=== =]
NN

FNZ B h B LR

% & £ 78 4|3
DAEER i”JAdm £

http://www.fda.gov.tw/




N

Wy

EERERN HEER HEEER RKSES




RTEBEEDHECMERERSS?
TEYEGIEE ) SETFol AR
IR OBSERE 2] .
Case#r Bl & 2019/01/16 \

FEYEEIZEEA
=& RER

FRIREBT 2019/03/21

EPrEIPIEEKELF -
SMEREFE
BHAGRER 2019/02/05

EYPHUEEZIREZET

i i BTG B — I 2 it
RRESEAE 2019/05/31 - “%Agf i




TXiRHE R m B F AR

o = E SRR

Humira @00y slss] 2018

Enbrel 1998 L 2012

XN 2011 Erf 2023

Avastin (7420w 2020

Herceptin (¢ CELE =07 2019

[GUOLER 2014 £ 2030
: B0
Opdivo g:iii“:ﬂ -

Food and Drug Administration




B B 42 AE AR A B R

[’X 1£37¢)
Adallmumab

* _Infliximab

e Rituximab

e Trastuzumab

* Etanercept

* Enoxaparin Na

* Epoetin alfa

* Filgrastim

* Follitropin alfa

* Insulin glargine

* Insulin lispro

e Teriparatide

* r-Somatropin

108.06.11E#f

B2 Bl (stae)

Infliximab
Rituximab
Trastuzumab
Etanercept
Insulin glargine
r-Somatropin

El 7R (#174)

Infliximab
* Rituximab
e Trastuzumab
* Etanercept
* Epoetin alfa
* Filgrastim
* Insulin glargine
* r-Somatropin
* Agalsidase beta

IZIIE_'.( £814)
<““Infliximab
 Adalimumab

* Rituximab

e Trastuzumab

* Insulin glargine
* r-Somatropin

FitE#hs
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Infliximab
Adalimumab
Bevacizumab
Etanercept
Filgrastim
Pegfilgrastim
Insulin glargine
r-Somatropin
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Adalimumab
Bevacizumab
Infliximab
Trastuzumab
Etanercept
Filgrastim
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similar

Biosimilar

JRER R J PK/PD B R
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Critical Quality Attributes (CQAs)

- Most relevant to clinical outcomes = Equivalence test
- Mild-to moderate relevant to clinical outcomes = Quality range approach

— Least relevant to clinical outcomes - Raw data and graphical comparison
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Innovative medicine
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Primary structure
amino acid sequence

-
“AAA
_— ak z‘ﬁ
A m ﬂln
_/\/— AAA AAA n\l:l *g IjJ BE
I — DAL Increased activity
or serum half-life
S|gna||mg /
N- glycosylatlon |
EIEE | O-glvcosvlatlon =
+ ( I Lipid attachment I - 1
PSR . S :
BE " MMA I Phosphorylation I v \
/ - 4 B Secondary structure
Membrane regular sub-structures
v Activation or localization
inhibition ‘
Activation

$33%
3334

Tertiary structure
\ three-dimensional structure

&
&

3353

&N
&N

Proteome

Quaternary structure
complex of protein molecules
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Interchangeability
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Switch

which is when the prescriber decides to exchange one medicine for another medicine with
the same therapeutic intent.

. B2Em o] KAswitch
B ®zzswitch
B =8EpER

BioPharma Reporter 2017 byt d
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Substitution (automatic)

which is the practice of dispensing one medicine instead of another equivalent and
interchangeable medicine at pharmacy level without consulting the prescriber.

B ZRRILEER
EsIRILEER

mAERARE - BRILEER

B AREIMEER
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Biosimilar substitution in Europe 2017



31

BIFRE [MAEEIRE) EEE=

. BETIE - {REEANEE ; S3/0BH biosimilarEEgEE - A
. EMANERROPEASRSTHRER - RALERSEEE

EEERAESF) RIETRCHEESZHESHR -

/
~
. {hEE‘EEHAAbiosimilar -
. KREPFBZHEEIEARSIAGE - BHHELZZEMNBIIA -
Y,
~

. mBMMUES - (hEEERAbiosimilar -
: B|05|m|Iar2|§%2 iR R E AR IBRIMARES -

i FERE/ A ER 7 Eﬁﬁﬁe%ﬂécﬁﬁ%ﬂ  MBIRKEmASFEELL -

2

n 7 M LA & 73

. EYHLMERGEEEBCHES S R KRG EEHH -

mARRARR AT R E - Jﬂ
EEE

Food and Drug Administration



=Bl ¥ k7 an AR R

Guidance for Industry - Nonproprietary Naming of Biological Products

Suffix & :
cznm o« B

replicamab

. . BRERE

£_fqﬂwmnﬂ3me _1 MENREE - Hh= @R
- REE AR

Core Name — i « Flcore namef& A-iE45
Suftix « SRAEERE|ENERBE

Suffix R<FE :
IR . BERZE S SR
PRODUCT (PROPER) NAME PROPRIETARY NAME s ZEIF SRR
adalimumab Humira o ERIRE N EE ST AMEE
adalimumab-adbm Cyltezo .
adalimumab-atto Amjevita MR EY B R R A7)
« EERBEMERBZTE
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« KIEFDARREEH AN ATE
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SEEM EHEUIMEZE R
- A 427 ) % v TBSEEFTH
= —_ =53 8 03
L 24 — Fai@a8EM100 100mg "NK
REMICADE for LV. Infusion100 Infliximab BS forr L.V. Infusion -
100mg " NK.

1427 UXIIT(ELFHIBRR)

1>70Fy37 (BETARA ) 127U+ THE]]

A7 VXITEEIEFHEHBA) 42T VX T TEE 1]

[RERKD A sl &follow-on FEE
Infliximab BS Infusion 100mg. "NK,

FREMSE  biosimilar BIRFSEHA EEHLHE «

A1>2)x<7 _BS OB EHTHI100mg FTNK,

FEr A biosimilar FIEIE|ISRA KELE
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SEYERER | BRI EEY) o XS ARE R R 0 REEL o ATC §RES © A10A E04 -

BASAGLAR ZAE VRN -

5. BEIYFIE
5.1 SRS

4R - REiHIE], FEEEIRSEE Fo (TNFo) IR, ATCHRES : LOAABOZ,

Remsima 2 BG4 YIR{IAMERVEESR.

TR HR
AMGEVITA® Solution for Injection (adalimumab)
A5 AMGEVITA 5 HUMIRA® 144700 V555,

2 === S - -
RSB RS 150 2255/440 255

* .®
Og IVri 150 mg EEEEMEE 001090 2
440 mg EVEIE#S 5 001089 9
2 (R ER BT

A Ogivri & Herceptin BB LIEZESR -
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ZNHIS THE
Truxima

Rituximab

100 mg, 500 mg

MRS EREEETE0100458
AR TRUXIMA®SMabThera® S5 iELIES.
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CepASE T EEEE
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