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Fuoo— 9@ A2 @ Position StatementT. IBD (KNEEHIBIER) BECHTILTN

KA (ECCO) *2 AAEZEmMDB /(A5 -N\OYIDBERZ2. YIDBRFFCE, E
AD. BEERD. TG, BECEY)CGERRI 2ELHRL TS,

RN ERRIEE F = ® Position PaperaF L. \A A5 —-(CEI2HBNRNEZFHE.
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KERREETR 0 BRECOHEEBO—DLLT. /(A5 [CEIHENNE%
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*1:Smolen, J. S. et al. EULAR recommendations for the management of rheumatoid arthritis with synthetic and biological
disease-modifying antirheumatic drugs: 2016 update. Annals of the Rheumatic Diseases, 2017, 76(6), pp.960-977.

* 2 : Danese, S. et al. ECCO Position Statement on the Use of Biosimilars for Inflammatory Bowel Disease-An Update. Journal
of Crohn's & colitis, 2017, 11(1), pp.26-34.

* 3 : Tabernero, 1. et al. Biosimilars: a position paper of the European Saciety for Medical Oncology, with particular reference
to oncology prescribers. ESMO open, 2017, 1(6), e000142.

*4 : Lyman G. H. et al. American Society of Clinical Oncology Statement: Biosimilars in Oncology. Journal of clinical oncology,
2018, 36(12), pp.1260-1265.

*5 1 —iRtEENBFESEFEIG-CSHBIEERN 1 F31220135FMVer.5] (http://jsco-cpg.jp/quideline/30.html)
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NICE recommends
infliximab biosimilars
ahead of Remicade

@ NICE: A TYFXLTIBSDIE A HELE
http://www.biosimilarnews.com/nice-recommends-
infliximab-biosimilars-ahead-of-remicade

¢ NICE:IBDEETOFEAREEZELDD
ATYXTTBSDEADT=8 . NHSD 2R THERIE., TONIERT
BRICLE—FERAEELISOANZRERMICEZEEABSITYIYEZ TS,
http://www.nice.org.uk/guidance/htta329

/LN

N ICE:National Institute for Health and Clinical Excellence)
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> TEFMHR IETEFHIAMOEEI S EE T4 485
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RERILSFRFERIBDAIFZ A

& BSG Guidance on the Use of Biosimilar Infliximab
S CT-P13 in Inflammatory Bowel Disease

GASTROENTEROLOGY

Summary

There is sufficient data from observational studies to
show that safety and clinical efficacy of CT-P13 are
comparable to the originator drug, with similar
immunogenicity, and that switching from Remicade to
CT-P13 is also safe and effective.

ZeEEBENETRERF/RE. RITMMLDUYEZLRTETIEMN. |

BSGHAFvA http//www.bsg orguk/ images/stores/docs/clinical/ guidance/bsg infliximab_guidance 16.pdf

BREIEEGAB] http://www. gabionline.net/Guidslinas/BSG-guidance-racommands-switching—to-biosimilar—infliximab

BSG Guidance on Biosimilar Infliximabh CT-P13 V3 Feb 2016. Review date Feb 2017



British Society of Gastroenterology (FEEH{LERES
Recommendations

1 A>JVFIXRTFIRFTRICI O TUAINAFNERSRN ER—i%&(INN)T
(& ZONEDNTIFELY,

2 A0VEINTDNFZMIET2EE (L3F—R, RemsimaFfz(dInflectrant
WATEZEE) I BROBRNERAEERUEIET VA AREEICANS,
MAEE PIMEMTRICOVT, LT —REEVIRWVEDIET Y AN® S, 1%
SO TEEOIAMNEZEEINETHB,

3 LI —RTERERNICHE. EFUTVIEMG. BURERAETRemsimaiz
(FInflectralCtINBEZ 22L& ENDR T HRIET VAN®DD. UINEZZME. &4
DEBEBICEDIBAZRAIINETHB,

4 KREBFAZ (BFER  UAECBVEDERTEEFTEEITRIL) (@

5 TMERZHFAEEEDIORENFENERNELETHS, Remsima. Inflectra®
BIERTH 3.

BSG Guidance on Biosimilar Infliximab CT-P13 V3 Feb 2016. Review date Feb 2017




Eu o O— 5/ K REZ(European Crohn’ s and Colitis Organisation)

IETURIZEDLCBDAEOTE
~INAF T —mAbIZX T AEHRDOLETIL~

[ECCO Position Statement®cfzT)

[2013ZFROAF] (2016 FcXETRRDAE]
BSZIBDERE TERAT I PRI THEERSNIZBS(E5E T
. IBDEZEEZHREVERF CORFEE/ BEEN
TEEEEERERZ =ML T, B ERHENTHD. ERAREERD' 1T
EEZ 2 EEICGHR TS DNTLRBWEIBETE5E1T
EHE an& BIRICEERATA]&E
FATEMH'SBSADYIDEZ(C FATERNSBSAUINE X 215
BH93T -9 ARRELT SOREEEBFNIE
B, EETIRL) BEI3IET Y ANERENES
ENS, YIDBZERBTES

1) Danese S, et al. J Crohns Colitis. 7: 586-589, 2013.
2) Danese S, et al. J Crohns Colitis. 11: 26-34, 2017.

