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Δήιςζε ζύγθνμοζεξ ζομθενόκηςκ 

     Επς ιάβεη ηημεηηθή αμμηβή γηα αοηή ηεκ μμηιία από ηεκ 
εηαηνεία UCB 



2016 Global report on  

Psoriasis 

…recognized psoriasis as a serious noncommunicable 

disease (NCD) in the World. 

….that many people in the world suffer needlessly 

from psoriasis due to incorrect or delayed diagnosis, 

inadequate treatment options and insufficient access 

to care, and because of social stigmatization. 

…much of the suffering caused by this common and 

complex disease can be avoided. …improving access to 

early diagnosis…universally accessible health-care 

systems… 

 

Governments and other partners have a key role in 

addressing the unecessary social consequences of 

psoriasis… 
cec3ce 



Γηαηί; 



Η ρςνίαζε είκαη μία ζοζηεμαηηθή κόζμξ 
πμο επενεάδεη ζεμακηηθά ηεκ πμηόηεηα 
δςήξ θαη ηεκ ογεία ηςκ αζζεκώκ 
 
… ακελάνηεηα από ηεκ βανύηεηά ηεξ.  
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Η πιεημκόηεηα ηςκ αζζεκώκ με ρςνίαζε έπεη ήπηα 
– μέηνηα βανύηεηα 
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BSA=body surface area. 
*Data from a population-based survey involving 601 respondents who were diagnosed with psoriasis by a physician. BSA involvement was 
estimated by the number of palms of coverage.1 

 

1. Stern RS, et al. Investig Dermatol Symp Proc. 2004;9:136-139. 
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Κατανομή του BSA ςτουσ αςθενείσ1* 

(N=601) 

In a selected survey, 
94% of patients 
reported having 
localized plaques1 



Αθόμα θη ακ μη ακηηθεημεκηθμί δείθηεξ είκαη 
παμειμί, ε ρςνίαζε μπμνεί κα αλημιμγείηαη Μ-Σ 

από ημοξ αζζεκείξ 
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Σνβαξή 

Μέηξηα 

Ήπηα 

≤ 3 παιάκεο 

(n=2017) 

4-10 παιάκεο 

(n=376) 

>10 παιάκεο 

(n=156) 

 Lebwohl et al. J Am Acad Dermatol. 2014;70:871. 

Έθηαζε πξνζβεβιεκέλεο πεξηνρήο 

Σπλνιηθά 65% ησλ 

αζζελώλ κε κηθξήο 

έθηαζεο ςσξίαζε, 

αμηνιόγεζε ηελ 

θαηάζηαζή ηνπ σο 

κέηξηα ή θαη ζνβαξή 

Αμηνιόγεζε ηεο ςσξίαζεο από ηνπο ίδηνπο ηνπο αζζελείο 



Επίπηςζε ηεξ ρςνίαζεξ ζηε δςή ηςκ αζζεκώκ 

 Η οπμθεημεκηθή αίζζεζε ηεξ κόζμο είκαη πημ 

ηζπονόξ θαζμνηζηηθόξ δείθηεξ ηεξ πμηόηεηαξ 

δςήξ ηςκ αζζεκώκ µε ρςνίαζε ζογθνηηηθά µε ηηξ 

ακηηθεηµεκηθέξ θιηκηθέξ µεηνήζεηξ. 

 

 



Ταληκόμεζε ρςνίαζεξ με βάζε ημοξ δείθηεξ ηεξ κόζμο 

Finlay AY. Br J Dermatol 152:861-867,2005 
Smith et al. Br J Dermatol 153:486-497,2005 



Δλπδάησζε 

Τνπηθή ζεξαπεία 

• Τνπηθά ζηεξνεηδή 

• Αλάινγα βηηακίλεο D 

• Τνπηθά ξεηηλνεηδή 

• Άιιε ηνπηθή ζεξαπεία 

Φσηνζεξαπεία 

•  UVB 

•  PUVA 

•  laser 

Σπζηεκαηηθή Θεξαπεία 

•  Κπθινζπνξίλε 

•  Μεζνηξεμάηε 

•  Αζηηξεηίλε 
 

Βηνινγηθνί παξάγνληεο 

•  Infliximab 

•  Adalimumab 

•  Ertanecept 

•  Ustekinumab 

•  Secukinumab 

•  Brodalumab 

•  Certolizumab Pegol 

 
• Apremilast 

 

  Η ζεξαπεία ηεο ςσξίαζεο παξαδνζηαθά αθνινπζεί 

ζπγθεθξηκέλα βήκαηα 

  Μηα ζεξαπεπηηθή επηινγή πξέπεη λα 

απνηύρεη/αληέλδεημε πξνηνύ πξνρσξήζνπκε ζην 

επόκελν βήκα  

Παναδμζηαθόξ ζεναπεοηηθόξ αιγόνηζμμξ ζηε ρςνίαζε 

• Σνβαξή, αζηαζήο λόζνο  

• Ψσξηαζηθή αξζξίηηδα 

Smith et al. Br J Dermatol 2005; 153: 486-497 



DLQI 

Ακελάνηεηα από PASI , PGA, BSA 
ζεςνμύμε ςξ μέηνηα – ζμβανή ρςνίαζε 
θαη εθείκε με εκηόπηζε : 

Σνηπςηό θεθαιήξ θαη/ ή πνόζςπμ 

Γεκκεηηθά όνγακα  

Παιάμεξ ή/θαη πέιμαηα 

Οναηέξ εμθακείξ πενημπέξ 

Οκοπόιοζε ή μκοπμδοζηνμθία 
ημοιάπηζημκ 2 μκύπςκ άθνςκ πεηνώκ  

Έκημκμ θκεζμό  

Πανμοζία επίμμκςκ πιαθώκ  

…Αοηόξ όμςξ μ “βεμαηηζμόξ” 
απμηειεί ηεκ θιαζηθή 
ζεναπεοηηθή ζεώνεζε….. 

   ζύγπνμκα... 



Υπμζεναπεία ηεξ ρςνίαζεξ 

Labucel MC et al J. Am. Acad of Dermatology 2014 70 971-991 
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55% 52% 

4% 

5% 
8% 

1% 

1% 

1% 

2% 4% 

5% 

Βηνινγηθόο ±ηνπηθή 

 

Peros ± Βηνινγηθόο 

 

Peros ± ηνπηθή 

 

Τνπηθή 

 

Χσξίο ζεξαπεία 



Οη αζζεκείξ είκαη ηθακμπμηεμέκμη από ηε 
ζεναπεία πμο ιαμβάκμοκ;;; 



Πμζμζηό ακηθακμπμίεηςκ αζζεκώκ ζηε ζεναπεία 

40% 
40% 

50% 

JAMA dermatology 2012 : 110(10) 1180-1185  



Τη ζομβαίκεη όμςξ εηδηθά με ηηξ 
γοκαίθεξ με ρςνίαζε ;;; 



Women Experience Higher Stigmatisation Than Men 

Hawro M et al. J Am Acad Dermatol. 2017;76(4):648–654.e2.  

Stigmatisation was a strong predictor of quality of life impairment 
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* 

* 

* 

* 

Women with 

psoriasis 

(n=49) 

Men with 

psoriasis 

(n=66) 

*p≤0.005 for women vs men. An assessment of 115 patients using the Feelings of Stigmatisation 

Questionnaire. Only hospitalised patients were included. 



Impact of Genital Psoriasis on Women 
Compared to Men 
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N=354 

Women experienced more symptoms of genital psoriasis than men 

An observational, multicenter study of 354 consecutive psoriasis patients in two tertiary referral centres. Ryan C et al. J Am Acad Dermatol. 2015;72(6):978–983.  
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1Ceovic R et al. BioMed Res Int. 2013;2013:571912; 2Wu S et al. Acta 

Derm Venereol. 2016;96(7):927–931. 
CI: confidence interval; HR: hazard ratio. 

Prospective study of 163,763 women with psoriasis with 1253 cases of incident psoriasis. 

Multivariate HR (95% CI) 

Irregular menstrual cycles compared with regular cycles 1.32 (1.01–1.73) 

Surgical menopause compared with natural menopause 1.19 (1.01–1.40) 

Multiple births (≥2) compared with singleton birth 0.85 (0.71–1.01) 

Breastfeeding ≥24 months compared with never breastfeeding 0.69 (0.51–0.93) 

There is a trend towards lower psoriasis risk in women with multiple births and longer 

breastfeeding duration in younger women 

0,0 0,5 1,0 1,5 2,0Higher risk of 

psoriasis 

Lower risk of 

psoriasis 

Impact of Hormones on Psoriasis Disease Activity  

Irregular menstrual cycles and surgical menopause is associated with higher risk of psoriasis2 

Disease activity may fluctuate with hormonal changes throughout a woman’s 

lifetime and with each phase of the reproductive journey1 



Impact of Psoriasis and Biologic 
Treatment in Men and Women 
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Lower PASI Scores and Higher DLQI Scores Reported in Women 

Lesuis N et al. BMC Med. 2012;10:82. 

A Higher Percentage of Men than Women Receive Biologic Treatment (n=589) 

• 26% patients received biologic treatment: 

67.1% 32.9% 

Observational study. Data for psoriasis patients taken from the 2010 annual report of the Swedish 

Psoriasis Register for systemic treatment, which also included non-biologic treatment. 

