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% 7% & # Immunologic agents

(A105410A18 £%0)

TR SR T

8.2.4.7. Adalimumab ( 4» Humira)
(100/7/1~102/1/1~105/10/1)

FA > 30 % PO 76 3 5
8.2.4.7.1. Adalimumab (%o Humira)

(105/10/1) = R A& IR 5
1.~3. (#)

A BTG RBEER ¢
(1)~(2) (#&) -

(3):% 068 (4 A28 )% A 2D
BrRIR2BEAR  BRlF
BAE R AR ARG B EE AP F]iE
B R REAGDICAICIES: 2V
fERREEPHEA -

(105/10/1)

o RElE - RAI L &WE—F
160mg » FH#E 1% 5% — 5 80mg > F v
Bz = pA0ng  VEBE B2 S
T x%E8RBHAELTHEEEE
40mg > T ¥ 4& 25638 (4 A 28
B> VEBBERRZ 4R o

(105/10/1)
6.~ 7. (=& )

8.2.4.7.2. Adalimumab (o Humira)
(105/10/1) * R.#F &R
1. IRAF D REHRHAILER FHE
Z B h{E A -
ﬁ“"%‘gzﬁu FEEGEA -
. AR BHE A NI AE

JR AT E
8.2.4.7.Adalimumab (%= Humira)
(100/7/1 ~102/1/1) : B %%
KOE 63
1.~3. (=)

4, BEGHE B BEFER ¢
(1)~(2) (&)
(3)6#40: (£ 208 1582 )
AHresNBEA%L  HEE
1855 R A B 05 e e DA B 1
3. 2(1)(2)(B)z AR &+
RFEHPIFER

5. AEE ¢ RAI L > JAnE—FE
160mg » Wi % % —#80mg » Fw
Wz B = #A0ng > E AR 5%
B, 24 B5RMALTHEERE
40mg > “TH4& 2408 (4 A 20
) ERHERZ 4

6.~ 7. (#&)

(&)




REHARA & A REH - PR

FOBEZEWREE T IMEEZ

— P FGEN G SRR

S

(D suERERFEEAE > &K 58
BE B %P 400 4] 1
(azathioprine,

6-mercaptopurine,
methotrexate) % /4 & A8 18
ZABA > AR EETE SR
(PCDAT>30) sk & 4 & &L S H 4k
BEIRE -

(27 52,50, 1% R % 3 B3R SR A P
B o4& KB & (height
velocity Z Score -1 to
-2.5) e

GrhrERERFEHEFELL K
B % (height velocity Z Score
-1 to -2.5)k & » BERIGR
1 % R BB G K B -

A, BB GPE RS S A

(1) #n=k P 3 adal imumab 22838 %
o & FIRE > FREEIRR
JE(PCDAI i&>=15)% - 713 ¥
FHEER -

Q@ AL > BH168FE—
RGBT HF AT — R
PIEERRIE - FHAFHRE F R

B kW 3h 1638 (4 A8HED
A IR ©

(3):6 568 (F A28HDIKAE
Y AERRABENEAR 0 B
AR R A A 06 B B s 4




el R L EAGDICAICIES: T
TREHARBEHFHMSER
b. 1 A B F -

(DR S>=40n T % » &% —Fl
160mg > WwiA%% % =% 80mg -
FwBLETE = E40ng - 248
B T EF R E40ng

DBEA0NTHE > T E—F|
80mg > wif 1% o —#40mg > £
AT E = H#20ng 0 XBE
% v 18 45 T 4 45 ] & 20mg -

6. ZBHErRAE A 2 B

BEBEMGE > FRXHRE A

AR EL4E

(DEEFEHM RS E (active
infection) Z & & °

(DAREREERZEBRNRE
(BIEBREGR S ERAE
wiEE o F SRR RN RS
R R AR SR RO R sk
£8)-
(3) 2 1 i 2 B A O i ATk
(pre-malignancy)Z & & o
WEZEREATZRE - B
RRERESG - ERETEY - F -
HolEE ~ BB RE R
BA Joe RS E T &

(5) % Mok (nultiple
sclerosis) °

1. JB4% L 6 B I

(DFEHR | BB b RS
ERBESR -

(DEWFE: ol




i AMEREE

iiZE&pysl ez Ealt (Ab
HABK ~ fR TR0

111 R R A (YR 2R T) o

OmEk =tz = 2REERR
N5, B K oE 4 i adal imumab

OM#& =—+rx2w : PCDAI
(Pediatric Crohn” s

disease activity index)

