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First experience with therapy of severe forms of psoriasis with biosimilar
infliximab

M. Tichy, R. Kopova, J. Sternbersky

JEADV 2016, 30, 446-556

* 3 avdpeg/1yvvaika pe cofapn Ywpioon
* 3/4 + bwplaoikn) apdpitida
* Aoon: 5 mg/kg biosimilar infliximab

* Follow-up: eBdopdadec 0-14-30




First experience with therapy of severe forms of psoriasis with biosimilar
infliximab
M. Tichy, R. Kopova, J. Sternbersky

JEADV 2016, 30, 446-556
* 45 €TWV AVOPUC
* Wwpioon
* 5mg/kg b. infliximab

PASI score
* week 0:48.2

* week14:5.6

* week 30:2.4




2 VUTTEPAOUXT

N amoteAecpATIKOTNTH KAl ) 0 AAEL TOU BLOOHOELSOUG
NTaV avaAoy”n pe TNV avadepOUEVN YIX TO GAPLOKO
oavabopdc”

“KAWVIKEC EKONAWOCELG AVOTOYOVIKOTNTOC, AVTIOPACEWY KATA
Vv €yyvon 1 dAAec AE dev SiamiotwOnkov”

M. Tichy, et al. JEADV 2016, 30, 446-556



The infliximab biosimilar in the ®
treatment of moderate to severe Cossark

plaque psoriasis

Paolo Dapavo, MD," Igor Vujic, MD,” Maria Teresa Fierro, MD,"
Pietro Quaglino, MD," and Martina Sanlorenzo, MD"
Turin, Italy, and Vienna, Austria

Cohort 1 ,
Switch
30 [FX .
Follow-u
237 ws (14-576) P
35 Ps pts 23 weeks
(13-33 ws)

Cohort 2
5 CT-P13

—

J Am Acad Dermatol 2016;75:736-9.



AmotedeopatTa

Cohort 1:

*PASI & VAS dev eiyov oTaTIoTIKWC onpovTikni dladopd TpLv Kol HeTd To switch, oto
téAo¢ tou F-UP (P > .05)

Cohort 2:
*PASI 75 tnv 101 £fdopcda
*Amovoia AE



NOR-SWITCH Study implemented by the Norwegian government’

Randomized, double-blind, parallel-group 52-week safety/efficacy study

* Objective:
To assess the safety and efficacy of switching from Remicade
to the biosimilar treatment CT-P13 in patients with rheumatoid

arthritis, spondyloarthritis, psoriatic arthritis, ulcerative colitis,
N O R Crohn’s disease, and chronic plaque psoriasis

<> * N=500 (Estimated)
SWITC H * Anticipated completion:
January 2017

o Estimated Primary Completion Date:
July 2016 (Final data collection date for primary outcome measure)

1. ClinicalTrials.gov. The NOR-SWITCH Study. Accessed April 2016.
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40 Study centers

PATIENTS

481 Patients

M Psoriasis

B Rheumatoid Arthritis
B Ulcerative Colitis

B Crohn's Disease

B Psoriatic Arthritis

B Spondyloarthritis

T. Kvien et al. Biosimilar Infliximab is not inferior to originator infliximab results from the
52-week randomized NOR-SWITCH Trial
United European Gastroenterology Week, Vienna October 2016,



Change in Disease Measures
From Baseline

Rate Difference

(95% CI)
FO};ysician's global assessment of disease activity (o— 0.00 (1.62) 0.11 (1.56) -039-0.09
Patient's global assessment of disease activity (0-10) 0.43 (1.87) 0.30 (2.20) -0.37-0.29
Log,, erythrocyte sedimentation rate (mm/h) 0.019 (0.254) 0.006 (0.308) -0.065-0.028
Log,, C-reactive protein (mg/L) 0.020 (0.345) 0.023 (0.419) -0.086-0.038
Log,, fecal calprotectin (mg/kg) 0.035 (0.506) 0.096 (0.477) -0.118-0.177
Harvey-Bradshaw Index (CD) 0.26 (2.35) 0.49 (3.15) -1.14-0.33
Partial Mayo score (UC) 0.09 (1.28) -0.17 (1.68) -0.30-0.59
BASDALI (SpA) 0.25 (1.01) -0.15 (1.38) -0.50-0.47
ASDAS (SpA) 0.07 (0.59) -0.19 (0.67) -0.27-0.24
DAS28 (RA, PsA) 0.30 (0.98) 0.08 (0.93) -0.08-0.61
CDAI (RA, PsA) 1.51 (5.54) 0.67 (3.94) -0.35-2.94
SDAI (RA, PsA) 1.56 (5.67) 0.69 (4.41) -0.68-2.86
PASI (Ps) -0.50 (1.88) -0.44 (1.87) -1.10-0.55




Article type  : Research Letter

Infliximab biosimilar CT-P13 in the treatment of chronic plaque psoriasis. Data

from the Psobiosimilars registry

P. Gisondi,' L. Bianchi,”> A. Conti,” P. Dapavo,® P. Malagoli,” S. Piaserico,° F.

Savoia,” F. Prignano® and G. Girolomoni' May 2017

» Aim: effectiveness and safety of infliximab biosimilar CT-
P13

* No. patients with psoriasis=204, registered in the
Psobiosimilars registry from July 2015 to December 2016




Cohort 1

[FX( n=122) Follow-up

204 ps pts o

Cohort 2

CT-P13
(n=82)

Br ] Dermatol 2017



Results

« Switch to CT-P13 does not 35.
result in significant change
in clinical response or AE 25-

* CT-P13 is effective in naive
patients with a PASI
reduction being in line
with that reported for the
originator




“Ta Broopoetdn Svvnrika pumopovv va ditxpuiaéouvy yia T
OUCTIJUOTA VYELOC ONUAVTIKA XPUATIKX TOOU KO VX
avénoouv tnv mpocPuaocn mepIoadTepwV aobevwy oe
Ocpaneieg-(wri¢ (life-changing treatments)

Jorgen Jahnsen

Prof. Gastrenterology, University of Oslo, Norway
Co-author of the NOR SWITCH study
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