N=2450 



Μπμνμύμε κα αολήζμομε ημ πμζμζηό ηςκ 
ηθακμπμηεμέκςκ αζζεκώκ;;; 
 
 

 Μπμνεί ημ certolizumab Pegol μ 
ελειηγμέκμξ αοηόξ ακηη TNF πανάγμκηαξ 
κα ζομβάιεη ζηε  

 Γνήγμνε  
 Απμηειεζμαηηθή  
 Αζθαιή 

 ακηημεηώπηζε ηςκ γοκαηθώκ με ρςνίαζε ζε 
όιεξ ηηξ πενηόδμοξ ηεξ δςήξ ηςκ;; 



Νύρηα 

Αξζξώζεηο 

Δλζεζίηηδα 

Γαθηπιίηηδα 

Γέξκα 

Certolizumab Pegol 

DLQI 



… ζε όιεξ ηηξ πενηόδμοξ δςήξ ημο ρςνηαζηθμύ 
αζζεκμύξ  



Certolizumab Pegol… έκαξ παιηόξ … κέμξ 
ελειηγμέκμξ ακηη TNF πανάγμκηαξ… 



Τμ CZP έκαξ παιηόξ πανάγμκηαξ ...  

Σμ CZP έπεη εγθνηζεί γηα ηε ζεναπεία ηεξ ρςνηαζηθήξ ανζνίηηδαξ, ηεξ 

νεομαημεηδμύξ ανζνίηηδαξ θαη ηεξ αλμκηθήξ ζπμκδοιανζνίηηδαξ1 

Σμ CZP έπεη επηδείλεη μαθνμπνόκηα απμηειεζμαηηθόηεηα ζε πμιιαπιέξ 

εκδείλεηξ2,3,4 

Σμ πνμθίι αζθαιείαξ ημο CZP είκαη θαιά ηεθμενηςμέκμ 

10 πνόκηα θιηκηθήξ εμπεηνίαξ1  

7 έηε παναθμιμύζεζε ηεξ αζθάιεηαξ (νεομαημεηδήξ ανζνίηηδα θαη κόζμ ημο Crohn *) 

ζε ζοκεπηδόμεκε ζεναπεία με CZP5,6 

Η έθζεζε ζε CZP εθηημάηαη όηη θζάκεη ηα 420,451 αζζεκμ-έηε7  

 

1Certolizumab pegol Summary of Product Characteristics. 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001037/human_med_001294.jsp&mid=WC0b01ac058001d124;  
2van der Heijde D et al. Rheum. 2017;56(9):1498–1509; 3Mease PJ et al. Ann Rhuem Dis. 2016;75 (suppl 2). p608–609. Abstract FRI0471; 4Bykerk VP et al. Ann Rheum Dis. 

2013;74(1):96–103;  
5Fleischmann R. et al. Rheum. 2017;4(1):57–69; 6Sandborn WJ. Aliment Pharmacol Ther. 2014;40(8):903–916; 7UCB Periodic Safety Update Report. 2017. p3 – Data available on 

request;  
8CT.gov: NCT02326298, https://clinicaltrials.gov/ct2/show/NCT02326298; 9CT.gov: NCT02326272, https://clinicaltrials.gov/ct2/show/NCT02326272; 10CT.gov: NCT02346240, 

https://clinicaltrials.gov/ct2/show/NCT02346240;  
11Reich K et al. EADV. 2017. Poster P1973; 12Augustin M et al. EADV. 2017. Poster P1969; 13UCB Press Release. July 2017. 

CZP is not approved for the treatment of chronic plaque psoriasis in the EU  

*CZP is not approved for the treatment of Crohn’s disease in the EU   

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001037/human_med_001294.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001037/human_med_001294.jsp&mid=WC0b01ac058001d124
https://clinicaltrials.gov/ct2/show/NCT02326298
https://clinicaltrials.gov/ct2/show/NCT02326272
https://clinicaltrials.gov/ct2/show/NCT02346240


...ζήμενα 

Η UCB ζοκεπίδεη ηεκ θιηκηθή ακάπηολε ημο CZP ζηεκ μέηνηα έςξ ζμβανή θαηά 

πιάθαξ ρςνίαζεξ 8,9,10 

Σμ πνόγναμμα θάζεξ 3 μιμθιενώζεθε 11,12 

Έγθνηζε ημκ Μάημ ημο 2018 από ημκ EMA γηα έκδεηλε ζηε μέηνηα έςξ ζμβανή θαηά 

πιάθαξ ρςνίαζε13 

 

1Certolizumab pegol Summary of Product Characteristics. 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001037/human_med_001294.jsp&mid=WC0b01ac058001d124;  
2van der Heijde D et al. Rheum. 2017;56(9):1498–1509; 3Mease PJ et al. Ann Rhuem Dis. 2016;75 (suppl 2). p608–609. Abstract FRI0471; 4Bykerk VP et al. Ann Rheum Dis. 

2013;74(1):96–103;  
5Fleischmann R. et al. Rheum. 2017;4(1):57–69; 6Sandborn WJ. Aliment Pharmacol Ther. 2014;40(8):903–916; 7UCB Periodic Safety Update Report. 2017. p3 – Data available on 

request;  
8CT.gov: NCT02326298, https://clinicaltrials.gov/ct2/show/NCT02326298; 9CT.gov: NCT02326272, https://clinicaltrials.gov/ct2/show/NCT02326272; 10CT.gov: NCT02346240, 

https://clinicaltrials.gov/ct2/show/NCT02346240;  
11Reich K et al. EADV. 2017. Poster P1973; 12Augustin M et al. EADV. 2017. Poster P1969; 13UCB Press Release. July 2017. 

CZP is not approved for the treatment of chronic plaque psoriasis in the EU  

*CZP is not approved for the treatment of Crohn’s disease in the EU   

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001037/human_med_001294.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001037/human_med_001294.jsp&mid=WC0b01ac058001d124
https://clinicaltrials.gov/ct2/show/NCT02326298
https://clinicaltrials.gov/ct2/show/NCT02326272
https://clinicaltrials.gov/ct2/show/NCT02346240


Γηαηί ζεςνείηαη ελειηγμέκμξ anti TNF 
πανάγμκηαξ;;; 

 
Σε ηη δηαθένεη από ημοξ οπάνπμκηεξ anti 

TNF πανάγμκηεξ ;;; 



Τμ CZP είκαη μ μόκμξ πεγθοιηςμέκμξ  ακηη-TNF πςνίξ ημήμα Fc 

Fab: Σύλδεζε θιάζκαηνο αληηγόλνπ, Fc: 

Κξπζηαιινπνηήζηκν θιάζκα, Ig: Αλνζνζθαηξίλε, 

PEG: Πνιπαηζπιελνγιπθόιε 

 

Λόγς ημο όηη δεκ οπάνπεη πενημπή Fc, ημ CZP δεκ ζοκδέεηαη ζημκ ημ FcRn θαη ζοκεπώξ δεκ ακαμέκεηαη κα 
οπάνπεη δηαμεζμιαβμύμεκε από ημκ FcRn μεηαθμνά μέζς ημο πιαθμύκηα4,5,6,7 

1Malek A et al. Am J Reprod Immunol. 1994;32(1):8–14. 
2Adapted from: Roopenian D, Akilesh S. Nat Rev Immunol. 

2007;7:715–725. 

3Adapted from: Weir N et al. Therapy. 2006;3:535–545. 
4Wakefield I et al. Toxicol Sci. 2011;122:170–176. 

 

 

5UCB Data on File. Baker T et al. EULAR 2013. Poster FRI0162. 
6UCB Data on File. Porter C et al. EULAR 2010. Poster THU0191. 
7Mariette X et al. Ann Rheum Dis. 2017. ePublication. 

 

 

 

Etanercept3  

Αλαζπλδπαζκέλνο ππνδνρέαο/ 

Fc πξσηεΐλε ζύληεμεο 

Υπνδνρέαο 

IgG1 

Fc 

Μνλνθισληθά αληηζώκαηα 

Infliximab3  Adalimumab3 

Golimumab3 

IgG1Fc 

    Fab 

Τν CZP είλαη ν κνλαδηθόο πεγθπιησκέλνο αληη-TNF ρσξίο Fc3 

    Fab′ 

PEG Φσξίο Fc 



Σε πμημοξ απεοζύκεηαη;;; 



Σε εκήιηθεξ αζζεκείξ με μέηνηα εςξ 
ζμβανή ρςνίαζε θαηά πιάθαξ πμο είκαη 
οπμρήθημη γηα ζοζηεμαηηθή ζεναπεία. 

Certolizumab Pegol ΠΧΠ πνμηκημξ  



Σρεδηαζκόο κειεηώλ CIMPASI 1 θαη CIMPASI 2 

Patients not achieving PASI50 at Week 16 entered the escape arm for treatment with CZP 400 mg. 
aLoading dose of CZP 400 mg Q2W at Weeks 0, 2 and 4 or Weeks 16, 18 and 20. 
ᵇPGA responder defined as PGA ‘clear’ or ‘almost clear’ with ≥2-category improvement on a 5-point scale. 
 

48 

<PASI50 - Withdrawn 

<PASI50 - Withdrawn 

<PASI50 - Withdrawn 

Screening 

Week 

Open-label treatment Initial treatment period  

(double-blind) 

32 

Maintenance period 

152 

Safety 

follow-up 

16 

≥PASI50, 

<PASI75 

0 

Randomisation 

<PASI50 

40 144 

Co-primary endpoints 

PASI75 and PGA 

responderᵇ rates at Week 16 

<PASI50 
LDa 

CZP 400 mg Q2W 

Placebo Q2W 

CZP 200 mg Q2W CZP 200 mg Q2W LDa 

<PASI50 - Withdrawn 

Escape CZP 400 mg Q2W 

1:2:2 

<PASI50 

Open-label dose switching 

C
IM

P
A

S
I 
1

/2
  

Adapted from Gottlieb AB et al. American Academy of Dermatology 

Annual Meeting. 2017. Oral Presentation 5077. 