H3E D BRI AIISIT M E -




ME =Rz = SRAERRR D LR KESA adalimumab ¥ 3 &

BIRAIR B4 ¥ 35 8 2
B A4 el &k B
%%%% ﬁ&%% ﬁﬁ%mg ¥ A
% mRE RkRE 2 % A
] & T 7 mA &4
LI R8RS A0 L % KR ©
(] %4 TFolethz— » B EBEDERERS o
(] —~ @FEEE ~ BR/REBIPFHB A EBERBZEA » HARBKRESRE
(PCDAIZ303 & 4 @ S H b B & B &l 4E A BF -
(] &skHlmtE (PCDAI 3 : )
Cl EemEEMaER  £5 B il
B VER R
[ =~ NS B KR R 3 B30 S A P B 4 A 4 & B 4 5 (height velocity Z Score -1
to -2.5) ¢
(] B#®&sms (PCDAI ) a_ % A

(] =~ /52 5% 1 KB 15 B 4E B 4 & 38 4 (height velocity Z Score -1 to -2.5)7% & » &
BARIGEE BRI B G RBE o

WE: s U I EE 3 &

(] nkfE M E - kP84 > R BRRES > TP HBEER -
U] #2428 =2 3% §(PCDAI FE&>=15)
[l #mpEx bR : F HEZE F A

(] #4448 A% 163 (E A SENIFME — R 460 3 AT — RIEAH 22 PCDAI 4
2o

[ sakEnb56m(E A28E]) > AREGAE (EATRGFCHBXEAANL BREE
BB RAE GRS ER T ZARE -




A=A ZZ 2 RAERREBN LM KR A adalimumab § 3 &

[] &4 TAPES %451k adalimumab 4 A 2 FH |

O = .
%% & adalimumab 7 B KX LI HFH -
O %
O = . .
BERTREFEHMREE -
[
O = RERELBRZERRYR L (LEBREBR LGB RENESL > PHH
(S AR ER BRI R s B R B EE) -
BRBERGEASEREBREZEN et
O = 18 PERR IR o
QAFBERRERSY LAFIREZHN -
O % SATHE RS ZATHEG S RGLR -
4 78 B PR R AR A B B RE R R TR
O & - X . .
O % R & T RS BMEE A A JEJE AT JK(pre-malignancy)
O &
9B B2 E BB %32 4LE (multiple sclerosis)
[
O =2 & A adalimumab A R B R A RFH(0IE T BHER - 8Dl RORE
O % M~ REORERER)
PHES (RLEFE): EEREER

Hlk EFBerR g
NRBEFEEEE




M& =+ 52w PCDAI (Pediatric Crohn’s disease activity index )

History (Recall, 1 week) 7% ¥ (&% —F)

Abdominal Pain B8 J8 Score 4-#
10 = Moderate/ Severe:
5 = Mild: Brief, does not | Daily, longer lasting, affects
0 =None
& interfere with activities activities, nocturnal
oy B ABEFE (TE/REEX HHEREK
B BEEY > RER
Patient Functioning, General Well-Being 5 A8 Zh%E ~ — @ EKA Score 4-#
5 = Occasional difficulty in
0 = No limitation of maintaining age-appropriate | 10 = Frequent limitation of
activities, well activities, below par activity, very poor
FEHAE RARY |ERHAFRBANTHRR| SHETIR FFES
A Bk ARFME
Stools (per day) #48 (8 X) Score -3
o 5 =Up to 2 semiformed with | 10 = Gross bleeding, or > 6
0 = 0-1 liquid stools, no )
small blood, or 2-5 liquid | liquid, or nocturnal diarrhea
blood 0-1kRAH #£1% > .
%‘ﬁé? HiyZ J\éﬁ#‘ﬁk@‘ﬁ/&é‘“{w’[ﬁl ﬁl’fi ’ ﬁk%ﬁ\6')}1/ﬁ}fg ﬁ—’]’i 2
“ER RR2SRATLR SR ML
Laboratory #x&x{E
HCT ftb% Score 4%
<10 years (Male and Female): 11-14 years (Male):
<10 & (F/%) 11-145 (%)
25= 25=
0=>33% 5=<28% 0=>35% 5=<30%
28%-32% 30%-34%
11-19 years (Female): 15-19 years (Male):
11-19% (%) 15-19 & (%)
2.5= 25=
0==>34% 5=<29% 0=>37% 5=<32%
29%-33% 32%-36%
ESR 4 a3k o ek R Score -3
0 =<20 mm/hr 2.5=20-50 mm/hr 5=>50 mm/hr
Albumin %% Score 4~
0=>3.5g/dL 5=3.1-3.4 g/dL. 10=<3.0 g/dL




