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Στθν Ψωριαςικι Αρκρίτιδα εμπλζκονται 6 πεδία τθσ νόςου με τισ 
αντίςτοιχεσ κλινικζσ εκδθλώςεισ 

Ψωριαςική Ονυχία2 

60%21 

Ψωρίαςη3–5 

85%21 

Περιφερειακή 
Αρθρίτιδα8–13 

Ενθεςίτιδα14–20 

79%21 

Αξονική Νόςοσ6,7 

21%21 

 

Δακτυλίτιδα14,19 

30%21 

100% 



│ Unmet Needs │ 
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Prevalence of Disease Domain Manifestations in  
Patients with PsA 

2,617 patients with PsA enrolled in the Corrona PsA/SpA Registry. 

*Other (2–4 domains) presentation includes all other combinations of ≥2 domains not shown in the figure; †Other (1 domain) 
presentation includes axial disease, enthesitis and dactylitis. 

Adapted from Ogdie A et al. Arthritis Rheumatol. 2019;71 (suppl 10). Abstract 2475.  
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Κάθε αςθενήσ μπορεί να παρουςιάςει ζνα μοναδικό ςυνδυαςμό 
των ςυμπτωμάτων και τησ βαρφτητάσ τουσ με διαφορετικό φορτίο 
τησ νόςου γεγονόσ που αντανακλά τη πολυπλοκότητα τησ νόςου. 



│ Unmet Needs │ 

Extra-musculoskeletal Manifestations and  
Comorbidities in Patients with Psoriatic Disease 

Uveitis 

7–20% 7–18% 

PsA2 PSO1 

IBD 

2.3% 4% 

PsA4 PSO3 

Psoriasis 

NA 94% 

PsA5 PSO 

Cardiovascular disease 

8% 14% 

PsA7 PSO6 

Prevalence of EMMs and comorbidities in patients with PSO is similar to patients 
with PsA 

Extra-musculoskeletal manifestations (EMMs) 
including psoriasis, uveitis, inflammatory bowel 
disease (IBD) and nail 
disease1-4,8,11-12 

Comorbidities including cardiovascular disease6,7 

Peripheral articular manifestations such as 

enthesitis5-7 

Nail Disease 

15–79% Up to 80% 

PsA12 PSO11 

Enthesitis 

39.5%* 35–57% 

PsA6,7 PSO5 
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*Patients with enthesitis and/or synovitis. 



΢ΤΝΝΟ΢ΗΡΟΣΗΣΕ΢ ΚΑΙ ΨΑ 

΢υννοςθρότθτεσ ςε αςκενείσ με  ΨΑ                                                         Αςκενείσ με >3 ςυννοςθρότθτεσ                                               

Polachek A, et al Arthr Care Res 2016 
Caotes L, Arthritis Rhemauatl 2016 
Husted JA et al, J Rheumatol 2013 



Dandorfer et al, Semin Rheum 2012;42:32-41 
Gossec et al, Ann Rheum Dis 2014;73:1012-19 



│ Unmet Needs │ Key Factors Contributing to Disease Severity in  
Psoriatic Disease 

Adapted from Lebwohl MG et al. J Am Acad Dermatol. 2014;70(5):871–881.  

Self-reported data (population-based patient survey). 
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Itching and location of skin involvement in psoriasis, and pain/swelling of joints upon joint involvement, are the patient-reported factors 

mostly contributing to disease severity 



│ Unmet Needs │ 

Progression of Psoriatic Disease 

1. Mease PJ and Armstrong AW. Drugs. 2014;74(4):423–441. 

2. Gladman DD et al. Ann Rheum Dis. 2005;64 Suppl 2:ii14–17. 

3. Leung Y et al. J Postgrad Med. 2007;53:63–71. 

4. Kumar R et al. Indian J Dermatol Venereol Leprol. 2014;80(1):15–23. 

5. Cohen M et al. J Rheumatol. 1999;26:1752–1756. 

Of all PSO patients, as many as ~40% will 

develop PsA1,2 

Psoriasis Psoriatic Arthritis 

In 70% of cases, psoriasis precedes PsA,  

with a mean interval of ~10 years 3,4 

In 13% of cases, history of joint involvement precedes onset 

of skin symptoms,  

with a mean interval of ~4 years4 

Parallel onset of skin and joint manifestations is seen in 15–21% 

of cases3–5 



│ Unmet Needs │ 

1. Wilson FC et al. Arthritis Rheum. 2009;61(2):233–239. 

2. McLeod B. Evid Based Med. 2009;14(6):185. 

3. Ogdie A. Rheumatol. 2013;52:568–575. 

4. Eder L et al. Arthritis Rheum. 2016;68(4):915–923. 
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Scalp lesions1 