        ≥PASI75 responders 

CZP is not approved for the treatment of chronic plaque psoriasis in the EU   



Γεκνγξαθηθά Αζζελώλ (ζπλδπαζκόο ησλ CIMPASI 1 θαη 

CIMPASI 2) 

  Placebo 

(N=100) 

CZP 200 mg Q2Wa 

(N=186) 

CZP 400 mg Q2W 

(N=175) 

Age (years), mean ± SD 45.7 ± 13.8 45.6 ± 13.2 45.0 ± 12.9 

Male, n (%) 61 (61.0) 125 (67.2) 103 (58.9) 

White, n (%) 89 (89.0) 173 (93.0) 160 (91.4) 

Geographic region, n (%) 

North America 

Central/Eastern Europe 

Western Europe 

 

61 (61.0) 

21 (21.0) 

18 (18.0) 

 

110 (59.1) 

43 (23.1) 

33 (17.7) 

 

106 (60.6) 

36 (20.6) 

33 (18.9) 

Weight (kg) 

Mean ± SD 

Range 

 

91.25 ± 23.4 

47.0–188.9 

 

95.1 ± 23.4 

48.0–174.5 

 

92.0 ± 24.8 

45.3–197.5 

BMI (kg/m2) 

Mean ± SD 

Range 

 

31.2 ± 7.4 

17.7–56.1 

 

32.0 ± 7.8 

15.8–59.7 

 

31.2 ± 7.9 

17.9–66.1 

C
IM

P
A

S
I 
1

/2
  

Randomised set. 
aCZP 200 mg Q2W patients received loading dose of CZP 400 mg at Weeks 0, 2, and 4. 

UCB Data on File (Psoriasis Integrated Summary of Efficacy Final Tables. 

2017. Table 2.2) – Data available on request 

CZP is not approved for the treatment of chronic plaque psoriasis in the EU   



Φαξαθηεξηζηηθά ηεο Νόζνπ (ζπλδπαζκόο ησλ CIMPASI 1 θαη CIMPASI 2) 

 

  Placebo 

(N=100) 

CZP 200 mg Q2Wa 

(N=186) 

CZP 400 mg Q2W 

(N=175) 

Duration of psoriasis at screening (years)  

Mean ± SD 

Range 

17.0 ± 12.6 

0.5–48.4 

17.7 ± 12.9 

0.5–51.6 

18.5 ± 12.6 

0.7–56.9 

Concurrent psoriatic arthritisb, 

n (%) 
  13 (13.0) 32 (17.2) 41 (23.4) 

PASI score 

Mean ± SD 

Range 

 

18.6 ± 6.6 

12.0–44.9 

 

19.2 ± 7.2 

11.7–53.0 

 

19.6 ± 7.3 

11.6–68.6 

BSA (%), mean ± SD 23.1 ± 13.6 23.5 ± 14.9 23.6 ± 14.3 

PGA score, n (%) 

3: moderate 

4: severe 

 

72 (72.0) 

28 (28.0) 

 

128 (68.8) 

58 (31.2) 

 

126 (72.0) 

49 (28.0) 

DLQI total score, mean ± SD 13.4 ± 7.8 14.2 ± 7.4 13.7 ± 6.9 

Prior biologic use (yes), n (%) 

anti-TNF 

29 (29.0) 

 19 (19.0) 

62 (33.3) 

44 (23.7) 

59 (33.7) 

39 (22.3) 
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Randomised set. 
aCZP 200 mg Q2W patients received loading dose of CZP 400 mg at Weeks 0, 2, and 4. 
bPresence of concurrent PsA was self-reported. 

UCB Data on File (Psoriasis Integrated Summary of Efficacy Final Tables. 

2017. Table 2.2) – Data available on request 

CZP is not approved for the treatment of chronic plaque psoriasis in the EU   



Είκαη γνήγμνμ θαη απμηειεζμαηηθό ;;; 



Αληαπόθξηζε PASI75 θαη PASI90 ηελ 16ε Δβδνκάδα 

CIMPASI 1 and CIMPASI 2 Pooled 

UCB Data on File (Psoriasis Integrated Summary of Efficacy Final Tables. 2017. 

Table 5.2, 6.2, 5.3.1, 6.3.1) – Data available on request. 
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aCZP 200 mg Q2W patients received loading dose of CZP 400 mg at Weeks 0, 2, and 4. 

Randomised set (Wk 0–16); Maintenance set (Wk 16–48).  Based on logistic regression model with factors for 

treatment, region and prior biologic exposure (yes/no) using MCMC method for multiple imputation.  

Patients not achieving PASI50 at Week 16 treated as non-responders for all subsequent timepoints. 

Only patients achieving PASI50 at Week16 continued into the maintenance period of the study (Week 16–48). 

**p<0.0001 vs placebo. P-values are not adjusted for multiplicity.  

 

CZP is not approved for the treatment of chronic plaque psoriasis in the EU   

a a 
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Αληαπόθξηζε PASI75 θαη PASI90 ηελ 48ε Δβδνκάδα 

CIMPASI 1 and CIMPASI 2 Pooled 

UCB Data on File (Psoriasis Integrated Summary of Efficacy Final Tables. 2017. 

Table 5.2, 6.2, 5.3.1, 6.3.1) – Data available on request. 
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aCZP 200 mg Q2W patients received loading dose of CZP 400 mg at Weeks 0, 2, and 4. 

Randomised set (Wk 0–16); Maintenance set (Wk 16–48).  Based on logistic regression model with factors for 

treatment, region and prior biologic exposure (yes/no) using MCMC method for multiple imputation.  

Patients not achieving PASI50 at Week 16 treated as non-responders for all subsequent timepoints. 

Only patients achieving PASI50 at Week16 continued into the maintenance period of the study (Week 16–48). 

**p<0.0001 vs placebo. P-values are not adjusted for multiplicity.  

 

CZP is not approved for the treatment of chronic plaque psoriasis in the EU   
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62% 
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Open-label phase 

Open-label phase 

CIMZIA 200 mg Q2W demonstrates maintained long-term efficacy 

Adapted from Gordon K AAD 2019 MCMC imputation. Patients not achieving PASI 50 at Weeks 32, 40 or 48 were classed as non-responders at subsequent timepoints. 
aAll patients received CZP 200 mg Q2W at Week 48; depending on PASI response during the open-label phase, any dose adjustments 

were either mandatory or at the discretion of the Investigator. DLQI: Dermatology Life Quality Index; MCMC: Markov Chain Monte 

Carlo. PASI: Psoriasis Area Severity Index; Q2W: every two weeks.  

Patients received CZP 200 mg Q2W through Weeks 0–96a 

(N=186) 

PASI75 

PASI90 

https://www.google.co.uk/imgres?imgurl=https://d3p2qewzsoh75c.cloudfront.net/uploads/conferences/logo/200/american_academy_of_dermatology_aad_1546937454.jpg&imgrefurl=https://www.emedevents.com/c/medical-conferences-2019/77th-annual-meeting-of-the-american-academy-of-dermatology-aad-2019&docid=Gv3c6oHI5FCijM&tbnid=qpVBJ19CNVyArM:&vet=10ahUKEwjU8fXz6bPgAhVFqHEKHQQ3CIgQMwhCKAIwAg..i&w=200&h=200&bih=643&biw=1218&q=AAD&ved=0ahUKEwjU8fXz6bPgAhVFqHEKHQQ3CIgQMwhCKAIwAg&iact=mrc&uact=8


At Week 48 all patients received CZP 200 mg 

Q2W 

At Week 48 all patients received CZP 200 mg 

Q2W 

Open-label phase 

Open-label phase 

Patients received CZP 200 mg Q2W through Weeks 0–96a 

(N=175) 
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CZP 400 mg Q2W demonstrates maintained long-term 

efficacy which is lost in some patients that dose down 

Adapted from Gordon K AAD 2019 MCMC imputation. Patients not achieving PASI 50 at Weeks 32, 40 or 48 were classed as non-responders at subsequent timepoints. aAll 

patients received CZP 200 mg Q2W at Week 48; depending on PASI response during the open-label phase, any dose adjustments were either 

mandatory or at the discretion of the Investigator. CZP: certolizumab pegol; DLQI: Dermatology Life Quality Index; MCMC: Markov Chain 

Monte Carlo; PASI: Psoriasis Area Severity Index; Q2W: every two weeks.  

