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1) Teduglutide, glucagon-like peptide-2 analog, short bowel syndrome
(intestinal failure)# % —7— K& L, Pubmed THE L7, B X
UBREENLOEREROH - T-Fm b, BKRRARE L To—ED
TET VALV D& LT,
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1) Safety and Efficacy of Teduglutide After 52 Weeks of Treatment in
Patients With Short Bowel Intestinal Failure. O'Keefe SdJ, Jeppesen
PB, Gilroy R, Pertkiewicz M, Allard JP, Messing B: Clin




2)

3)

4)

Gastroenterol Hepatol. 2013; 11: 815-23

SBS ¥ 52 412 teduglutide 0.05 mg/kg/H 1% 0.10 mg/kg/ H % 52 ¥
&5 Lz, 5% 52 #KF & Tl 0.05 mg/kg/ HRED 68% K& O
0.10 mg/kg/ HEED 52%DHEEZE TR—ZF A v 20%LL oo PN/LV.
BEOWDEZRDT=, £7=. 0.05 mg/kg/ A HED 68% K% T~ 0.10 mg/kg/ A #f
D 3T%DHEF T, PN/LV.E KA 1 #HE S 1 HEL B LT,
BRI I 4 428 PN/LV.2GSERRENL L 7o, E0F 5 FRIEHEm

(35%) . H.l (31%) KROER (25%) THV . BBEEICLY 7670
A AEH Ik L7,

Teduglutide enhances structural adaptation of the small intestinal
mucosa in patients with short bowel syndrome. Tappenden KA,
Edelman J, Joelsson B: J Clin Gastroenterol. 2013; 47: 602-7

Teduglutide 0.05 mg/kg/H X (% 0.10 mg/kg/ H % 24 AR5 L 7= 77 4
® SBS I3 L T AEM 21TV 390 O B EG 2 157-, 24 B
B1&, RIBXII/G D RIEK &2 /R4 2 IS b oo, £z,
B RL 70— VR EHETLIREORHAE KN - 2

(0.05 mg/kg/ H#f : 3.1%~6.3%. 0.10 mg/kg/ H &t : 3.3%., 77 & REE -
6.7%~13.3%) ,

Quality of life in patients with short bowel syndrome treated with the
new glucagon-like peptide-2 analogue teduglutide - Analyses from a
randomized placebo-controlled study. P.B. Jeppesen, M. Pertkiewicz,
A. Forbes, L. Pironi, S.M. Gabe, F. Joly, B. Messing, S. Lothg, N.N.
Youssef h, H. Heinze, P. Berghoifer: Clinical Nutrition 2013 32:
713-721

Teduglutide 0.05 mg/kg/ H X137 7 &R % 24 HH & 5 L 7= 86 f5il > SBS
BELEZXRIC 4 HFZ LD QoL % SBS-QoL R % WV CEEM L 7=,
PNAIV.E2ED VL SBS-QL DX EBEIZCAHAEBEZEAENZED LN
(ANCOVA, p =0.0194), Teduglutide &% 5-12 X v . SBS-QoL O & A
a7 ERNITHEAR QHADAATIIR—A T4 UL ORERLFEE
ROTN, T BRI L THEIFHRARETRO N2 2T,

Teduglutide Reduces Need for Parenteral Support Among Patients
With Short Bowel Syndrome With Intestinal Failure. Jeppesen PB,
Pertkiewicz M, Messing B, Iyer K, Seidner DL, O'keefe SJ, Forbes A,




5)

6)

Heinze H, Joelsson B. Gastroenterology 2012 143: 1473-1481

SBS ## 86 #11Z teduglutide 0.05 mg/kg/H (43 #1) Xix~7 7 &R (43
) % 24 B E L7z, RE (48 HFH) BNR_R—RA T A4 b 10%LL E
WML EFIC LT PN/ILV.EZRE L, 5% 20 8 &0 24 &
HLIZR—=R2AT A4 D 20%LL LD PNAV.EOHED 2B -BEE L A
Ry —& LTz, Teduglutide # (63%) O LV AR X —DEEGILTTZ
AR (30%) XV ERICEN->T (p=0.002), #H5#% 24 BEEFSIZE
% PN/LV.ORAE (1EKBY%72Y) 1% teduglutide # T-4.4 + 3.8 L,
7T RRET-23 £ 2.7L THo7- (p<0.001), AEFRIZL VA%
HE L 72 B3 1T teduglutide BECT 26, I BFRBET3HITH - 7=,

Pharmacokinetics of teduglutide in subjects with renal impairment.
Nave R, Halabi A, Herzog R, Schaffer P, Diefenbach J, Krause S,
Berghofer P, Lahu G, Hartmann M: Eur J Clin Pharmacol. 2013; 69:
1149-55