Nail dystrophy1 

Intergluteal/perianal lesions1 

≥3 affected sites (vs. 1 affected site)2 

Variable HR (95% CI) 

Other features found to be a risk factor for PsA included more extensive skin psoriasis3, psoriatic nail pitting4 and uveitis4 

PSO Features Associated with a Higher Risk of PsA 



│ Unmet Needs │ 

Time to Diagnosis 

Haroon M et al. Ann Rheum Dis. 2015;74(6):1045–1050.  

Probability of achieving drug-free remission has significant negative association with a diagnostic delay of >1 year, 

and significant positive association with early rheumatologist encounter of <6 months 

“Window of Opportunity” 

2+ years <6 months 12 months 

• Less disability 

• Less radiographic damage  

• Lower risk of joint erosion 

• Higher probability of drug-free remission 

• Increased disability 

• Poor physical health factors 

• Increased radiographic damage  

• Higher risk of arthritis mutilans 

• Lower probability of drug-free remission 



│ Unmet Needs │ Association of Clinical Features with >6 Month  
Delay in Diagnosis 

Haroon M et al. Ann Rheum Dis. 2015;74(6):1045–1050.  

Delayed diagnosis of PsA is associated with poorer long-term 

outcomes 

*p<0.05; **p<0.01; ***p<0.001 
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H κακυςτζρθςθ ςτθ διάγνωςθ τθσ ΨΑ φαίνεται να 
βελτιώνεται 

Jan Sørensen and Merete Lund Hetland Ann Rheum Dis 2015;74:e12 



Ενκεςίτιδα Δακτυλίτιδα 

Αυξθμζνα πικανότθτα μθ επίτευξθσ 
LDA/MDA 

2.53 (1.55‒4.15) 1.88 (1.23‒2.86) 
 

Πόνοσ – VAS 7.40 (3.78‒11.02) 7.31 (3.88‒10.75) 

Kόπωςθ - VAS 3.30 (-1.22‒7.82) 2.47 (-1.86‒6.79) 

Επίπτωςθ ςτθ εργαςία (απώλεια ωρών 
εργαςίασ – μειωμζνθσ απόδοςθσ) 

1.57 (1.05‒2.35) 1.21 (0.66‒2.22) 

΢υνολικά μειωμζνθ δραςτθριότθτα 2.00 (1.37‒2.93)** 1.77 (1.16‒2.69) 

CORONA Registry  1,567 PsA patients - 420 with enthesitis, 228 with dactylitis 



│ Unmet Needs │ 

Impact of Enthesitis and Dactylitis on Physical Function 

Kavanaugh A et al. Rheumatol Ther. 2016;3:91–102.  

*Proportion of patients responding ‘‘with much difficulty’’ or ‘‘unable to do’’; Values estimated from figure. 

PsA patients with enthesitis and dactylitis reported more disability compared to all PsA patients in:* 

Bending down to pick up 
objects from the floor 

Enthesitis ~35% 

Dactylitis ~30% 

Walking outdoors on flat 
ground 

Enthesitis ~26% 

Dactylitis ~22% 

Getting in and  
out of a car 

Enthesitis ~23% 

Dactylitis ~21% 

Dressing  
themselves  

Enthesitis ~20% 

Dactylitis ~22% 

Getting in and  
out of bed 

Enthesitis ~22% 

Dactylitis ~18% 

Washing and  
drying their body 

Enthesitis ~18% 

Dactylitis ~16% 

Turning faucets on/off 

Enthesitis ~12% 

Dactylitis ~15% 

Lifting a glass  
to their mouth 

Enthesitis ~12% 

Dactylitis ~11% 



Feld et al, 2018 Jun;14(6):363-371 



201 PsA, 201 AS 

-Μεγαλφτερθ διάρκεια νόςου 
-Ανδρικό φφλο 
- ↑ ΣΚΕ 
- Πολυαρκριτικόs τφποσ 
- HLA-B27 



│ Unmet Needs │ 

Burden of Nail Disease on Patients 

1. Williamson L et al. Rheum. 2004;43:790–794 
2. Lee S et al. P&T. 2010;35(12):680–689.  

Pain 

(52%)1 

Cosmetic 
problems 

(93%)1 

Difficulties with  
activities in daily living 

(58%)1 

• Among PsA patients, nail disease can cause: 