PASI75 

PASI90 

https://www.google.co.uk/imgres?imgurl=https://d3p2qewzsoh75c.cloudfront.net/uploads/conferences/logo/200/american_academy_of_dermatology_aad_1546937454.jpg&imgrefurl=https://www.emedevents.com/c/medical-conferences-2019/77th-annual-meeting-of-the-american-academy-of-dermatology-aad-2019&docid=Gv3c6oHI5FCijM&tbnid=qpVBJ19CNVyArM:&vet=10ahUKEwjU8fXz6bPgAhVFqHEKHQQ3CIgQMwhCKAIwAg..i&w=200&h=200&bih=643&biw=1218&q=AAD&ved=0ahUKEwjU8fXz6bPgAhVFqHEKHQQ3CIgQMwhCKAIwAg&iact=mrc&uact=8


Σε ζπέζε με άιιμοξ ακηη TNF 
πανάγμκηεξ;;; 



Σρεδηαζκόο κειέηεο CIMPACT 

 

< PASI50 - Withdrawn 

< PASI75 

< PASI75 

< PASI75 

CZP 400 mg Q2W 

Washout 

< PASI75 

1:3:3:3 

CZP 200 mg Q2W 

48 Week 

Open-label treatment Initial treatment 

period  

(double-blind) 

32 

Maintenance period 

152 

Safety 

follow up 

0 

Randomisation 

40 144 

Placebo Q2W 

12 

CZP 400 mg Q2W 

CZP 200 mg Q2W 

Re-randomisation 

36 44 

Primary endpoint 

PASI75 at Week 12 

ETN 50 mg BIW Washout 

16 

Placebo Q2W 

CZP 400 mg Q2W 

CZP 200 mg Q2W 

Placebo Q2W 

CZP 200 mg Q2W 

Placebo Q2W 

LDa 

CZP 200 mg Q2W 

CZP 400 mg Q4W 

Placebo Q2W 
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Adapted from Piguet V et al. EADV. 2017. Poster P1967.  

LDa 

Open-label dose switching 

< PASI50 - Escape 

Arm 

Patients not achieving PASI75 at Week 16 entered the escape arm for treatment with CZP 400 mg. 
aLoading dose of CZP 400 mg Q2W at Weeks 0, 2 and 4 or Weeks 16, 18 and 20. 
 

CZP is not approved for the treatment of chronic plaque psoriasis in the EU  

For information about non-UBC products, consult the relevant country SmPC  



Γεκνγξαθηθά Αζζελώλ κειέηεο CIMPACT 

 

Randomised set. 
aCZP 200 mg Q2W patients received loading dose of CZP 400 mg at Weeks 0, 2, and 4. 

 

  Placebo 

(N=57) 

ETN 

(N=170) 

CZP 200 mg 

Q2Wa 

(N=165) 

CZP 400 mg 

Q2Wa 

(N=167) 

All CZP 

(N=332) 

Age (years), mean ± SD 46.5 ± 12.5 44.6 ± 14.1 46.7 ± 13.5 45.4 ± 12.4 46.0 ± 13.0 

Male, n (%) 34 (59.6) 127 (74.7) 113 (68.5) 107 (64.1) 220 (66.3) 

White, n (%) 57 (100) 163 (95.9) 158 (95.8) 162 (97.0) 320 (96.4) 

Geographic Region, n  (%) 

North America 

Central/East Europe 

Western Europe 

 

10 (17.5) 

36 (63.2) 

11 (19.3) 

 

 29 (17.1) 

111 (65.3) 

 30 (17.6) 

 

 26 (15.8) 

107 (64.8) 

 32 (19.4) 

 

 27 (16.2) 

109 (65.3) 

 31 (18.6) 

 

 53 (16.0) 

216 (65.1) 

 63 (19.0) 

Weight (kg) 

Mean ± SD 

Range 

 

93.7 ± 29.7 

55.0–198.5 

 

88.6 ± 20.7 

49.0–170.0 

 

89.7 ± 20.6 

49.0–171.1 

 

86.3 ± 20.0 

41.8–152.0 

 

88.0 ± 20.4 

41.8–171.1 

BMI (kg/m2) 

Mean ± SD 

Range 

 

31.2 ± 8.5 

19.6–57.4 

 

29.5 ± 6.3 

18.4–64.6 

 

29.8 ± 6.1 

18.3–53.0 

 

28.9 ± 5.9 

15.4–45.1 

 

29.4 ± 6.0 

15.4–53.0 
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Adapted from Lebwohl M et al. Maui Derm for Dermatologists. 2017. Poster.  

CZP is not approved for the treatment of chronic plaque psoriasis in the EU.  

For information about non-UBC products, consult the relevant country SmPC  



Φαξαθηεξηζηηθά ηεο Νόζνπ Αζζελώλ κειέηεο CIMPACT  

 

  Placebo 

(N=57) 

ETN 

(N=170) 

CZP 200 mg 

Q2Wa 

(N=165) 

CZP 400 mg 

Q2Wa 

(N=167) 

All CZP 

(N=332) 

Duration of psoriasis at screening (years)  

Mean ± SD 

Range 

18.9 ± 12.9 

0.8–54.6 

17.4 ± 12.0 

0.6–63.8 

19.5 ± 13.2 

0.5–63.7 

17.8 ± 11.5 

0.5–56.9 

18.6 ± 12.4 

0.5–63.7 

Concurrent psoriatic arthritisb, 

n (%) 
12 (21.1)   27 (15.9)   27 (16.4)   24 (14.4)   51 (15.4) 

PASI score 

Mean ± SD 

Range 

 

19.1 ± 7.1 

12.0–43.1 

 

21.0 ± 8.2 

11.2–48.0 

 

21.4 ± 8.8 

12.0–55.5 

 

20.8 ± 7.7 

12.0–58.5 

 

21.1 ± 8.3 

12.0–58.5 

BSA (%), mean ± SD 24.3 ± 13.8 27.5 ± 15.5 28.1 ± 16.7 27.6 ± 15.3 27.8 ± 16.0 

PGA scorec, n (%) 

3: moderate 

4: severe 

 

40 (70.2) 

17 (29.8) 

 

115 (67.6) 

 55 (32.4) 

 

114 (69.1) 

 51 (30.9) 

 

113 (67.7) 

 54 (32.3) 

 

227 (68.4) 

105 (31.6) 

DLQI total score, mean ± SD 13.2 ± 7.6 14.1 ± 7.4 12.8 ± 7.0 15.3 ± 7.3 14.1 ± 7.2 

Prior biologic use, n (%) 

anti-TNF 

11 (19.3) 

  5 (8.8) 

  51 (30.0) 

    8 (4.7) 

44 (26.7) 

 4 (2.4) 

48 (28.7) 

 4 (2.4) 

92 (27.7) 

 8 (2.4) 
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Randomised set. 
aCZP 200 mg Q2W patients received loading dose of CZP 400 mg at Weeks 0, 2, and 4. 
bPresence of concurrent PsA was self-reported. 

Adapted from Lebwohl M et al. Maui Derm for Dermatologists. 2017. Poster.  

CZP is not approved for the treatment of chronic plaque psoriasis in the EU.  

For information about non-UBC products, consult the relevant country SmPC  



Αληαπόθξηζε PASI75 ηελ 12ε Δβδνκάδα 

Adapted from Lebwohl M et al. Maui Derm for Dermatologists. 2017. Poster. 
1UCB Data on File (PS0003 Wk12 Final Tables. 2017. Table 4.2a) – Data 

available on request 
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Randomised set. Based on logistic regression model with factors for treatment, region and prior biologic 

exposure (yes/no) using MCMC method for multiple imputation.  

**p<0.0001 vs placebo; †non-inferior vs ETN based on a 10% non-inferiority margin (95% CI for the difference of 

CZP vs ETN was [-2.9, 18.9]), ††superior vs ETN (p<0.05)1. P-values adjusted for multiplicity at Week 12.  

 

aCZP 200 mg Q2W patients received loading dose of CZP 400 mg at Weeks 0, 2, and 4. CZP is not approved for the treatment of chronic plaque psoriasis in the EU  

For information about non-UBC products, consult the relevant country SmPC  



Randomised set. Based on logistic regression model with factors for treatment, region and prior biologic 

exposure (yes/no) using MCMC method for multiple imputation. 

*p<0.05, **p<0.0001 vs placebo; †p<0.05 vs ETN; CZP 200 mg Q2W non-inferior to ETN at Week 12.  

P-values are adjusted for multiplicity at Week 12 and 16.  
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Wk12 values from Lebwohl M et al. Maui Derm for Dermatologists. 2017. Poster. 

UCB Data on File (PS0003 Wk16 Final Tables. 2017. Table 4.2a, 4.2c) – Data 

available on request. 

a 

aCZP 200 mg Q2W patients received loading dose of CZP 400 mg at Weeks 0, 2, and 4. CZP is not approved for the treatment of chronic plaque psoriasis in the EU  

For information about non-UBC products, consult the relevant country SmPC  



Τη ζομβαίκεη όμςξ ακ έπεη πνμεγεζεί 
άιιμξ βημιμγηθόξ πανάγμκηαξ ;;; 



Αληαπόθξηζε PASI75 αλάινγα κε ηελ πξνεγνύκελε 

έθζεζε ζε βηνινγηθό παξάγνληα 

Σπλδπαζκόο ησλ CIMPASI 1 θαη CIMPASI 2 

Randomised set. Missing data imputed using NRI. Treatment by subgroup interaction P-

values are from a logistic regression model with factors for treatment group, region, prior 

biologic exposure (yes/no), study, study*region, study*prior biologic exposure (yes/no), 

subgroup, and the treatment by subgroup interaction term (P-values >0.5). 

Performed Firth's penalised maximum likelihood estimation to reduce bias in the parameter 

estimates. 
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UCB Data on File (Psoriasis Integrated Summary of Efficacy 

Final Tables. 2017. Table 5.1.1) – Data available on request. 
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a 

aCZP 200 mg Q2W patients received loading dose of CZP 400 mg at Weeks 0, 2, and 4 
CZP is not approved for the treatment of chronic plaque psoriasis in the EU   



Σηε θαζεμενηκή θιηκηθή πναθηηθή...  



