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Interchangeability of Biosimilars: i{‘European Perspective

Peika Kurki' - Leon van Aerts? - Elena Wolll-Hole® - Thij I our opinion, switching patients from the original
Venke Skibeli™ - Marting Weise” &

— to a biosimilar medicine or vice versa can be

considered safe. 1)

B PR 15 &1

ESMDpen Biosimilars: a position paper of the l
-

" European Society for Medical Oncology,
Ocﬂ:ssm--k with particular reference to oncology

p3 & pl‘ESCI‘ibEI‘S ECCO Position Statement
N W
.‘.\‘3§\\\\§ dosep Taoarnero, Maniks vas’ " EGCO Position Statement on the Use of
\\\ ’o Jacer s George Pertrerow Bjosimilars for Inflammatory Bowel
:\\\ J - j Keith MeGragor,? Fortunats Giardiel Disease—An Update
< T b G M - .
W smcsEm R ORI oL ]
. Julian Panes,*
——— Consensus-based recommendations for the use of
s

biosimilars to treat rheumatological diseases

Jonathan Kay," Monika M Schoels,® Thomas Démer,* Paul Emery,” Tore K Kvien,”
Josef S Smolen,*® Ferdinand C Breedveld,” on behalf of the Task Force on the Use of

Hi B8: Medicines for Europe Internal Biosimilar Mapping Sl . -
Biosimilars to Treat Rheumatological Diseases




4=.

'II

o
I:
QJ

UIBICET AR TIEREE. BRI
RIRMETOEEREIHER SN TV

s BEHINIEREDLITNNAAEZESNSNAFLIT—ADOYNE(Z DN TR TER (19935
Mi52017FE6 A30AEF0)ZHAE

= 7DD ERAW-14FE BT 590D RICE NTEET14,225FEFl T RIZHE

* ZASEEBIQYEICEATIMAETHY., FFERICHL. B2, AE. RERIETORETER
HFShTLVEN

* EREROUNEOHREITDHBH)THY . EED YR LREHRICHEZEDH O TLVEL
* LT I F VT ADERRDREEHOINVETEHEADVRVIFIENEEZ S

HiB8: H. P. Cohen — °Switching Reference Medicines to Biosimilars: A Systematic Literature Review of Clinical Outcomes



INMAVEIS—DEARAEEIFLUODNA AT S—DELS @
T RxRET S
= A7) X TET—OYNTRAIZEFTIN-E/270—FILIRIEKD NI AL ZI5—THS

» ZORICEFBINT-MEFIVNIVETHAIIIRILETRTIFAU TV X IITERFEHDHLIEE
NULEITNAFVES5—HZELTIVS

BRFERFRFHADIIIFXIITRUIERIVETIDIN(ALI5—OTIHV T ELER
8.9%
6.6%

49.3% 85.3%
& 20 : 14.2%
; 5.8% 18.0%
0.1% ‘ 10.0% 7.7%)

5248 TFIoR—Y* AYT—FY JIL) T — KA 141Xy R
ER5E2mM A% BRFE3M AR BRFE4mM A BR5E5h Atk BRFE5M A% BRFE5M A

A271)F%3T
W T4aRILETH

HEONA 1S 5—ORFOBRE N A ERRTBIHEE L DT

*Denmark data from MIDAS monthly restricted database
S H8: QuintilesIMS. MIDAS July 2016. 7



/

457

4111

AAXIT—DREI—7 v FMIBESREKR @
&EMATE :’EIZEEEJ LTLS

HARADBEEFNNA AL SIS T—DORFBNA T4

20164 : FE=tARAEMN L BB FE T H?
Faﬁﬁqﬂwl\{?]'*/:_ mB#

7Y

FAFEPDNAF L 25 —D45%

BAFRPDONAF L 257 —D40%

oY

L HCRERE A W wRm I EREERE

BmEmiGICHE T, EM. I, BRFEROZRENMNoRELTRERETH_ETREZ

ZTHIENTES?

T—RITMENTLE D TIH L, HLETHARIN TV DIFRDAITE DL
ZH8: 1. QuintilesIMS. R&D focus. Oct 2016; 2. QuintilesIMS. Delivering on the Potential of Biosimilar Medicines. 2016. 7+ L A: http://bit.ly/2es03mY. Accessed July 2017. 8



SEHENATIAVICE>TNAF VI FT—H
REIICHI-YFIARIEETH S

Biocon .

‘ N _ |
[ | *ﬁ’éﬂd)/ \’(TV:j_%QA“J:L)ﬁ (PRX-106) Protalix (@) |
%‘ bﬁﬂ" I:, LTTLy é 1 Etanercept @ Avestragen |

|

|

|

. BioXpress

ABP 710 (A 0N
@ 4= 710 mgen Infliximab

BioXpress (@ @ NI071 (Nichilko)

= 2015 KB AT, 4DDEEL/ A g ® | o

(Epirus) . GS071 (Aprogen) . Harvest Moon
CHS-0214 (Coherus) @

j_ Iz % I:II:II:I ' - -;(-“-_l- L, —C- . 4 1 a) / {4 T:/ E P isamru"g Slosp) @ PF06438179 (Pfizer Sandoz)

. SB2 (Samsung Bioepis)

— > GP2015 (Sandoz) @
— b\ 1 - (¢ & D T—- 2 @ MabionCD20 (Mabion)
7 af -~ FKB327 (Kyowa Kirin) () |

CT-PI0 (Celliri
Harvest Moon @) @ cP2017 (Sandoz) | ® (Gellirlen)
Oncobiologics Bl 695500 (B)) @

923 (Momenta) @) @ 565 (Samsung) | @ ~ro52 (Aprogen)

ABP 798 (Amgen) () () Harvest Moon
PF-06410293 (Piizer) @) @ AEPs01 (Amger) | @ cr2013 (sandoz) @ vik-8808 (Merck
@ cocon @ Pr-05280586 (Pfizer)
BioXpress . . T |
Adalimumab tBaL (G Lie) @) Rituximab

[ ] CH:smzo (Coherus)

@® Filed
@ Late Phase
@ Early Phase

® Preclinical RDHE QuintilesiMS?

(BOWOSQ) Epirus
| . BioXpress
1

ZE L= HigAHEBE IS LEHNTERADT7 IV L ADEREL-0T

ZH8: 1. QuintilesIMS MIDAS MAT Q2. 2016; 2. QuintilesIMS. Delivering on the Potential of Biosimilar Medicines. 2016. 7+ L A: http://bit.ly/2es03mY. Accessed July 2017.




NAFS S S—OEEI-E Y BEteokgEs T
WEXND

* FDALEMAIL. EEFORBDERXDEERITEH c
ELDORSTIL, FRBORIE. BSOS 0

RETHHERHL TS |
- EERORRBEREORSEVABRNRICH 1.1\ 1F 35—,
BERIFL. BICLAROBNOARAADE AYZSDEXHEAT S

BCkYEREEMEL5T? CET HADLEFN, ZTE
e IS DIERD ET X S
s NAFVEZ—BFINAFERERDORBEEES

Alex Kudrin, Biopharmaceutical

. 35)]%ﬁ§%<§éfdtjﬁﬁ’\®77txgﬁﬁ1%j— Consultant, United Kingdom
%)1

NAF VI 5—JFSGRF/EICHEL2T, FYERARNNRDEBNEER~NDT7 IV ERAERET S

EMA, European Medicines Agency; FDA, Food and Drug Administration.
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