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Figure 1 FDA #EH N29as]
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Figure 2 FDA 2| UHPHOI HIO|R2FZ(351(a))l} HFO|2AIL2{(351(k)2] I SHEAIR! Hli

“Stand-alone” Development Program, 351(a) “Abbreviated” Development Program, 351(k)
Goal: To establish safety and efficacy Goal: To demonstrate biosimilarity
of a new product {or interchangeability)

satey £ 68
(Phase 1, 2, 3)

ey Analytical

X=: FDA, DIHOAISH 2| MX|IE

Figure 3 CT-P13(Remsima)?| 351(k) BLA A& 7|

= g
Applicant Celltrion, Inc.
Product CT-P13, proposed biosimilar to US-licensed Remicade, the reference product (RP)

Dosing and rout of administration ~ Same as the RP

Same as the RP
- Rheumatoid Arthritis (RA, RHEIA 2-EE)
- Ankylosing Spondylitis (AS, Z¥ZI4 =)
Indications - Psoriatic Arthritis (PsA, 71414 2HEH)
- Plague Psoriasis (PsO, TtA3 744%)
- Adult and pediatric Crohn’s Disease (CD, 22
- Adult and pediatric Ulcerative Colitis (UC, HIZH THES)

X2 FDA, DIOIMEH 2lMEIHE
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Figure 4 CT-P13 9] AAIE 71Q
Patient Desi S le si
Category Protocol atien . eggn_/ Duration LS ?Ize_/ Treatment arms
Population Objectives Randomization
Controlled ) R. DB, PG, SD, 3-way PK ! CT-P13/EU-Remicade
Study 1.4 Healthy subject: Single d N=250/1:1:1
studies ey carny subjects bridging safety & IG noie dose / US-Remicade
R, DB, PG, PK, Efficacy, Safety CT-P13
1.1 =250/1:1
Study AS &1G 54 weeks N=250/ EU-Remicade
R, DB, PG, Comparative clinical CT-P13 + MTX
Study 3.1 RA, MTX-IR 54 k: N=606/1:1 )
ey study WeeKs / EU-Remicade + MTX
CT-P13 + MTX
B1P13101 - DB [ =108/1:1
P13101 Japan RA, MTX-IR R, DB, PG, PK and efficacy 54 weeks N=108/ EU-Remicade + MTX
L ) _ ) CT-P13 + MTX
Study 1.2 Philippines ~ RA, MTX-IR R, DB, PG, Pilot study 54 weeks N=19/1:1 EU-Remicade + MTX
: ) _ ) CT-P13 + MTX
Study 3.3 Russia RA, MTX-IR R, DB, PG, Pilot study 54 weeks N=15/1:1 EU-Remicade + MTX
Extension AS, enrolled from Wks 62-102 CT-P13 — CT P-13(n=88)
tudy 1.3 LE, Safety &I N=174
studies Study controlled study 1.1 OLE, Safety &G (~1 year) EU-Remicade — CT P-13(n=86)
RA, enrolled from Wks 62-102 CT-P13 — CT P-13(n=158)
tudy 3.2 LE, Safety &I N=302
Study controlled study 3.1 OLE, Safety &G (~1 year) EU-Remicade — CT P-13(n=144)
Inflammatory ~ Study 4.1 IBD Open-label safety & efficacy Ongoing N=10 CT-P13
Bowel PMS study Korea IBD PMS, Safety & efficacy Ongoing N=173 CT-P13
T-P13/EU-Remi
Disease Study 3.4 IBD R, DB, PG, Efficacy, Safety, IG Ongoing N=99 CT-P13/BU-Remicade
US-Remicade

Tt=: FDA, MEES, DIHONEH 2INEIAE

Z: R(Randomized), DB(Double-blind), PG(Parallel group), SD(Single dose), MTX(Methotrexate), IR(Incomplete responder), IG(Immunogenicity), OLE(Open-label extension), PMS(Post-
marketing surveillance), IBD(Inflammatory bowel disease)