HEE~HEOFEERE R ORNEES 2 AT 268 (4% 6 #1) I
CNCHBR BT 2 — B S 7B 2 %512 teduglutide 10 mg & H
B TG L, k72~ ~7 77 ¢— (LC/MS/MS) % W T3y HE)
ReZmt L7z, REIBEERE CTO AUCint K Cnax 13, (WA &
g L CERENR 2.59 5% Y 2.08 {5 E&H- Ui-, W% R OVEE OB
FERERE E R IZB VT H AUCint X O Crax DO ER/ L7, EiiE (65
el b)) LIEGEImE (65 miAR) OREFEHEERE M DIy BRI 2 1558
S o T,

A Thorough QT Study of Teduglutide in Healthy Subjects. Manfred
Hartmann, Wolfgang Timmer, Armin Schultz, Rudiger Nave,
Reinhold Luehmann, Stephan Krause, Gezim Lahu, and Joachim
Scholpp: Clinical Pharmacology in Drug Development 2012 1: 57-66

BEEERR R #E 72 4 & % 21T teduglutide (5 mg. 20 mg) KO T T AR D
BTG, WSS E LTCEFT 7% Y 20 400 mg OO
B GREOLEF B A~DOZBEERF LT, BEGRitk D QTcF O & (L&D
F Al 95% 1 IX M FIRIX 5 mg % 5T 3.0 2 VM. 20 mg 5T 4.5
UM TH o7, Teduclutide # 5 & 77 R D QTcF ) {#-
Ref A P IXIZIEE > TRV, WKHESEHEL FE2S HEIZBW
THLEHIRSDOEEBITZBO bR o7,




7)

8)

9)

Maintenance of Parenteral Nutrition Volume Reduction, Without
Weight Loss, After Stopping Teduglutide in a Subset of Patients With
Short Bowel Syndrome. Charlene Compher, Richard Gilroy, Marek
Pertkiewicz, Thomas R. Ziegler, Sarah J. Ratcliffe, Francisca Joly,
Fedja Rochling and Bernard Messing: Journal Parenteral and
Enteral Nutrition 2011 35: 603-609

SBS HFH & %512 teduglutide % 24 ARG L7-%. &5 F 1% 12 »
A oEKIERE (BMI) MO PNAV.EOZELZBRH L-, &5 Pik#%
12 » A< PN/LV.&1NZAL LA h» 7= (NEUT) 15 5]} ONEi4» (DEC)
L7z 781 (BF22#]) & PN/AV.&23#M (INC) L7z 15 & bl L7,
INC #TIX NEUT/DEC # L 0 A/ 2 A T 2 BEDEIE N V72 <

Flo, BABBOE S SEWVEANFED Hiv7e, INC B CTlE#E 5
Bl LT3 » Ak, 6 » HZE AN 12 W ARICAERE 7 BMI OXK T %
BT (p=0.001) 7, NEUT/DEC B CTIEiRH bnen-7=, BMI £
EOFRIKFE LT, ML O/NMOR S, X=X 7 A O BMI fEIl Y
(G O PN/LV.Z &N BEEMEZ R L (%% r2=0.708),

Teduglutide, a Novel Mucosally Active Analog of Glucagon-Like
Peptide-2 (GLP-2) for the Treatment of Moderate to Severe Crohn’s
Disease. Alan L. Buchman, Seymour Katz, John C. Fang, Charles N.
Bernstein and Souheil G. Abou-Assi for the Teduglutide Study Group:
Inflamm Bowel Dis 2010; 16: 962-973

WAL EEO 7 v— i AFE 100 #i2xF LT teduglutide (0.05,
0.10 % 0.20 mg/kg/H) X7 7t R% 8 MBE#HEL L. 95 71 fInH
Rz T L, 7nu—miiEaEfase (CDAD A =7 7% 150 AR &
7oL 100 REBZ AWV EZRBOT-EBELE LV AR X —E L, X
— A7 A4 2D CDAI A =27 OERYEEX 290.8+£57.6 i THY ., WIT i
DRICBNTHREETH 72, WTFH D teduglutide #FETH L AR &
—DHEEROEMRFIL T T ERBEL GWEAMAEBED ., SH&E
(0.20 mg/kg/H) BETIXFFICEOEMMNEEL SO FY (FG 2 8%) 7
L b= (0.20 mg/kg/H @ L AR Z —44%, BEEER 32%, 7T &
AHE: VAR X —32%. EiFHE 20%), Teduglutide & 77 B HREET
AHEFRICEIRO LN o7,

Pharmacokinetics, safety, and tolerability of teduglutide, a
glucagon-like peptide-2 (GLP-2) analog, following multiple ascending
subcutaneous administrations in healthy subjects. Marier JF,
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10)

11)