Αζζελήο 368-03 
Άλδξαο 18 εηώλ 

Γηάξθεηα λόζνπ: 0,8 έηε 

1 πξνεγνύκελε αγσγή γηα ςσξίαζε 

 

CPZ 400mg Q2W / 

CPZ 200mg Q2W 

  



 

 

Αζζελήο 368-03 

50 

CPZ 400mg Q2W 
 

Baseline 

PGA score: severe 

PASI score: 21,4 

 



 

 

Αζζελήο 368-03 

51 

CPZ 400mg Q2W 
 

12ε Δβδνκάδα 

PGA score: mild 

PASI score: 3,4 

 



 

 

Αζζελήο 368-03 

52 

CPZ 200mg Q2W 
 

Week 16 

PGA score: mild 

PASI score: 2,0 

 



 

 

Αζζελήο 368-03 

53 

CPZ 400mg Q2W 
 

Baseline 

PGA score: severe 

PASI score: 21,4 

 



 

 

Αζζελήο 368-03 

54 

CPZ 400mg Q2W 
 

12ε Δβδνκάδα 

PGA score: mild 

PASI score: 3,4 

 



 

 

Αζζελήο 368-03 

55 

CPZ 200mg Q2W 
 

16ε Δβδνκάδα 

PGA score: mild 

PASI score: 2,0 

 



 

 

Αζζελήο 368-03 

56 

CPZ 200mg Q2W 
 
 

48ε Δβδνκάδα 

PGA score: almost clear 

PASI score: 1,2 

 



Σηε ρςνηαζηθή μκοπία είκαη 
απμηειεζμαηηθό ;;;  



1. Jiaravuthisan MM, et al. JAAD 2007;57(1):1-27, 2. Tan ES, et al. Am J Clin Dermatol 2012;13:375-388, 3. Ortonne JP, et al. JEADV 2010;24(1):22-7, 4. Νatarajan V, et al. Indian 

J Dermatol 2010;76:723.  5. Radtke MA, et al. J Dtsch Dermatol Ges 2013;11:203–19, 6. Wozel G, et al. Clin Dermatol 2008;26:448-45, 7. Gladman DD, et al. J. Rheumatol. 

2012;39(9):352-54, 8. Jamshidi F, et al. Arch Iran Med. 2008;11(2):162-165, 5. Wilson FC, et al. Arthritis Rheum. 2009;61(2);233-239. 

Χςνίαζε μκύπςκ 



DLQI 

Ακελάνηεηα από PASI , PGA, BSA 
ζεςνμύμε ςξ μέηνηα – ζμβανή ρςνίαζε 
θαη εθείκε με εκηόπηζε : 

Σνηπςηό θεθαιήξ θαη/ ή πνόζςπμ 

Γεκκεηηθά όνγακα  

Παιάμεξ ή/θαη πέιμαηα 

Οναηέξ εμθακείξ πενημπέξ 

Οκοπόιοζε ή μκοπμδοζηνμθία 
ημοιάπηζημκ 2 μκύπςκ άθνςκ πεηνώκ  

Έκημκμ θκεζμό  

Πανμοζία επίμμκςκ πιαθώκ  



Φαναθηενηζηηθά.. 



Οη De Jong et al. αλαθέξνπλ όηη:  

  Οη αζζελείο κε ςσξηαζηθνί νλπρία  

0 25 50 75 100 

Σεκαληηθή αηζζεηηθή αλαπεξία 

Πξόβιεκα ζηελ εξγαζία 

Πόλν 

93% 

58% 

52% 

Τππηθά νη αζζελείο παξαπνληνύληαη γηα δπζθνιία λα πηάζνπλ κηθξά 

αληηθείκελα, λα δέζνπλ ηα θνξδόληα ηνπο ή λα ρεηξηζηνύλ ηα θνπκπηά 

ησλ ξνύρσλ ηνπο 



Πανά ηε ζεμακηηθή ανκεηηθή επίπηςζε ζηε 

θαζεμενηκόηεηα ηςκ αζζεκώκ ε ρςνηαζηθή μκοπία 

παναμέκεη οπμζεναπεοόμεκε, είηε ηειείςξ αζενάπεοηε. 



mNAPSI Outcomes at Week 48 
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UCB Data on File (Psoriasis Integrated Summary of Efficacy Final 

Tables. 2017. Table 9.1, 9.2) – Data available on request. 

aCZP 200 mg Q2W patients received loading dose of CZP 400 mg at Weeks 0, 2, and 4. 

Maintenance set (Wk 16–48); observed case. Only patients achieving PASI50 at Week16 continued into the 

maintenance period of the study (Week 16–48). 

Statistical analysis is not available at Week 48.  
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Placebo (N=1) CZP 200 mg Q2W  (N=79) CZP 400 mg Q2W (N=76)
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mNAPSI CfB mNAPSI = 0 

Baseline mNAPSI:   8.0               5.4              5.0     

CIMPASI 1 and CIMPASI 2 Pooled; In Patients with mNAPSI >0 at Baseline 
a 



Σηεκ θαζεμενηκή θιηκηθή πναθηηθή ... 



Αζζελήο 350-01 
Άλδξαο 29 εηώλ 

Γηάξθεηα λόζνπ: 9,6 έηε 

1 πξνεγνύκελε αγσγή γηα ςσξίαζε 

 

CPZ 400mg Q2W  

  



 

 

Αζζελήο 350-01 

66 

CPZ 400mg Q2WP 
 

Baseline 

PGA score: moderate 

PASI score: 17,2 

 

 



 

 

Αζζελήο 350-01 

67 

CPZ 400mg Q2W 
 

12ε Δβδνκάδα 

PGA score: clear 

PASI score: 0 

 

 



 

 

Αζζελήο 350-01 

68 

CPZ 400mg Q2W 
 

16ε Δβδνκάδα 

PGA score: clear 

PASI score: 0 

 



 

 

Αζζελήο 350-01 

69 

CPZ 400mg Q2W 
 

48ε Δβδνκάδα 

PGA score: clear 

PASI score: 0 

 



Ωξ πνμξ ηεκ ρςνηαζηθή ανζνίηηδα;;; 



Η ρςνηαζηθή ανζνίηηδα είκαη πνόκηα θιεγμμκώδεξ 
ανζνίηηδα πμο ζπεηίδεηαη με ρςνίαζε 

Αηηημιμγία άγκςζηε. Ωζηόζμ, έπμοκ εκημπηζηεί 
ανθεηέξ γεκεηηθέξ ζοζπεηίζεηξ 

 

Χνόκηα, πνμμδεοηηθή, θιεγμμκώδεξ δηαηαναπή 
ηςκ ανζνώζεςκ θαη ημο δένμαημξ 
 

Εθδειώκεηαη ζε πμζμζηό έςξ θαη 30% ηςκ 
αζζεκώκ με ρςνίαζε 

 

Σπεηίδεηαη με ζοκκμζενόηεηεξ πμο επίζεξ 
ζοκδέμκηαη με ρςνίαζε 
 

Μεηώκεη ηεκ ιεηημονγηθή ηθακόηεηα θαη ηεκ 
πμηόηεηα δςήξ 

 



Υπμδηαγκςζμέκε κόζμξ ε PsA ζηα δενμαημιμγηθά ηαηνεία: 
 
 29% ηςκ αζζεκώκ (n=100) ζε ηαηνείμ ρςνίαζεξ 

δηαγκώζηεθακ με PsA μεηά από ελέηαζε από νεομαημιόγμ 
(84% ιάμβακακ ζοζηεμαηηθή ζεναπεία) 

                                                            Haroon M et al., Ann Rheum Dis 2013 

Καζοζηένεζε ζηε 
δηάγκςζε ηεξ PsA  

Χεηνόηενε 
πνόγκςζε   

Χςνηαζηθή Ανζνίηηδα (PsA) 



PsA>10 έηε, n=283, ελέηαζε/δηάγκςζε ζε 6 μήκεξ – 
1,2 πνόκηα από έκανλε ζομπηςμάηςκ  



Η ΧA πμο δεκ ακηημεηςπίδεηαη ζεναπεοηηθά μπμνεί 
κα πνμθαιέζεη με ακαζηνέρημε βιάβε ηςκ 

ανζνώζεςκ, ζμβανή ακαπενία θαη ζοκκμζενόηεηεξ  

Η ΧΑ ζοπκά δηαγηγκώζθεηαη ειιηπώξ ή ιακζαζμέκα, αιιά μη ζοκέπεηεξ ηεξ 
απμηοπίαξ δηάγκςζεξ θαη απμηειεζμαηηθήξ ακηημεηώπηζεξ μπμνεί κα είκαη ζμβανέξ 

. . Lloyd P et al. Arthritis. 2012;2012:176298; 2. Gladman D et al. Ann Rheum Dis. 2005;64(Suppl 2):ii14-ii17; 3. Landells I et al. Skin Ther Lett. 2008;13:4-7. 



Σρεδηαζκόο κειέηεο RAPID-PsA 

aLoading dose of PBO; 

LD: Loading Dose; sc: subcutaneously; TJC: Tender Joint Count; SJC: Swollen Joint Count. 

