
Biosimilars…

• Κατώτερα ?

• Ανώτερα ?

• Ανοσογονικό(τερα) ?
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Συγκρίσιμη αποτελεσματικότητα μέχρι την 
εβδ.54

Ανάλυση του δευτερεύοντος τελικού σημείου

Park et al. Arthritis Research & Therapy 2016 
:18, 25

ITT population







)
Treatment difference = 6%

95% CI (-2%,15%)

PLANETRA: Πρωτεύον τελικό σημείο 

Equivalence demonstrated

Inflectra EPAR. 2013



PLANETRA Extension Trial Design
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PLANETRA (54 Weeks)1

• Eligible patients with RA from PLANETRA were enrolled in a 48-
week extension study to assess the efficacy and safety of 
switching from Remicade to CT-P13 (switch group) relative to 
maintenance on CT-P13 (maintenance group)2

• The objective of the study was to confirm long-term efficacy and 
safety of CT-P13 and to investigate switching from Remicade to 
CT-P13 in patients with RA2

PLANETRA Extension (48 

Weeks)2

1. Yoo DH, et al. Arthritis Res Ther. 2016l18(1):82. 2. Yoo DH, et al. Ann Rheum Dis. 2016;Apr 29 [Epub ahead of print]. 

PLANETRA 
Extension

ttp://www.ncbi.nlm.nih.gov/pubmed/27038608
http://www.ncbi.nlm.nih.gov/pubmed/27130908


Clinical Response Rates (ACR Criteria) 
at Weeks 78 and 102 (Efficacy Population)

ACR20/ACR50/ACR70, American College of Rheumatology definition of a 20%/50%/70%  improvement; CI, 95% confidence 

interval.

Yoo DH, et al. Ann Rheum Dis. 2016;Apr 29 [Epub ahead of print]. 

PLANETRA 
Extension
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http://www.ncbi.nlm.nih.gov/pubmed/27130908


Antidrug Antibody (ADA) Detection

at Weeks 78 and 102 (Safety Population)

Yoo DH, et al. Ann Rheum Dis. 2016;Apr 29 [Epub ahead of print]. 

PLANETRA 
Extension

P=0.82 P=0.48

P=1.0

http://www.ncbi.nlm.nih.gov/pubmed/27130908


PLANETAS Extension Trial Design
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• Eligible patients with AS from PLANETAS were enrolled in a 48-week
extension study to assess the efficacy and safety of switching from 
Remicade to CT-P13 (switch group) relative to maintenance on CT-P13
(maintenance group)2

• The objective of the study was to confirm long-term efficacy and safety of 
CT-P13 and to investigate switching from Remicade to CT-P13 in patients 
with AS2

1. Park W, et al. Arthritis Res Ther. 2016;18(1):25. 2. Park W, et al. Ann Rheum Dis. 2016;Apr 29 [Epub ahead of 

print]. 

PLANETAS 
Extension

http://www.ncbi.nlm.nih.gov/pubmed/27117698
http://www.ncbi.nlm.nih.gov/pubmed/26795209
http://www.ncbi.nlm.nih.gov/pubmed/27117698


•ASAS 20/ASAS 40/ASAS PR, Assessment of SpondyloArthritis international Society 20%/40% improvement 
criteria/partial remission.

•Park W, et al. Ann Rheum Dis. 2016;Apr 29 [Epub ahead of print]. 

PLANETAS 
Extension

• ASAS 20, ASAS 40, and ASAS PR responses were similar between the 
maintenance and switch groups at weeks 78 and 102

ASAS 20     ASAS 40    ASAS PR               ASAS 20     ASAS 40    ASAS PR 

Maintenance

Switch)

Week78                                                 Week 102

http://www.ncbi.nlm.nih.gov/pubmed/27117698


•Park W, et al. Ann Rheum Dis. 2016;Apr 29 [Epub ahead of print]. 

PLANETAS 
Extension

ADA Positivity 

P=0.39

ADA Persistency 

P=1.00

P=1.00

http://www.ncbi.nlm.nih.gov/pubmed/27117698




DANBIO Study Design

• Clinical efficacy and safety of switching from Remicade to CT-P13 
were assessed in patients with rheumatoid disease (n=647) 

• Patient diagnoses: RA (n=300), AS (n=219), PsA (n=96), other 
(n=32)

• Disease activity was measured and reasons for withdrawal were 
registered

Glintborg B, et al. Presented at: EULAR 2016. Abstract OP0225.

