O2 ¢
OITFC2E EELFEFITIER L
CliAsthExat TELRICR 2 EH% L L@
CliAsthExa2 EEPRICEI - EEHK L LB
ExclCriter (1) BrINE%E
ExclCriter1 OFNEET N (FL22T7YyoRE (] 1 (Yes) [J 2 (No)
BeHET3
ExclCriter2 QHEEBHUINFILRELTLS 1 (ves) [ 2 (No)
ExclCriter3 ORBUAOREREEEETHEE (1 (Yes) [ 2 (No)
( COPD. BIEMMASE )
ExclCriter4 OBEMEEEAHOLESERMOE (J 1 (Yes) [ 2 (No)
EEFHD
ExclCriter5 ORARMICEREOMER. FE. &£ (J 1 (Yes) [J 2 (No)
BENEBEEETS
ExclCriter6 @FEBMORRE, ERHEETS (O 1 (ves) [J 2 (No)
ExclCriter7 QHER. BARSGDVEEBHICHE (J 1 (Yes) [J 2 (No)
REHLETS
ExciCriter8 @3 ABRICEDIF U REBEXRE (J 1 (Yes) (J 2 (No)

EdRURSRTHRI AURCET Y
FUOEEETFELTVD
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Office for Promoting Medical Research, Showa {

CREF for protocol OPMR 1401

Subjectnr: | L L L, Occasion: 0 Timetable: V1
ExcICriter9 @37 AUAICATURRTHE (VL [J 1 (Yes) [J 2 (No)
T)ERSLE
ExclCriter10 @BE2ELRICTLO=NELEE [ 1 (Yes) [J 2 (No)
YREEDREEFTHIRLETOR
Wi
ExcICriter11 @39 BUAICEOBERBARICSMLUE (J 1 (Yes) [J 2 (No)
EERSNFTHD
ExclCriter12 RT O, ARETESHATELSEY (J 1 (Yes) [ 2 (No)
WLi-B2E
ExclCriter13 "YES"OBEEDER
BPP(1) NAALFIYY
SBP M +L____l__mmHg
R s
DBP H3RA +H__L_L_mmHg
Pulse BRIa%K +___L___bpm
ResFuncT (1) WIRHEEERZE
ResFuncT1 BIERR ( 24h3REE ) Ll s
ResFuncT2 FEV1 T
ResFuncT3 V25 H L L _el__lsec
ResFuncT4 V50 +H_ L L_el__Wsec
ResFuncT5 FEF25-75% L L el L
ResFuncT6 PEF L L L el L/min
ResFuncT7 FVC L L el L
LabTest1 (1) HRERME MAFHRE
BloodTest1a [0)=] k=] H L%
FARIZER ( Stab)
BloodTest1b A EERZIR(Seg) L%
BioodTest2 HERER ( Eosino ) L%
BloodTest3 FHREIR ( Baso) L%
BloodTest4 B3I (mono) W%
BloodTest5 U NN (Lymph) L%
BloodTest6 @B MR (WBC) L B
BloodTest7 @IRMIRER ( RBC) HL L AL
BloodTest8 @mEERE (HB) L el _L_gidL
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