Examination #x &

Weight 38 & Score 4%
0 = Weight gain or voluntary )
] 5 = Involuntary weight stable,
weight stable/loss ) )
B & weight loss 1%-9% 10 = Weight loss > 10%
£ Eél o 0
R BEHFRE RBEHE 72 E HK10%
S ERFORE/H R | o
1&1%-9%
2
Height at Diagnosis Z ¥ & & Score 4%
0 =<1 channel decrease |5 =>1, <2 channel decrease| 10 => 2 channel decrease
<1 Pq3E( channel)i b < 21 28 ( channel)i& 2> >2 P 26 ( channel)# 2>
Height at Follow-Up &3R5 5 Score 4%
) ) 5 = Height velocity < -1 SD,
0 = Height velocity > -1 SD ) )
S EEERE > Bk >-2SD 10 = Height velocity <-2 SD
mAERRBR = - w~ " 5 5 i
T T B RREAR-2 B 4 BEREES2AREL
Abdomen B 3 Score 4%
10 = Tenderness, involuntary
5 = Tenderness or mass ) )
0 = No tenderness, no mass ) guarding, definite mass
2k B~ A without tenderness .
-8 R N IR &, . RR g 0 AR 3O R %
HER > RARBOEAR |
f# A ABER RS
Perirectal Disease B & B & &) 5% 5 Score 4%
) 5 = 1-2 indolent fistula, scant | 10 = Active fistula, drainage,
0 = None, asymptomatic tags )
Bk ke (R ] drainage, no tenderness tenderness, or abscess
= T ARIE < H %‘;;ﬂ = AN 5 =2 - - A " ~
230 B 122 ERBEHEE > VER| FHHEET > FARB 5
' Bty A B W F R AR
Extraintestinal Manifestations B 4 g ik Score -
(Fever > 38.5°C for 3 days over past week, definite arthritis, uveitis, E. nodosum, P.
gangrenosum)
(8% —FBIE>385°CEP3R > Mg X, ¥ X > & M (Erythema
nodosum) » 3 M AR & JE (pyoderma gangrenosum)
0 =None 5=1 10==>2
Total Score 48 4%-:
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BReRRE ) SEHBE

%88 %y ®# Ilmmunologic agents
(810510818 £33

BT REMRT

REFFAT

8.2.4.1.Etanercept(4= Enbrel) ;
adalimumab(4w Humira) ;
tocilizumab (4o Actemra)
(94/3/1 ~101/12/1 ~ 102/1/1 ~
102/10/1 ~ 105/10/1) : R&%
o N
1. Etanercept FRAE A 7435 2175
BREBAFAFEMNLS G 4F
A 1% MEBA 8 X B & - adal imumab
FRAE A2 EITHREA FEH M
SHGHFRRMEM G X B
(101/12/1~105/10/1) -
tocilizumab FRAg A 7228 (4
NESHEEE S MG HFAE
MR B R B E - (102/10/1)
2. ~6. (%)
O F A+ (%) -

8.2.4. 1. Etanercept(&»= Enbrel) ;
adalimumab(4e Humira) ;
tocilizumab (4w Actemra)
(94/3/1 ~101/12/1 ~102/1/1 ~
102/10/1) + K& G5

1. Etanercept FRAE A 7 4R 2 1T8%
MREERATEHES MG SF
A% MR 8 X B4 - adal imumab
BAE AN ISREITRE A FE)
M % Mo F AR B R &
# (101/12/1) - tocilizumab
MR A 7285, (8 ) SA L8y & By
SR FRR RS X B
% (102/10/1)

2.~6. (%)

OmE+>x:(=8)-

B3 L BIRIMT BIEITZIAE -




M o
%

SRR FEHRBEX

%84 %& % & Immunologic agents
(B105410R18 £%)