Figure 5 RP-HPLC & S8t HE|E 71X H|w
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Figure 6 TNF-a binding affinity H|u
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Figure 7 In vitro TNF-a neutralization H|id
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Figure 9 HIO|2A|Y2] HIE(HS: 3002101000 7I&) $&29 0] Figure 10 HIOIQAIZ] HIF = =718 H|S(2015 4 7IF)
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Figure 13 Remicade INE% MYX| W3} F0|
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Figure 14 TNF-a 2XIX| D{= MU(1016 7|1=F)
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Figure 15 2= HIO|QA| LRI Y A
A =1 2|Ab A= dlgt
Enbrel(etanercept) 2016-02-01  Samsung Bioepis Benepali(SB4)  E0| H2EE S AF MH, 2016\ 422H ME LY 7t
2016-01-16  Samsung Bioepis Benepali(SB4)  {& &9 FE, X 20154 118 202 EMA2| CHMPL] £901 H11 8=
2016-01-11  Coherus/Baxalta CHS-0214 22 YLUSHARIN S8 20X =
2015-12-08  Sandoz(Novartis) GP2015 EMAO] si7HAIEM HIZE
2015-10-02  Sandoz(Novartis) GP2015 0)= FDAZt Sandoz?| &17HAEN E&(biosimilar pathway)
2015-09-08  Samsung Bioepis Brenzys(SB4) st= Moty E=67t S
Humira(adalimumab) ~ 2016-01-25 Amgen ABP501 0|2 FDAZt 17N F==(biosimilar pathway)
2015-11-25  Amgen ABP501 0l= FDAOH 171N FiE(biosimilar pathway)
2015-11-09  Amgen ABP501 S Y3YA-NM S8 2| =
2015-07-06  Samsung Bioepis SB5 QUAIA ZAnt U
Remicade(infliximab) 2016-02-09 Celltrion/Pfizer Remsima FDAS] #H& A XI22JH3|9] of7F Mot S
2016-02-05 Celltrion/Pfizer Remsima FDAZ} B8 N2 E0| @A Remsimall Remicadell AR HH
2015-12-04  Samsung Bioepis Renflexis(SB2)  $F= 4IY E=ol7t FIS
2015-10-22  Merck Remicade F=0IlM 71 25% &2l
Rituxan(rituximab) 2015-11-10  Celltrion Truxima(CT-P10) EMAX| S|7RIEAN HZE
2015-10-30  Boehringer Ingelheim BI695500 U3 I JOl| Y BE
Herceptin(trastuzumab) 2016-01-20  Biocad BCD-022 ZAOIHIA MBOZ Herceptin HIO|QA|ZZ{Z &2
Avastin(bevacizumab)  2015-09-23  Amgen/Allergan ABP215 S2Y QUMBHARNN 587 23X =2
Lantus 2015-12-16  Eli Lilly/BI Basaglar 0j= FDAQ| &{7I 52120164 12€ Tl 7hs)
2015-08-26  Eli Lilly/BI Basaglar =t EA, Lantus(d1.5IH2E/57H/4) ThH| 15% X, 2014 928 EMA ¢!
NESP/Aranesp 2016-01-05 CKD CKD-11101 Z2200| U= SK|HFEA| 7L, AUXRAL 0|37

X2 0j2HONSE 2IMXIME]
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Figure 16 2=2% HIO|QA|H2| MO}l gt
Reference Product Avastin Enbrel Herceptin Humira Lantus MabThera/Rituxan Remicade
INN bevacizumab etanercept trastuzumab adalimumab insulin glargine rituximab infliximab
Indication Cancer Autoimmune disease HER2+ breast cancer Autoimmune disease Diabetes CD20+ B cell MM, RA Autoimmune disease
Originator Roche Pfizer/Amgen Roche Abbvie Sanofi Roche J&J/Merck
Patent Expiry (US) Jul. 2019 Aug. 2019 Jun. 2019 Dec. 2016 Feb. 2015 2018 Onwards Sep. 2018
Patent Expiry (EU) Jan. 2022 Aug. 2015 Aug. 2015 Apr.2018 May. 2015 2014/15 Onwards Feb. 2015
Sales (2014, USD m) 7,018 8,915 6,863 12,543 8,428 7,546 9,885
Sales (2019E, USD m) 6,711 7,766 5,402 16,662 3,965 5516 6,633

Amgen/Allergan

Boehringer Ingelheim

ABP 501
(US/EU/AU/CA)

ABP 710
(AV)

Basaglar
wi/Lilly (US/EV)

Sandoz GP2015
(Novartis)
Unknown
Coherus
(US)

Celltrion CT-P16 Herzuma(CT-P06) Truxima(CT-P10) Remsima(CT-P13)

(KR) (KR), US/EU-P3 (US/EU/LatAm) (US-pre/EU/JP/KR)
Samsung Bioepsis/ SB8 Renflexis(SB2)
Biogen/Merck (EV) (EUKR-approved)

Lo DMB3111
Korea |Dong-A/Meiji Seika
(KR/JP)
) . LBRx LBIM-0101
LG Life Science
(KR)
Aprogen/Binex
Nichi-Iko/Schnell
) BCD-022 BCD-057
Biocad ) . .
(Russia/Ukraine) (Russia)
i Unknown Basalog
Biocon/Mylan X .
(US/India) (India)
Reditux
Russia ) BOW 030 BOW 050 BOW 015
Epirus .
(Us) (Us) (India)
Intas Intacept Mabtas
Biopharmaceuticals (India) (India)
Reliance Life Sciences
Fujifilm Kyowa/ Unknown
Japan AstraZeneca (UP)
] AnBaiNuo
Hisun-Pfizer
(CN)

China Genor Biopharma GB222 GB221 GB232 GB242
(Walvax Biotech) (CN) (CN/Global) (CN/Global) (CN)
Shanghai CP Reumatocept
Guojian/Cipla (CN/India/LatAm)

Discovery Preclinical _ Phase Phase II BLA Submission Approval
Az 2f AL O[OS 3 2| MAIE]
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Recommendations Distribution of Ratings

B EXIo/A (e 71 LS FXelA ZAEMXR EANSE HIZ (712 20160129)
BUY : $137} CHH| 2HZ7}+H0% ot OVERWEIGHT : 8 YZEX[4CHH| +10% Zut BUY (Oi%~) : 859%

HOLD : 4527} CiH| 2837} +10% O|Li NEUTRAL : & §ZEX|4LHH| +10% OJLy HOLD (B&/ES) : 129%

REDUCE : 3127} | 2837} —10% Za UNDERWEIGHT : & $IZX|4~ CHH| —10% =1t REDUCE (IHE) : 1.2%

o Q= EXIO|7A0) Of5t +10% Lie| Z&x| 2ot Ths

374 1 100%
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