Adult 

pts 

with 

active 

PsA 

n=409 

CZP 400 mg Q4W§ sc 

CZP 200 mg Q2W sc 

L

D 

 48 16 

L

D 

Wk 0 24 

CZP LD 400 mg  

Wk 0, 2, 4 

Double-Blind Period Screening 

n=138 

n=135 

n=136 

n=30 

n=29 

L

D              PBO 

12 

Dose-Blind Period 

CZP 400 mg Q4W§ sc 

CZP 200 mg Q2W sc 

LD 

LD n=30 

n=31 

CZP 200 mg Q2W sc 

CZP 400 mg Q4W§ sc LD 

LD 

CZP LD 400 mg Wk 16, 18, 20 
Placebo escape 

Patients who failed to achieve a ≥10% 

decrease in TJC and SJC at both Week 14 

and 16 were randomised in a blinded manner 

to escape treatment from Week 16. 

Placebo completers 

Patients who completed the 

double-blind phase on PBO 

were randomised to CZP in a 

dose-blind manner. 

Open-Label Period 

216 96 

a 

CZP LD 400 mg CZP Wk 24, 26, 28 

75 

Adapted from Mease PJ et al. RMD Open. 2015;1(1):e000119 

 

§For maintenance in PsA, CZP 400 mg Q4W before clinical response is confirmed is not an approved dose in the European Union 



Απνδξνκή ηεο Δλζεζίηηδαο: 216 Δβδνκάδεο 

Σε αζζελείο κε ελζεζίηηδα θαηά ηελ έλαξμε† (post-hoc analysis) 

RS; OC 

*Total resolution defined as the % of pts with baseline involvement achieving complete clearance; †LEI ≥1; LEI: Leeds 

Enthesitis Index 

P
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n
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 (
%

) 

Week 

[VALUE] % 

0
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90

100

0 24 48 72 96 120 144 168 192 216

Wk0 CZP 200 mg Q2W (n=88) Wk0 CZP 400 mg Q4W (n=84)

§ 

Wk 216 
CZP 200 

mg Q2W 

CZP 400 

mg Q4W§ 

NRI 69.3 72.6 

OC 77.2 77.4 

Adapted from FitzGerald et al. AAD 2017. ePoster 4386 



Απνδξνκή ηεο Γαθηπιίηηδαο: 216 Δβδνκάδεο 

Σε αζζελείο κε δαθηπιίηηδα θαηά ηελ έλαξμε† (post-hoc analysis) 

 

RS; OC 

*Total resolution defined as the % of pts with baseline involvement achieving complete 

clearance; †≥1 dactylitic digit with a circumference ≥10% larger compared with the 

contralateral digit; LDI: Leeds Dactylitis Index. 
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 [VALUE] % 

[VALUE] % 
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100

0 24 48 72 96 120 144 168 192 216

§ 

Wk 216 
CZP 200 

mg Q2W 

CZP 400 

mg Q4W§ 

NRI 88.6 73.7 

OC 92.6 91.3 

Adapted from FitzGerald et al. AAD 2017. ePoster 4386 



Επηπιέμκ...  



PASI 100: 216 Δβδνκάδεο ζεξαπείαο 

Σε αζζελείο κε ≥3% Psoriasis BSA θαηά ηελ έλαξμε  

RS; OC 

*Total resolution defined as the % of pts with baseline involvement achieving complete clearance (0% BSA) 
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%

) 

Week 

§ 

[VALUE] % 

[VALUE] % 

0
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0 24 48 72 96 120 144 168 192 216

Wk0 CZP 200 mg Q2W (n=90) Wk0 CZP 400 mg Q4W (n=76)

Wk 216 
CZP 200 

mg Q2W 

CZP 400 

mg Q4W§ 

NRI 43.3 36.8 

OC 44.8 42.9 



[VALUE] % 

[VALUE] % 

0
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100

0 24 48 72 96 120 144 168 192 216

Wk0 CZP 200 mg Q2W (n=92) Wk0 CZP 400 mg Q4W (n=105)

Απνδξνκή ηεο ςσξηαζηθήο νλπρίαο: 216 Δβδνκάδεο 

Σε αζζελείο κε Ψσξηαζηθή Ολπρία θαηά ηελ έλαξμε (post-hoc analysis) 

RS; OC 

*Total resolution defined as the % of pts with baseline involvement achieving complete clearance. mNAPSI: 

Modified Nail Psoriasis Severity Index 

 

 

P
a

ti
e

n
ts

 (
%

) 

Week 

Wk 216 
CZP 200 

mg Q2W 

CZP 400 

mg Q4W 

NRI 60.9 67.6 

OC 69.2 73.1 

1. Adapted from FitzGerald et al. AAD 2017. ePoster 4386 



Ωξ πνμξ ηεκ πμηόηεηα δςήξ;;;  



Επίπηςζε ηεξ ρςνίαζεξ ζηε δςή ηςκ αζζεκώκ 

Η ρςνίαζε, πανόηη δεκ πνόθεηηαη γηα κόζεµα άµεζα απεηιεηηθό γηα ηα 
δςή, έπεη ζεµακηηθά ανκεηηθή επίδναζε ζηεκ πμηόηεηα δςήξ ηςκ 
αζζεκώκ.  
 
΢οκδοάδεηαη µε ζεµακηηθμύ βαζµμύ ροπμιμγηθή-ζοκαηζζεµαηηθή 
επηβάνοκζε, µείςζε ηεξ αοημεθηίµεζεξ, ροπηαηνηθέξ δηαηαναπέξ, 
θμηκςκηθμμηθμκμµηθέξ επηπηώζεηξ θαη θμηκςκηθό ζηηγµαηηζµό. 
 

HRQoL, health-related quality of life 
†Includes cancer, arthritis, hypertension, heart disease, diabetes and depression 
 

1Korman et al; J Dermatolog Treat 2015; Early Online 1–6; 2Breuer et a; J Eur Acad Dermatol Venereol. 2015 Mar 2 e pub; 3Kimball et al. J Eur Acad Dermatol Venereol 
2010;24:989–1004; 4Armstrong et al. J Hypertens 2013;31:433–442; 5Strohal et al. J Eur Acad Dermatol Venereol 2014;28:1661–1669; 6Rapp et al. J Am Acad Dermatol 
1999;41:401–407 



Προςαρμογή από Krueger G, et al. Arch Dermatol. 2001;137:280-284 

88% Φόβοσ επιδείνωςησ 

81% Αμηχανία 

75% Ντροπή 

54% Κατάθλιψη 

10% Αυτοκτονικζσ τάςεισ 

0 10 20 30 40 50 60 70 80 90 100 

Χοπμ-θμηκςκηθέξ επηδνάζεηξ ηεξ ζμβανήξ Χςνίαζεξ 



Randomised set. Based on adjusted least squares means from an ANCOVA model with treatment group, region,  

and prior biologic exposure (yes/no) as factors and Baseline DLQI score as a covariate using LOCF imputation.  

**p<0.0001 vs placebo. P-values not adjusted for multiplicity.  

Statistical analysis is not available for DLQI MCID or DLQI 0/1 responder rate. 
aCZP 200 mg Q2W patients received loading dose of CZP 400 mg at Weeks 0, 2, and 4 

DLQI 0/1 Response at Week 16 
 

5,9% 
8,2% 

10,5% 
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1Adapted from Thaçi D et al. EADV. 2017. Poster P1971; 
2Adapted from Piguet V et al. EADV. 2017. Poster P1967.  

(N=51) (N=95) (N=88) (N=49) (N=91) (N=87) (N=57) (N=165) (N=167) 
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Placebo (N=57) ETN (N=170) CZP 200 mg Q2W  (N=165) CZP 400 mg Q2W (N=167)

DLQI, DLQI MCID and DLQI 0/1 at Week 12 
 

 

 

UCB Data on File (PS0003 Wk16 Final Tables. 2017. Table 4.3a, 

4.3b, 4.3h) – Data available on request. 
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** 
** 

Baseline DLQI:    13.2        14.1         12.8        15.3  

a 

Randomised set. Based on adjusted least squares means from an ANCOVA model with treatment group, region, and prior 

biologic exposure (yes/no) as factors and Baseline DLQI score as a covariate using LOCF imputation.  

**p<0.0001 vs placebo. P-values not adjusted for multiplicity. CZP vs ETN and ETN vs PBO statistical analyses are not available. 
aCZP 200 mg Q2W patients received loading dose of CZP 400 mg at Weeks 0, 2, and 4 

  

For information about non-UBC products, consult the relevant country SmPC  



Randomised set (Wk 0–16); Maintenance set (Wk 16–48). Missing values imputed using NRI.            Note: 

5 patients achieved PASI50 but still went to the escape maintenance arm. These subjects were 

considered non-responders after Week 16 for this graph. Statistical analysis is not available for DLQI 0/1 

responder rate. ᵇDLQI remission defined as DLQI ‘clear (0)’ or ‘almost clear (1)’.  

 

Durability of DLQI 0/1 Response to Week 48 
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41% 

51% 

Adapted from Gottlieb A et al. J Am Acad Dermatol. 2018. [Epub ahead of print];  

Exact values from UCB Data on File (Psoriasis Integrated Summary of Efficacy Final 

Tables. 2017. Table 7.3.2; Psoriasis Integrated Summary of Efficacy Post-hoc Tables. 

2018. Table 7.3.2b)  – Data available on request. 

47% 

48% 

7% 

aCZP 200 mg Q2W patients received loading dose of CZP 400 mg at Weeks 0, 2, and 4. 