Beliveau M, Mouksassi MS, Shaw P, Cyran J, Kesavan J, Wallens J,
Zahir H, Wells D, Caminis J: J Clin Pharmacol. 2008; 48: 1289-99

PEREPBRF 64 4 & X 41T teduglutide 50 mg/mL A (¥ 58 10, 15,
20. 30, 50 %N 80 mg) X% 20 mg/mL #A| (%5 & 20 mg) % 8 H
MRERG LTRORZEME R OEYEEL 7 7R LIz, &5 1
HHE 8 HEHOEYEREICZITRDONT, 1 B 1 RIKEREREOER
MR EAERWNWT LR I L7z, 50 mg/mL BH|FE 5-KF D 7T D
7 VT T AX B BRE TENZEI 0.155 10 0.159 L/h/kg TH V|
BHEIZEDEITRDO N o7z, 20 mg/mL #A| (1.0 mL) @ Cnax
K OVAUC % 50 mg/mL 84| (0.4 mL) &WEL TENRENK 15% %L O
78% 5 L7z, Teduglutide DZ 2R OBRMEIZIRIF TH -7,

Teduglutide (ALX-0600), a dipeptidyl peptidase IV resistant
glucagon-like peptide 2 analogue, improves intestinal function in
short bowel syndrome patients. Jeppesen PB, Sanguinetti EL,
Buchman A, Howard L, Scolapio JS, Ziegler TR, Gregory J,
Tappenden KA, Holst J, Mortensen PB: Gut. 2005; 54: 1224-31

SBS 3 16 5] & %t 512 teduglutide (0.03 mg/kg/H. 0.10 mg/kg/ H &
U 0.15 mglkg/ B) XL 77 vR % 21 [ 5-FF O 528 W IR RE & OViG 4
BATR OB 21T 72, 16 Hld H H 10 BT ZE G EENEITHI TH Y | 1
B 50% AT D il 15 5% 7 IE L 5 1% 50% LA LD FE MG AFIE R T dH - 7=,
Teduglutide B TIT 7 7 v AR & sk U CTHREHFRIICH B 7215 E WU
HEOHEM, REOHEIMELPRFF M) v AR EOHEMEZR O,
HIZ, FEHFEICAH B2 E & O/ & OME = L % — Rt & o R
RO, £, EREBEFNEITEICE W T, AERBES O
(+38%) . P2@ERE O (+22%) KOV RIEH (mitotic index) @
H (+115%) 23580 biviz, N8 WIS 20 2R K OV it & oD i) £
RIZEEH 2D SEHBBO 7 a0 —7 v FRRHZIEHER L T,

A randomized, double-blind, placebo-controlled, multiple-dose
parallel-group clinical trial to assess the effects of teduglutide on
gastric emptying of liquids in healthy subjects. Jolene K. Berg, Eric
H. Kim, Benjamin Li, Bo Joelsson, Nader N. Youssef: BMC
Gastroenterology 2013 (in press)

fEFEHBR A 36 4 & xR 1T teduglutide 4 mg/H XX 77 &R % 10 H [
B L, IR EEEEO T ~OREL R Lz, HHE ORI’
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RELEFRFFICRAOKES LT N7 2 7 2 O IRE ORI 72
L& LTHIE Lz, &5 10 H HIZBW T, teduglutide #E & 7 7 & REE
oETIHFTE T 7 2 U EE (AUCot. AUCo-infy Cmax X Y Tax)
221372 <, B~ BT O oo T,

< HARIZEB T B R R B >

HAREWNIZEB W TIE Z 4L E T teduglutide %2 FH W 72 iR B 72 S 135G
STV,

ICH-GCP #EHL O FFIRABRIZOWTIE, ZTOEREHTHZ &,

(2) Peer-reviewed journal D#RFE, A & « 7 F U v REDOHE R

1)

2)

3)

Modern treatment of adult short bowel syndrome patients. E Efsen, P
B Jefppensen: Minerva Gastroenterol Dietol 2011; 57: 405-417

WEIZBWNT, BEARICHT HEREITEE L TREFLIN LIEES NS
FERE DI e, [(HIBHE K OHLE B0 W FEIZ XD HERIETH > 71,
THETIE, BENEIGD AT 4 =—% — BT 25803, DPP-4 #iHt
e N GLP-2 7+ v 7 Th 5 teduglutide = & &, SBS & ITxtT 51
WA T a BNl zooh b,

Teduglutide, a glucagon-like peptide-2 analog for the treatment of
gastrointestinal diseases, including short bowel syndrome. Yazbeck
R: Curr Opin Mol Ther. 2010; 12: 798-809

Teduglutide |LfEFE 2 iFIZ 6 L THEELZ R4 F GLP-27 7 =27 Th
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INGHREGOZEICEALE LT L LG EATH 5,

Population pharmacokinetics of teduglutide following repeated
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Pharmacol. 2010; 50: 36-49
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