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1 Somatropin somatropin Omnitrope Sandoz 2006.04.12
2 Somatropin somatropin Valtropin BioPartners 2006.04.24
3 EPO epoetin alfa Binocrit Sandoz 2007.08.28
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8 G-CSF filgrastim Filgrastim Ratiopharm Ratopharm 2008.09.15
g9 G-CSF filgrastim Ratiograstim Ratopharm 2008.09.15
10 G-CSF filgrastim Biograstim CT Arzneimittel 2008.09.15
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WHO JI0IE2lQ! : key events

1. 1XI wHO EMZEJ} 8|9 (2007. 4. 19~20, WHO Geneva)
e WHO FHOZF HIOIAIZH o= 0l tHS =M
JIOIEAJHE &3

2. KFDA/WHO Joint Symposium % 2Xt wHO M &)} 819]
(2008. 5. 27~29, [HBHAIx A2)
- HIOIZAIZEH 2AZE AHIC = HISE X WHO
JH0I=dQl =0t 3
- JIOI=2}Ql =0t THEt HE X =9

3. ECBS 2008 (2008. 10. 13~17;,WHO Geneva)
- WHO JIOI=2i21(eh Ol THSt THER Ol 2 =9]

- i} 2 AN AD W

Korea Food & Drug Administration




WHO J10I1E2}2! : Key events JEEEL

4. WHO Drafting group @|9] (2009. 2. 16~18, €& T 1)
- 2X1 J101=2fel(eh =t
- JIOIE2I2! X019] clinical comparative pathway 2
- ‘Similar Biopharmaceutical Products (SBP)
- 89 TS (W, XM K2
- FXO|%UF (Reference Biopharmaceutical Product)
24 &g
* A product with full dossier, sufficient marketing
experience for certain duration of time
« Step wise approach &ZX
- EXO| ANHINSSIEE HIZOST HIQA 2 Jat
HIOIE| S 2o
- HIQA, AA AT SS OXIICE >3
- B, HIYA, AAHIOIEINMN SR8 XI0| LAEH

Korea Food & Lo p «nwig - oo
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SENIEE LD
1. IABS/Health Canada workshop on SBP (2009. 7. 13~14,
JHLICH 2ELQ

- ZAMI}
Innovator & biosimilar JIZXI &2] £ S8 JHULCE .

git=, 3=, 2L, H=2 #HIS=1l A S 800{38

- =5

21=39] HI0I2AIEd Ml &3 O} (HEY XIS S
WHO JI0I=2k21(2H Off tHet Ol A HIAl
- 9|9 9%
Global development
= UI0IEC =5 H&t A8}
 HISS0IH JOIEA2 JiE Y BX

WHO JI01=2l9l : Current status

Korea Food & Drug Administration



WHO JI01=2l9l : Current status

- IIEY (Reference biopharmaceutical product, RBP)
= MZ OE region®] RBP (0fl. ICH region)(il THSt
Hul SSA IIg A=CT 3 AIE2 HIQ (EGA)
o) E&, HIAA PK/PD : National RBPAIE
Ol Al3AY - 1 region®] RBP A2
= WHO HM|CF: An official list of RBP
= ELOI, ZHIOIXIOF S : ICH region, AYA S RBP
oI =zl 2| AE EH
- MY NS (Exchange of information : K2k AFEH
= AAI 80| 258 Z)I=S2 A0l M1 |2219]
My n1= 8AMY}: International Committee
&1&?, ICH region®] CPPE 9177
= SBP9O] WHO prequalification Ml &18&?

Korea Food & Drug Administration



WHO JI01=2l9l : Current status

- Interchangeability/Substitution

= LidtdE HO|J} SOl X] &4
0ll. Interchangeability : Medical decision
Substitution : Government decision

= BO] : No automatic substitution
- Traceability
= BlO] : SBPO] A= brand name© & A4t
» Il RBPE= product information 0= BEAITI0f
QX| &1l assessment report3t HA| (S8
= RBP& product informationfiiE HAl?
; NO consensus
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WHO JI0IE2}2! : Current status 4@3

2. WHO consultation on SBP (2009. 7. 15~16, JHUCH L EID
- AT}
Innovator ! biosimilar JIZXI 82| HHE % O]=,
S, JHud, o=, 5=, Ol Hi=, &2 SO

HHI‘“EII S 300{&H

- HY
WHO JI0IE221(2h O] tHEt oA HE = I 419t Hi
(QIAH T} )

- =R =9lAKE
Scope R key principles
S22 F29] VL AEsH?

HIZAAEO HuSSd 83

SSA SE B AMAIE CIXIC! & sample size
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WHO JI01=2l9l : Current status

- 9|9] &il}
- Y (Scope)
= 2X1 (2hil 20] WAl MY M= HIQI0lil S 40| &
Hiy X1 T X3to|okz O3 BN -
= JHZXSE 21191XF ZE8F (2008 ECBS H1lOHIt AHS)
. Cl3=sHy| Bot

(L — -

- Key principles
» 28 A R840 ST ATt ‘'SBP’ (biosimila
v'Bio-better= 1™ Ot &t

—_— O

« 24 L2l ©IE O2 "H 9] abbreviated regulatory:
pathway& & = AUS (0fl. Bt=1 EH1, 2-2,4)
v OIEH 0101 &2 HIS 2 SBP (biosimilar)J} OFd
o
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KA

NPT

WHO JI01=2l9l : Current status

X X1
L —k

» S8 QO At 2E MY Y BIIE bioassay,
MabOll tHSt OIA] 21Kl

« CHHEI J1X SHGO| heterogeneity= 1A0ILE
primary sequences SS00 &

- HIA

« Hlil SSA OXte!
- 9 BF Al 8IS
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WHO JI01=2l9l : Current status

- &8t
= QA O] XIO1 Al “Equivalence design”S
QMO AT
« HIES OXIRlE 0™ 3= Jis
0ll. Products with 1 indication, wide therapeutic margin
- HIES UX1219] B2 ‘LEBY'& UM =+ 8l&
v 21} L&t AL SBPE O1J & = S
= Sample sizeQ] B #HA|0Ot J|&E
v Power of trial (0. 80%0] &) X &=|1210] S (0.
SS OXIAIY AL B 95% CI, HIYS A H=97.5 %
Cl)
v’ Pre-defining of equivalence margin and justification
v Sample sizeE end-point, size of margin, variability of
populationS]] 28
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WHO JI01E2l9l : Current status

- MEF Q& (Extrapolation of indication)
. A EII0] S 90| JHs A0l BUE &
= Mechanism of action(j] Ij8 =&t
v “Clinially relevant mechanism of action”@& 4
20| &M
v I\/Iechanlsm of actionQ] & FOX UX| B2
Soit JIs 38 MoK &&27
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WHO JI0IE2lQl : Next step
1. 919] Znioll T JI01= 2101 JHA (~78 30L)

2. 2"d round of public consultation (WHO website)
: 2009. 9

3. ECBS 2009 (2009. 10. 12~16, WHO Geneva)
- WHO JI0|&2i21(eh Ol THESt THEH OIS =9l

4. Implementation workshop (20104)
= Training activities on design of clinical trials S
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