DANBIO

Patients with 
rheumatoid 

disease
Remicade

Treatment 
with CT-P13 

(n=693)

Follow-up at 
3 months 
(n=647)

http://www.abstractsonline.com/pp8/#!/3870/presentation/8053
http://www.abstracts2view.com/eular/view.php?nu=EULAR16L_OP0225&terms=


Results and Conclusions: DANBIO

• Mean time on Remicade was 6.7 years (range, 4.1-9.4 years) 

•Disease activity was largely unchanged after switching from Remicade to CT-P13 
compared to the 3-month period prior to switching

•During the follow-up period, 45 patients (7%) discontinued treatment with CT-P13: 
- 6% due to loss of efficacy (20) or AEs (16: 3 allergic reactions, 2 infections, 2 rashes, 9 

unspecified)
- 3 were in clinical remission
- 2 due to cancer
- 4 due to other reasons

• In 647 patients with inflammatory rheumatic diseases treated with Remicade for >4 years, 
disease activity was largely unaffected in the majority of patients 3 months after nonmedical 
switch to CT-P13 and comparable to the fluctuations observed in the 3 months prior to the 
switch. However, several patients (~6%) stopped treatment due to LOE or AE. This warrants 
further investigation before such a non-medical switch can be recommended

DANBIO

Disease Activity, Mean (IQR) Delta Value, Median (IQR) 

3 
Months
Before 
Switch Switch

3 
Months

After 
Switch

Before 
Switch

After 
Switch

P
Valu

e

DAS28 2.3 (1.8 
to 3.0)

2.3 (1.8 
to 3.2)

2.3 (1.9 
to 3.2)

0.0 (-0.3 
to 0.5)

0.1 (-0.2 
to 0.5)

0.07

BASDAI, 
mm 

26 (12 to 
47)

23 (7 to 
41)

23 (7 to 
41)

0 (-4 to 5) 0 (-3 to 
3)

0.5





NOR-SWITCH study

• CT-P13 ήταν διαθέσιμο στη Νορβηγία από τον Ιαν
2014

• Η νορβηγική κυβέρνηση  χρηματοδότησε  τη μελέτη, 
ΝΟR-Switch για να ελέγξει την ανταλλαξιμότητα από 
το προϊόν αναφοράς σε βιο-ομοειδές infliximab

• Τυχαιοποιημένη, διπλή-τυφλή, παράλληλων ομάδων 
μελέτη

• 500 ασθενείς για όλες τις ενδείξεις [ρευματοειδούς 
αρθρίτιδας, σπονδυλοαρθρίτιδας, ψωριασική
αρθρίτιδα, ελκώδης κολίτιδα, νόσος του Crohn και η 
χρόνια ψωρίαση κατά πλάκας]

• Πρωτεύον καταληκτικό σημείο ήταν η επιδείνωση της 
νόσου

• Τυχαιοποίηση ξεκίνησε το Νοέμβριο 2014



NOR- SWITCH Σχεδιασμός μελέτης

Screening

Stable patients (at 
least 6 months)

Randomisation

1:1

N= 500

Remicade
Disease worsening 

W52
Follow-up W78

CT-P13
Disease worsening 

W52
Follow-up W78

Πρωτεύον τελικό 
σημείο

Εβδομάδα 52

Switch

• Πρωτεύον τελικό σημείο: Αποτελεσματικότητα 

(επιδείνωση της νόσου)
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Kvien T, et al. Abstract LB15. UEGW 2016 



Ανοσογονικότητα 

22
Kvien T, et al. Abstract LB15. UEGW 2016 



Συνεχιζόμενες μελέτες και Registries



CT-P13: clinical evidence 
base

CT-P13

Phase I PK, safety and efficacy in ankylosing 
spondylitis (PLANETAS)1

Phase III RA (PLANETRA)2

Extension studies in AS & RA containing switch 
data3,4

Real World Evidence in IBD (>2000 patients)5-29

Over 2 years’ in-market experience and >20,000 
patient years30

1. Park et al. Ann Rheum Dis 2013;72(10):1605–1612   
2. Yoo et al.  Ann Rheum Dis 2013; 72:1613–1620
3. Park et al. Ann Rheum Dis 2016;0:1–9 epub
4. Yoo et al. Ann Rheum Dis 2016;0:1–9 epub
5-29.  References can be found on the following slide
30. Data on file; Pfizer PSUR submission