Reinisch W, Lunch Symposium by Celltrion Healthcare, ECC0O2017.



RN 20— 9" - KBRS
(European Crohn’s and Colitis Organisation)

ECCO Statements 2016

1.AEMFHEZFME., BRARRERESDGIN vitrosdBRIC LD, SRECIFERRITTE2.

2. 520 ERUEDBIWE BT SEFHEORRRRERDS., IBDICHT /(A =5—0fE
AICRIT 2T —YaIMETED.

3.EUTHEH, RmMIZEDBHRICHE > UEAT IR, A A =5 FRiTEEmEFE
BB HRENns.

4. Z2MOEEICE, INTONEZERGREDZIET T ARSI (CL 5 EHE
BOBHEENMETHD.

5. A TmROREE M CRET 22RO LJOBESRIE, HITRONAAS=5—T
(FFeBR TSR,

6. INTOEMZNBRIDO N BT (., BARR AT A-sTEICEI<BDET B,

7. AT\ 4S5 AP B AT EENS. )\ A5 ORI E A, e
OB, ZEVBZ(CEATIET VAT RELTWS,

8. 5 ATEMBINA AT AOYEZ T, EFOMESE(CHEST, @I@iﬁﬁ_%%&%%%h%
LE AT IE0E 5. EiRimEcy -t IBDIEBYEEMMHEE
RiZEIZRETEEZIBNS,

1 Crohns Colitis. 2016 Dec 7.1-9 pii: jjw198. [Epub ahead of print]



American College of Gastroenterology (7 X 7T H{L2RES)
ACG Clinical Guideline: Management of

Crohn’ s Disease in Adults (2018)

ACG Clinical Guideline: Management of Crohn'’s
Disease in Adults

Gary R. Lichtenstein, MOy FACG', Edward V. Loftus Je MDDy FACG®, Kim L. lsaacs, MD, PhD, FACG", Miguel D. Regueiro, MI, EACGS
Lauren B. Gerson, MD, MSc, MACG (GRADE Methodologist}* and Bruce E. Sands, MD, M5, FACGH

Crohn's disease is an idiepathic inflammatery diserder of unknown eticlogy with genetic, immunclegic, and

environmental influences. The incidence of Crohn's disease has steadily increased over the past several decades. The S u m m a r
diagnosis and treatment of patients with Crohn's disease has evolved since the last practice guideline was published.

These guidelines represent the official practice recommendations of the American College of Gastroenterology and
were developed under the auspices of the Practice Parameters Committee for the management of adull patients

with Crohn's disease. These guidelines are established for clinical practice with the intent of suggesting preferable St a t e | I | e n -t S
approaches to particular medical problems as established by interpretation and collation of scientifically valid
research, derived from extensive review of published literature. When exercising ¢linical judgment, health-care
providers should incorporate this guideline along with patient's needs, desires, and their values in order te fully
and appropriately care for patients with Crehn's disease. This guideline is intended to be flexible, not necessarily
indicating the only acceptable appreach, and should be distinguished from standards of care that are inflexible
and rarely violated. To evaluate the level of evidence and strength of recommendations, we used the Grading of
Recommendations Assessment, Development, and Evaluation (GRADE) system. The Committee reviews guidelines
in depth, with participation from experienced clinicians and others in related fields. The final recommendations
are based on the dala available at the time of the production of the document and may be updated with pertinent
scientific developments at a later time.,

SUPPLEMENTARY MATERIAL i linkad S0 the anline wersion of the papar st hHp.iwwe.nshrs.comal

Aow § Gastroe wterd 2008: 113481 -517; doa:10. 1038 aig 201 B.IT: published omline 27 March 218

MTINFEONNAA>=5—

43,4 N IRITBLOTAVLAITONA A= 5—(F, FHFE~EEOIO— 9F(C
BEITHD, iR (de novo) OEMRE ADSUEREHIFCERAIZENT
=D

44 BN ETEUERBE(CHUT, d)/\A A Z7-DbEUAITEOBIDO)NA A=
FT—CUINBZZEICOVWT, T2UHLIUOBNEEZEMTEZ2T —INA+59T
5o

Lichtenstein GR, et al.: Am J Gastroenterol.;113(4):481-517. 2018
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