BT R ENAT

REATHE

8.2.4.Etanercept(4v Enbrel); adalimumab
(4o Humira) ;golimumab ( 4o

Simponi ) ; abatacept (4= Orencia) ;
tocilizumab ( %= Actemra ) ; tofacitinib
(4 Xeljanz) © (92/3/1 ~ 93/8/1 ~
93/9/1 ~ 98/3/1 ~ 99/2/1 ~ 100/12/1 ~
101/1/1 ~101/6/1 ~ 101/10/1 ~ 102/1/1 ~
102/2/1 ~ 102/4/1 ~ 102/10/1 ~ 103/9/1 ~
103/12/1 ~ 105/9/1 ~ 105/10/1)
8.2.4.9.Golimumab(4w Simponi)
dalimumab (4o Humira) (105/9/1 ~

105/10/1) = A7 E B P& B X6 R3
o
1.~2.8% o
3HEBGHEREEEA
()#n=k ¥ 3 golimumab LA 6 (&
A 2 #]) - adalimumab A 8 H({# A
4 BN AR - 5 RAZE B BRIRR BT
1% #(Mayo Score= 6 4 > H Mayo

Endoscopic subscore= 2 4°) > F 4%
W E A ¢ (105/10/1)
Qg EmE - 8 16 Bpfb—=R
B IAE MR AT — R R R AR
Mayo Score 4%t » B Mayo
Endoscopic subscore= 1 4 7] F &

8.2.4 Etanercept(4v Enbrel);
adalimumab ( 4» Humira ) ;golimumab
(%o Simponi ) ; abatacept (4w
Orencia ) ; tocilizumab ( v Actemra ) ;
tofacitinib (4w Xeljanz ) @ (92/3/1 -
93/8/1 ~ 93/9/1 ~ 98/3/1 ~ 99/2/1 ~
100/12/1 ~ 101/1/1 ~ 101/6/1 ~
101/10/1 ~102/1/1~102/2/1~102/4/1 ~
102/10/1~103/9/1~103/12/1 ~105/9/1)
8.2.4.9.golimumab(4= Simponi)
(105/9/1) R X 7E B M & By KGR 3F

N
7

1.~2.8% o
3BT RBEER
(DR F %
A2 BRI - s RBREIERR
J&3P4% £ (Mayo Score< 6 4> B
Mayo Endoscopic subscore= 2

W) FEEHABEA -

. golimumab 1A 6 # (&

Q& ER K« T4 16 BpfE—
R EIE BT AT B ERE
&% Mayo Score 4% > H Mayo

Endoscopic subscore < 1 % » 7] &




HHEER 16 8 B EHRUTH
REM -

4B BT A REFRAR

(1) Golimumab -

[ .50 5% — B 200mg > wmiA% H =
o] 100mg Ve BB BE R

B2 5B 4B TETH

2 SOmg(%%'iéﬁﬁ’:\ 80 AT B
fa 48 100me)> £ S 4% 38
o ABRZBR -

.45 A &2 A 100mg (&) S L >
Mdg A 100mg(1mL)RA% & -

(2) Adalimumab : & $ — &
160mg > HE% F
EEES S VY e e Ju
4d0mg > EAGMZFEE 2% H
fam i T ElE 40me- £ %
HE 2 A0 H(ER 20 W) ERE

i

— ] 80mg »

M

FR2 M 4% - (105/10/1)
5. Golimumab 74 38 i _; adalimumab
}$‘ 40 (4 A 20 BDE = HIFR
R RAE R BB RRL P F -
1105/10/1)
6. ~7.8% o

WIFBEEA 16 8 0 HIIEHR
EP%H ﬁ—;J:)\?JFF& °
4.8 F&TH X RLAEAR

(1) Golimumab -
I .54 % — # 200mg > AL H

# 100mg - 4 A& B2 FE
AU EHZ G ER4BLT 4
FHHE S0mg(8 & AN 80 AT
BB BB 438 100mg) > £ %
HEZE BB AR ER-
.35 A &l2 A 100mg (&) 2
o MR 100mg(1mL) 3448

5. golimumab 74 & 38 A 1% &

AR RAE AR BR ‘-F’%%°

0.~7.8% o

Bx D B GI M AMEITZAT