• Higher functional impairment2 

• Greater anxiety scores2 

• Greater depression scores2 

PsA patients with severe nail disease are reported to have 

• Enthesitis2  

• Polyarticular disease2  

• Progressive arthritis in PsA2 

Severity of nail psoriasis is associated with 



│ Unmet Needs │ 

Disability 

Radiographic damage 

Probability of drug-free 

remission 

Sacroiliitis 

Functional disability 

Extra-musculoskeletal manifestations Psoriasis, uveitis, and 

IBD 

Sacroiliitis and spondylitis 

Inflammation of sacroiliac joints 

Peripheral articular manifestations 

Peripheral arthritis, enthesitis and dactylitis 

Psoriatic Arthritis (PsA) Features1–7 

Comorbidities 

Cardiovascular disease 

1. Garg N et al. Best Pract Res Clin Rheumatol. 2014;28(5):663–672. 

2. Collantes E et al. Rheumatology. 2007;46(8):1309–1315. 

3. Fraga NA et al. An Bras Dermatol. 2012;87(6):877–883. 

4. Chen H and Chou C. Curr Rheumatol Rev. 2008;4:111–14. 

5. Williamson L et al. J Rheumatol. 2004;31:1469–1470.  

6. Kane D et al. Rheumatology (Oxford) 2003; 42(12): 1460–1468. 

 

 

7. Peluso et al. Clin Rheumatol. 2015;34:745–753. 

8. Mease PJ and Armstrong AW. Drugs. 2014;74(4):423–441. 

9. Gladman DD et al. Ann Rheum Dis. 2005;64 Suppl 2:ii14–17. 

10. Jovani V et al. PLoS One. 2018;13(10):e0205751. 

11. Nas K et al. Ann Rheum Dis 2019; 78(Suppl 2):920–921. Abstract FRI0456. 
12. Eder L et al. Ann Rheum Dis. 2013;72(4):578–582. 

 

13. Haroon M et al. Ann Rheum Dis. 2015;74(6):1045–1050. 

14. Villani et al. J Am Acad Dermatol. 2015;73:242–248. 

15. Haroon M et al. Ann Rheum Dis. 2013;72(5):736–740.  

16. Lebwohl MG et al. J Am Acad Dermatol. 2014;70(5):871–881. 

17. Kavanaugh A et al. Rheumatol Ther. 2016;3:91–102.  

18. Picchianti-Diamanti A et al. Qual Life Res. 2010;19:821–826. 

19. Salaffi F et al. Health Qual Life Outcomes. 2009;7:25. 

 

Progression8,9 

of patients may progress from PSO to 

PsA 

Window of Opportunity for Diagnosis13 

Burden of Disease 

Early diagnosis Late diagnosis 

? 
~15–30% of patients with PSO have 

undiagnosed PsA14,15 

Quality of life reduced18,19 

Depression, anxiety and 

mental health11,19 

Difficulty with every day activities18 

Itching17 

Pain/swelling16 

PSO PsA 
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Diagnosis is Delayed10 and Outcomes are Worse in Women11,12 

Disease activity Pain 
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│ Unmet Needs │ 

Female Patients have a Higher Probability of Misdiagnosis 

A cross-sectional study of 96 men and 54 women with spondyloarthritis was performed at Alicante University General Hospital in 

Spain using a semistructured interview and clinical records.  

Only 11% of women received a first correct diagnosis of 

spondyloarthritis vs 30% of men  

First Correct Diagnosis of SpA 

Misdiagnosis Women Men 

Herniated disc, n (%) 5 (10.9) 11 (19.0) 

Scoliosis, n (%) 2 (4.4) 5 (8.6) 

Sciatica, n (%) 9 (19.6) 4 (6.9) 

Osteoarthritis, n (%) 6 (13.0) 3 (5.2) 

Fibromyalgia, n (%) 3 (6.5) 1 (1.7) 

Common Misdiagnoses Before SpA Diagnosis 

30% 11% 

Jovani V et al. PLoS One. 2018;13(10):e0205751. 



│ Unmet Needs │ Before Definitive Diagnosis of SpA, Male Patients are  
Referred to Specialists More Often than Female Patients  

A cross-sectional study of 96 men and 54 women with spondyloarthritis was performed at Alicante University General Hospital in 

Spain using a semistructured interview and clinical records.  