DLQI score Placebo 
CZP 200 mg 

Q2W 

CZP 400 mg 

Q4W 

Baseline, mean 13.4 14.2 13.7 

CfB at Wk16, mean -3.1 -10.0 -9.8 

CIMPASI 1 and CIMPASI 2 Pooled 
a 



Τη ζομβαίκεη όμςξ με ηηξ ηδηαίηενεξ 
ακάγθεξ ηςκ γοκαηθώκ ακαπαναγςγηθήξ 

ειηθίαξ;;;  



Σηελ Δπξώπε, 

πεξίπνπ 45% ησλ 

θπήζεσλ 
Γελ είλαη πξνγξακκαηηζκέλεο39a,b 

~82% ησλ γπλαηθώλ 
ζα βηώζνπλ ηνπιάρηζηνλ κηα θύεζε 

ζηε δσή ηνπο38 

Παξά ηα ζηνηρεία πνπ δείρλνπλ όηη ε αζζέλεηα 

κπνξεί λα βειηησζεί θαηά ηε δηάξθεηα ηεο 

εγθπκνζύλεο, ζρεδόλ νη κηζέο 

γπλαίθεο δελ εκθαλίδνπλ 

θακία αιιαγή ή 

παξνπζηάδνπλ επηδείλσζε 

ησλ ζπκπησκάησλ 

ςσξίαζεο θαηά ηε δηάξθεηα 

ηεο εγθπκνζύλεο40 

Δίλαη ζεκαληηθό λα ππάξρεη έλα θαηάιιειν ζεξαπεπηηθό πιάλν πνπ λα 

ππνζηεξίδεη ηηο γπλαίθεο πνπ πηζαλώο λα ρξεηαζηεί λα ζπλερίζνπλ ηε 

ζεξαπεία θαηά ηε δηάξθεηα ηεο εγθπκνζύλεο θαη ηνπ ζειαζκνύ 



Many Women with Psoriasis Flare Post-Partum 

 

Murase JE et al. Arch Dermatol. 2005;141(5):601–606. 

In patients with psoriasis, BSA increases significantly as early as 6 weeks post-partum 

44% of women with psoriasis experience no 

improvement or worsening of their 

disease activity during pregnancy 

65% of women with psoriasis experience a 

worsening of their disease activity post-

partum 

55% 

21% 

23% 

Improvement No Change Worsening

[VALUE]% 

[VALUE]% 

[VALUE]% 

Improvement No Change Worsening

Prospectively collected data from university-affiliated obstetric and dermatology clinics. 

Pregnant patients: n=47. 



Επηπιέμκ... 
 
 

Η ρςνίαζε θαηά ηε δηάνθεηα ηεξ 
εγθομμζύκεξ δεκ θαίκεηαη κα είκαη απιά 
έκα αηζζεηηθό πνόβιεμα…  



Depression Is Common in Patients With Psoriasis, Especially 

in Pregnant Women 

[VALUE]
% 

Depression No depression

[VALUE]
% 

Depression No depression

10% 

21% 

1McDonough E et al. J Rheumatol. 2014;41(5):887–896; 
2Bandoli G et al. Br J Dermatol. 2010;163(2):334–349. 

 

Prevalence of Depression in 

Patients with Psoriasis (n=135)1 

Prevalence of Depression in Pregnant 

Women with Psoriasis (n=170)2 

Depression has been linked with an increased risk of preterm 

birth, low birth weight and spontaneous abortion2 

1Consecutive patients attending PsA and dermatology clinics were assessed for depression and anxiety using the 

Hospital Anxiety and Depression Scale. Patients underwent a clinical assessment according to a standard protocol and 

completed questionnaires assessing their health and quality of life. 2Data collected prospectively from the Organization of 

Teratology Information Specialists (OTIS) Autoimmune Diseases in Pregnancy Project. 



Psoriasis May be an Independent Risk Factor for Negative 

Pregnancy Outcomes (1/2) 

1Ben-David G et al. J Reprod Med. 2008;53(3):183–187; 
2Bobotsis R et al. Br J Dermatol. 2016;175(3):464–472. 

2008 Retrospective Case-Controlled 

Study (N=145 deliveries in 84 women)1 

2016 Systematic Review Including  

9 Observational Studies*2 

• Psoriasis was significantly associated 

with: 

• Recurrent abortions 

• Chronic hypertension 

• Cesarean delivery 

• No clear evidence of increased adverse 

outcomes in pregnant women with 

psoriasis 

• 4/9 studies reported statistically 

significant increase in risk of ≥1 of: 

• Spontaneous abortion 

• Caesarean delivery 

• Low birth weight 

• Macrosomia 

• Large for gestational age 

• Composite outcome of both prematurity and low birth 

weight 

Although no consensus has been reached, multiple recent studies show that psoriasis is 

likely to contribute to an increased risk of adverse pregnancy outcomes1,2 

*Observational studies and clinical trial data evaluating pregnancy outcomes in women clinically diagnosed with psoriasis 

and/or PsA were eligible. Studies must have examined direct measures of foetal morbidity and mortality in adult women 

with psoriasis. Studies that were of poor quality or that did not report pregnancy outcomes independently of diseases were 

excluded. Literature reviews and case reports were also excluded. Studies included a mixture of patients who were 

medicated or non-medicated throughout pregnancy.1 



Psoriasis May be an Independent Risk Factor for Negative 

Pregnancy Outcomes (2/2) 

1Chiou MJ et al. Arthritis Rheumatol. 2017;69 (suppl 10):Abstract 1314; 
2Bröms G et al. Acta Derm Venereol. 2018 [Epub ahead of print]. 

2018 Danish and Swedish Population-Based 

Cohort Study 
(N=8,097 deliveries in 6,103 women with psoriasis)2 

• Psoriasis was associated with an 

increased risk of: 

• Gestational diabetes 

• Gestational hypertension 

• Pre-eclampsia 

• Elective caesarean delivery 

• Emergency caesarean delivery  

2017 Taiwan National Health Insurance and 

National Birth Registry 
(N=3,669 deliveries in women with psoriasis)*1 

• Outcomes were worse in women with 

psoriasis than in the general population 

 

 

Maternal Outcomes Neonatal Outcomes 

• Caesarean delivery 

• Gestational 

hypertension 

• Pre-eclampsia 

• Antepartum 

haemorrhage 

• Severe postpartum 

haemorrhage 

• Gestational diabetes 

• Stillbirth 

• Low birth weight 

• Prematurity 

• Small for gestational 

age 

• Apgar score <7 at 5 

minutes 

Although no consensus has been reached, multiple recent studies show that psoriasis is 

likely to contribute to an increased risk of adverse pregnancy outcomes1,2 



Psoriasis Severity May Further Predict Negative Pregnancy 

Outcomes (1/2) 

1Cohen-Barak E et al. J Eur Acad Dermatol Venereol. 2011;25(9):1041–

1047; 2Gulliver W et al. Glob Dermatol. 2015;2(4):147–153. 

Retrospective Matched Cohort Study 
(N=68 deliveries in 35 women with psoriasis, 

N=237 controls)1 

Newfoundland and Labrador NLCHI Live 

Birth System2 

• Moderate-to-severe disease associated 

with negative outcomes 

• Increased spontaneous and induced 

abortions in psoriasis patients 

• Statistically significant increase in: 

• Pregnancy-induced 

hypertensive disease 

• Premature rupture of 

membranes 

• Macrosomia (birth weight 

>4000 g) 

• Large for gestational age 
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No negative outcome Negative outcome*

• Disease severity may be predictive of 

overall adverse pregnancy outcomes: 

*Outcomes included delivery by caesarean section, SGA, LBW, PTB and diagnosis of any congenital 

anomaly at birth. The study did not adjust for the effect of medical treatment for psoriasis on outcomes. 

Adverse outcomes associated with psoriasis severity may be due to the effects of treatment.2 



Μπμνεί ημ Certolizumab Pegol κα 
βμεζήζεη ηηξ γοκαίθεξ με ρςνίαζε θαη ζε 

αοηή ηεκ ηδηαίηενε πενίμδμ ηεξ δςήξ 
ημοξ;; 



CZP: Monovalent, Fc-free, PEGylated, Anti-TNFα 

The clinical relevance of the structure of CZP in humans is not fully understood 

Fab′ 

PEG 

Anti-TNFα with no Fc 

region3 

• Avoidance of Fc-

mediated effects2,4 

• No to minimal placental 

transfer of CZP from 

mothers to infants5 

Size of molecule 

• PEGylated anti-TNF to 

prolong half life to 14 

days3 

• Minimal transfer of CZP 

from plasma to breast 

milk6 

Monovalent anti-TNF1,4 

• CZP does not cross-link antigens to form large immune complexes 

1Cassinotti A et al. Core Evid. 2007;2(3):209–224; 2Shim H. Exp Mol Med. 2011;43:539–549; 3Pasut G. Biodrugs. 

2014;28(Suppl. 1):S15-S23; 4Nesbitt A et al. Inflamm Bowel Dis. 2007;13(11):1323–1332; 5Mariette X et al. Ann 

Rheum Dis. 2018;77(2):228–233, 6Clowse MEB et al. Ann Rheum Dis. 2017;76(11):1890–1896.  