Jovani V et al. PLoS One. 2018;13(10):e0205751. 

Attending Prior Diagnosis in Rheumatology Clinic Referring to Rheumatology Clinic  

 Health Services Women (N=54) Men (N=96) P value Women (n=54) Men  (n=96) P value 

Primary care 44 (81.5) 86 (89.6) 0.16 14 (25.9) 30 (31.3) 0.49 

Orthopaedic surgery  34 (63.0) 49 (51.0) 0.16 11 (20.4) 23 (24.0) 0.62 

Rehabilitation services 9 (16.7) 16 (16.7) 1 0 2 (2.0) NA 

Emergency department 21 (38.9) 15 (15.6) 0.001 9 (16.7) 6 (6.3) 0.04 

Workers’ compensation insurance 2 (3.7) 14 (14.6) 0.05 0 4 (4.2) NA 

Neurology  2 (3.7) 4 (4.2) 1.0 1 (1.9) 2 (2.1) 1.0 

Physiotherapy 2 (3.7) 3 (3.1) 1.0 0 0 NA 

Pain unit 2 (3.7) 2 (2.1) 0.62 0 0 NA 

Urology 1 (1.9) 2 (2.1) 1.0 1 (1.9) 1 (1.0) 1.0 

Gastroenterology 0 3 (3.1) NA 0 2 (2.1) NA 

Ophthalmology 6 (11.1) 1 (1.0) 0.009 5 (9.3) 1 (1.0) 0.02 

Rheumatology 3 (5.6) 1 (1.0) 0.13 0 0 NA 

Neurosurgery 1 (1.9) 1 (1.0) 1.0 0 0 NA 

General internal medicine 0 1 (1.0) NA 0 1 (1.0) NA 

Psychology 0 1 (1.0) NA 0 0 NA 

Cardiology 0 1 (1.0) NA 0 2 (2.1) NA 

Vascular surgery 1 (1.9) 0 NA 0 0 NA 

Gynaecology 1 (1.9) 0 NA 0 0 NA 

Intensive care unit 1 (1.9) 0 NA 0 0 NA 

Non health services 0 0 NA 11 (20.4) 14 (14.6) 0.36 

Don’t know 0 0 NA 2 (3.7) 8 (8.3) 0.33 



│ Unmet Needs │ 

Gender Specific Differences in Early PsA 

 

 

Passia E et al. Ann Rheum Dis. 2020;79(suppl 1):38–39. Abstract OP0057.   
 

After 1 year of follow-up women still experience higher disease activity, more pain and lower 

functional capacity than men 

Patients with newly diagnosed PsA were included in the Dutch south-west Early Psoriatic Arthritis prospective cohort study (273 men and 294 women) 

Women reported significantly longer duration of symptoms before diagnosis and significantly fewer of them were in paid employment at baseline 
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│ Unmet Needs │ 

Men Have More Severe Skin Involvement, While Women  
Have Higher Burden of Joint Involvement* 

 

 

*Skin involvement was measured by BSA and physician skin assessment and joint involvement was measured by 

TJC68, DAPSA, DAS28-CRP and patient musculoskeletal assessment. 

Regierer A et al. Ann Rheum Dis. 2020;79(suppl 1):1175–1176. Abstract SAT0437.   
 

0

30

BSA Physician Skin
Assessment

TJC68 DAPSA DAS28-CRP Patient
Musculoskeletal

Assessment

DLQI

M
ea

n
 S

co
re

 

Difference in disease outcome parameters between men and women 
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RABBIT-SpA is a prospective longitudinal cohort study including PsA patients enrolled at start of a new csDMARD, bDMARD or tsDMARD (N=722) 

n=424 n=298 

6.1 
5.3 

Skin involvement Joint involvement 



│ Unmet Needs │ Polyarticular Joint Pattern Most Commonly Seen 
in Women at Presentation of PsA 

Theander E et al. Ann Rheum Dis. 2014;73:407–413. Study of 197 patients in the Swedish Early Psoriatic Arthritis Register fulfilling CASPAR (classification for psoriatic arthritis) criteria, to obtain 

information on predictors of clinical outcomes over a 5-year period.  

DIP: Distal interphalangeal joint; Mono/oligo: Mono or oligoarticular joint involvement; Poly: Polyarticular joint pattern; Sapho: synovitis, acne, 

pustulosis, hyperostosis, osteitis.  

Remission 

DIP only 

Mono/oligo only 

Poly only 

Axial only 

Axial+Peripheral 

Sapho 

Oligo+DIP 

Poly+DIP 

Abnormal ESR/CRP only 

Women (n=114) Men (n=83) 



│ Unmet Needs │ 

 

Women Experience More Limitations in Daily Function Worse Quality of 
Life and  Greater Work Impairment 

1. Eder L et al. Int J Clin Rheumatol. 2012;7(6);641–649. 
2. Eder L et al. Ann Rheum Dis. 2013;72(4):578–582. 

Gossec L et at. Arthritis Rheumatol. 2019;71 (suppl 10). Abstract 2489. 



│ Unmet Needs │ 

1750 PsA patients (935 women) biologic naïve – first anti-TNF  

2018 Sep 1;57(9):1651-1660. 



│ Unmet Needs │ 

 

Observational study; disease activity indexes were collected before starting drug and 6 months later.   

Impact of Gender on Treatment Effectiveness  

in PsA 

Benavent D et al. Arthritis Rheumatol. 2019;71 (suppl 10). Abstract 2484.  

Male gender is associated with a higher rate of response to biologic treatment 

in axial PsA and peripheral PsA 

Axial PsA (n=55) 

Males 
(n=35) 

Females (n=20) P value 

LDA 

ASDAS <2.1 25 (74%) 7 (37%) 0.02 

BASDAI <4 24 (72%) 5 (26%) 0.02 

Clinical improvement 

Change in ASDAS 
≥1.1 

20 (59%) 7 (37%) 0.15 

BASDAI50 16 (48%) 3 (16%) 0.04 

Peripheral PsA (n=54) 

Males 
(n=20) 

Females (n=34) P value 

LDA 

DAPSA ≤14 14 (74%) 12 (39%) 0.02 

DAS28 ≤3.2 13 (68%) 6 (31%) 0.09 

Clinical improvement 

DAPSA50 10 (53%) 11 (36%) 0.25 

Change in DAS28 
≥1.2 

11 (57%) 8 (42%) 0.15 

Response rates after 6 months of biologic therapy in patients with axial PsA and peripheral PsA 



│ Unmet Needs │ 

1130 patients (36% male, 64% female) with PsA who met the CASPAR classification criteria were enrolled. Turkish League Against Rheumatism 

(TLAR)-Network was formed with the participation of 25 centres. All outcomes listed were significantly worse in female vs male patients to p<0.001, 

except depression (p<0.02). 
FACIT: Functional Assessment of Chronic Illness Therapy; FiRST: Fibromyalgia Rapid Screening Tool. 

Female patients with PsA who have axial involvement have higher disease activity, physical disability, functional limitation 

and higher depression and anxiety risk than male patients 

Pain 

VAS Pain 

Quality of Life 

PsAQoL 

Function 

HAQ, HAQ-S, FACIT 

Mental Health 

Anxiety, depression 

Fatigue 

  

Inflammation 

ESR 

Nas K et al. Ann Rheum Dis 2019; 78(Suppl 2):920–921. Abstract FRI0456. 

Effect of Gender on Disease Activity, Functional  
Index and Quality of Life in Patients with Axial PsA 

Outcomes were Significantly Worse in Female PsA Patients with Axial Involvement 

Disease Activity 

DAS28, BASDAI 

Fibromyalgia 

FiRST 

• TLAR-Network PsA Study: 
• 251 women and 169 men with PsA and axial involvement 



Ραχιαλγία ςτην ΨΑ: Ενθεςίτιδα ή 
Ινομυαλγία; 

Σθμεία ςχετιηόμενα με 

ενκεςοπάκεια ςτθν ΨΑ και 

ςφνδρομα ινομυαλγίασ.  Οι 

δυο οντότθτεσ μπορεί να 

αλλθλεπικαλφπτονται και οι 

δείκτεσ φλεγμονισ να είναι 

φυςιολογικοί. Ακόμθ και θ 

απεικόνιςθ μπορεί να μθν 

είναι διαγνωςτικι. 