CZP is a recombinant, humanised antibody Fab' fragment against TNFα 

expressed in Escherichia coli and conjugated to PEG3 



Μεηαθνξά ηεο IgG κέζσ ηνπ πιαθνύληα κέζσ λενγληθνύ ππνδνρέα Fc (FcRn) 

 

99 

• Η ελεξγόο κεηαθνξά ηεο IgG κέζσ ηνπ πιαθνύληα δηακεζνιαβείηαη από ηνλ 

λενγληθό ππνδνρέα Fc (FcRn) πνπ ζπλδέεηαη ζηελ πεξηνρή Fc.1,2 

1Malek A et al. Am J Reprod Immunol. 1994;32(1):8-14 
2Adapted from: Roopenian D et al. Nat Rev Immunol. 2007;7:715-725 
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Μεηξηθή θπθινθνξία  

(θπζηνινγηθό pH) 
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Δκβξπτθή θπθινθνξία 

(θπζηνινγηθό pH) 
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101 

≥3 pre-study 

doses 

Home health nursing 

visits 

= CZP 200 mg Q2W = CZP 400 mg Q4W 

= Breast milk sampling (sample taken pre-

dose on Day 0 and Day 14 for Q2W dosing or 

on Day 28 for Q4W dosing) 

Birth 
Day 0a 

Pre CZP dose 

Day 14 

Pre CZP dose 

Day 28 

Pre CZP dose 

5 weeks (± 5 

days) after 

final sample 
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Είκαη όμςξ αζθαιήξ;;;  



Αζθάιεηα ζπκβαηή κε ηα ζθεπάζκαηα ηεο θαηεγνξίαο ρσξίο λέα ζήκαηα 

αζθάιεηαο:  Γεδνκέλα εβδνκάδσλ 0 έσο 16 

Safety set. 
aCZP 200 mg Q2W patients received loading dose of CZP 400 mg at Weeks 0, 2, and 4. 
bIncidence of new cases per 100 subject-years 
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Further details  

on TEAEs 

UCB Data on File (Psoriasis Clinical Overview. 2017. p53), (Psoriasis Integrated 

Summary of Safety Final Tables. 2017. Table 5.1.3, 5.1.4) – Data available on request. 

 n (%) [incidence rateb]  

Placebo 

(N=157) 

 

100 subject-years = 0.47 

CZP 200 mg Q2Wa 

(N=350) 

 

100 subject-years = 1.07 

CZP 400 mg Q2W 

(N=342) 

 

100 subject-years = 1.05 

All CZP 

(N=692) 

 

100 subject-years = 2.11 

Any TEAE 97 (61.8) [342.58] 197 (56.3) [292.12] 217 (63.5) [348.30] 414 (59.8) [319.10] 

Serious TEAE 7 (4.5) [15.40] 5 (1.4) [4.73] 16 (4.7) [15.61] 21 (3.0) [10.08] 

Discontinuation due to TEAE 0 4 (1.1) 4 (1.2) 8 (1.2) 

Drug-related TEAE 20 (12.7) 45 (12.9) 54 (15.8) 99 (14.3) 

Severe TEAE 8 (5.1) 8 (2.3) 13 (3.8) 21 (3.0) 

Death 0 0 0 0 

CZP is not approved for the treatment of chronic plaque psoriasis in the EU   



Αζθάιεηα ζπκβαηή κε ηα ζθεπάζκαηα ηεο θαηεγνξίαο ρσξίο λέα ζήκαηα 

αζθάιεηαο: Γεδνκέλα εβδνκάδσλ 16 έσο 48 

Safety set.  
aPatients switching from ETN 50 mg BIW to CZP 200 mg Q2W received loading dose of CZP 400 mg at Weeks 16, 20, and 24. 
bIncidence of new cases per 100 subject-years. 
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Further details  

on TEAEs 

UCB Data on File (Psoriasis Clinical Overview. 2017. p54), 

(Psoriasis Integrated Summary of Safety Final Tables. 2017. 

Table 5.4.2, Table 5.4.4) – Data available on request. 

 n (%) [incidence rateb]  

CZP 200 mg Q2Wa 

(N=348) 

 

100 subject-years = 2.0 

CZP 400 mg Q2W 

(N=540) 

 

100 subject-years = 3.1 

All CZP 

(N=888) 

 

100 subject-years = 5.2 

Any TEAE 230 (66.1) [198.33] 352 (65.2) [198.26] 582 (65.5) [198.29] 

Serious TEAE 18 (5.2) [9.07] 25 (4.6) [8.15] 43 (4.8) [8.51] 

Discontinuation due to TEAE 9 (2.6) 20 (3.7) 29 (3.3) 

Drug-related TEAE 48 (13.8) 73 (13.5) 121 (13.6) 

Severe TEAE 12 (3.4) 22 (4.1) 34 (3.8) 

Death 0 1 (0.2) 1 (0.1) 

CZP is not approved for the treatment of chronic plaque psoriasis in the EU   



Καη ζε πμημ δμζμιμγηθό ζπήμα επηηογπάκεη 
ηα παναπάκς;;;  



Πεξίιεςε Χαξαθηεξηζηηθώλ ηνπ Πξντόληνο  

Δόζη θόπηιζηρ 

Η ζςνιζηώμενη δόζη έναπξηρ ηος Cimzia για ενήλικερ 

αζθενείρ είναι 400 mg (σοπηγούμενα υρ 2 ςποδόπιερ 

ενέζειρ ηυν 200 mg η κάθε μία) ηιρ εβδομάδερ 0, 2 και 4 

 

Δόζη ζςνηήπηζηρ 

 

Μεηά ηην απσική δόζη, η δόζη ζςνηήπηζηρ ηος Cimzia για 

ενήλικερ αζθενείρ με τυπίαζη καηά πλάκαρ είναι 200 mg 

κάθε 2 εβδομάδερ. Μποπεί να εξεηαζηεί η σοπήγηζη 400 mg 

κάθε 2 εβδομάδερ ζε αζθενείρ με ανεπαπκή ανηαπόκπιζη.  

 



Τειηθα....  



Μπμνμύμε κα βμεζήζμομε ηηξ 
επηβανομέκεξ γοκαίθεξ με ρςνίαζε;;; 
 
 

 Μπμνεί ημ certolizumab Pegol μ 
ελειηγμέκμξ αοηόξ ακηη TNF πανάγμκηαξ 
κα ζομβάιεη ζηε  

 Γνήγμνε  
 Απμηειεζμααηηθή  
 Αζθαιή 

 ακηημεηώπηζε ηςκ γοκαηθώκ με ρςνίαζε ζε 
όιεξ ηηξ πενηόδμοξ ηεξ δςήξ ηςκ;; 



Σύμθςκα με ηα evidence based δεδμμέκα   



 Η ζεναπεία με CZP 400 mg Q2W ή 200 mg Q2W ζοζπεηίζηεθε με 

ζηαηηζηηθά ζεμακηηθέξ βειηηώζεηξ ζηα ζεμεία θαη ηα ζομπηώμαηα 

ηεξ μέηνηαξ έςξ ζμβανήξ πνόκηαξ ρςνίαζεξ θαηά ηεκ ανπηθή πενίμδμ 

ζε ζύγθνηζε με ημ εηθμκηθό θάνμαθμ1,2 


 Οη μειέηεξ CIMPASI 1, CIMPASI 2, θαη CIMPACT έδεηλακ πανόμμηα 

απμηειέζμαηα αζθάιεηαξ θαη απμηειεζμαηηθόηεηαξ1,2 

 Η απμηειεζμαηηθόηεηα PASI75 πμο παναηενήζεθε ζηεκ ανπηθή 

πενίμδμ δηαηενήζεθε έςξ ηεκ εβδμμάδα 963,4 

 

 

 

¹Gottlieb AB et al. American Academy of Dermatology Annual Meeting. 

2017. Oral Presentation 5077; 2Lebwohl M et al. Maui Derm for 

Dermatologists. 2017. Poster; 3Reich K et al. EADV. 2017. Poster P1973; 
4Augustin M et al. EADV. 2017. Poster P1969. 

CZP is not approved for the treatment of chronic plaque psoriasis in 

the EU  

For information about non-UBC products, consult the relevant 

country SmPC  

...Take home message 



 Σμ CZP έπεη επηδείλεη μαθνμπνόκηα απμηειεζμαηηθόηεηα με εονέςξ 

ηεθμενηςμέκε μαθνμπνόκηα αζθάιεηα ζηε ΡΑ, ζηεκ axSpA θαη ζηεκ ΨΑ 

 Σμ CZP είκαη μ βημιμγηθόξ πανάγμκηαξ πμο είκαη ηδηαίηενα 

ειθοζηηθόξ γηα γοκαίθεξ 

 Σμ πνμθίι αζθάιεηαξ ημο CZP θαίκεηαη κα είκαη ζύμθςκμ με ημ 

γκςζηό πνμθίι αζθάιεηαξ ηςκ ακηη-ΤΝF θαη δεκ έπμοκ εκημπηζηεί 

κέα ζήμαηα αζθάιεηαξ με μπμηαδήπμηε από ηα δμζμιμγηθά ζπήμαηα έςξ 

48 εβδμμάδεξ ζεναπείαξt1,2,3,4 

 

 

 

¹Gottlieb AB et al. American Academy of Dermatology Annual Meeting. 

2017. Oral Presentation 5077; 2Lebwohl M et al. Maui Derm for 

Dermatologists. 2017. Poster; 3Reich K et al. EADV. 2017. Poster P1973; 
4Augustin M et al. EADV. 2017. Poster P1969. 

CZP is not approved for the treatment of chronic plaque psoriasis in 

the EU  

For information about non-UBC products, consult the relevant 

country SmPC  

...Take home message 



…. Εσταριστώ για την προσοτή  

     σας…. 