Marchesoni A, Rheumatology (Oxford) 2018 ;57:32-40 

5-8% PsA patients suffer from FMS 



Nat. Med. 2014: 19;822–824  



Nat. Med. 2014: 19;822–824  





ANA΢ΣΟΛΕΙ΢ ΣΟΤ ΣΝF-α 



Mease PJ, et al. Ann Rheum Dis 2020;79:123–131                                                                                                                                                Mc Innes IB et al. Lancet. 2020 May 9;395(10235):1496-1505 

combined ACR50 and PASI 100 response 



Mease PJ, et al. Arthritis Rheumatol. 2017;76  (suppl 2): abstract SAT0470                           .                                                    ACR/ARHP Annual Meeting. Arthritis Rheumatol, 70: 747-8, Abstract 686. doi:10.1002/art.40700 

 

   FUTURE -1  - SECUKINUMAB                                                                             PALACE 1-3 – APREMILAST                                                                                                                                                                                 

https://doi.org/10.1002/art.40700


                  n=23                                                              n=24 

Ποςοςτό αςκενών με κάκαρςθ ενκεςίτιδασ (SPARCC)=0 ςτουσ 6 μινεσ 

                                Anti-TNFa                                            Ustekinumab 



RAPID-PsA Trial Design to Week 216 

│ RAPID-PsA │ Disease Control │ 

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

*Loading dose of PBO. 

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

CZP 400 mg Q4W§ sc 

CZP 200 mg Q2W sc 

LD 

 48 16 

LD 

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 

LD              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 

Open-Label Period 

216 96 

* 

CZP LD 400 mg CZP Wk 24, 26, 28 

Adult 

patients 

with active 

PsA 

n=409 

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 



van der Heijde D, et al. RMD Open 2018;4:e000582.  



van der Heijde D, et al. RMD Open 2018;4:e000582.  

Nail psoriasis Enthesitis 

Dactylitis 



MDA Rate Over 216 Weeks (Observed Case) 
│ RAPID-PsA │ Disease Control │ 

§For maintenance in PsA, CZP 400 mg Q4W before clinical response is confirmed is not an 

approved dose in the European Union. 

Randomised set (observed case). Placebo arm taken from Week 24 dataset, for comparison. 

Wk 24, 48 and 216 values from van der Heijde D et al. RMD Open. 2018; 4:e000582. 
Exact data values from UCB Data on File (PsA001 Wk216 Final Tables 2016, Table 4.58.1, 4.58.2) – Data are available on request. 
Placebo data from UCB Data on File (PsA001 Wk24 Post-hoc Tables, Table 4.75.2) – Data are available on request. 

Sustained improvement in disease activity from Week 24 to Week 216 

§ 

Wk 216 CZP 200 mg Q2W CZP 400 mg Q4W• 

OC 53.1 63.2 

NRI 37.7 40.7 

0 24 48 72 96 120 144 168 192 216

Week 

Placebo (n=136) Wk0 CZP 200 mg Q2W (n=138) Wk0 CZP 400 mg Q4W (n=135)

Wk 216 CZP 200 mg Q2W CZP 400 mg Q4W• 

OC 53.1 63.2 

NRI 37.7 40.7 

0% 

100% 

80% 

60% 

40% 

20% 
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Fatigue, Pain and HAQ-DI Over 216 Weeks (LOCF) 

│ RAPID-PsA │ Disease Control │ 

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

European Union. 

Randomised set (LOCF). Placebo arm taken from Week 24 dataset, for comparison. 

Pain improved by more than 50% by Week 216 

0

1
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3

4
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7

0 24 48 72 96 120 144 168 192 216

Week 

0

10

20

30

40

50

60

70

0 24 48 72 96 120 144 168 192 216

Week 

Wk0 CZP 200 mg Q2W (n=138) Wk0 CZP 400 mg Q4W (n=135)

Pain  

(PAP)1,5,6,7 

0,0

0,2

0,4

0,6

0,8

1,0

1,2

1,4

0 24 48 72 96 120 144 168 192 216

Week 

HAQ-DI1,8,9,10 

§ 

Fatigue  

(FAS)1,2,3,4 

MCID:1.0 MCID:10.0 MCID:0.35 

1. Wk 0, 24, 48 and 216 data from van der Heijde D et al. RMD Open. 2018; 4:e000582. 

2. UCB Data on File (PsA001 Wk216 Final Tables. 2016. Table 4.32.1). 

3. Placebo data from UCB Data on File (PsA001 Wk24 Final Tables. 2012. Table 4.34). 

4. MCID value from UCB Data on File (Protocol Study PsA001 Amendment 5. 2013. p59). 

5. UCB Data on File (PsA001 Wk216 Final Tables. 2016 Table 4.25.1). 

6. Placebo data from UCB Data on File (PsA001 Wk24 Final Tables. 2012. Table 4.27.1). 

7. MCID value from UCB Data on File (Protocol Study PsA001 Amendment 5. 2013. p58). 

8. UCB Data on File (PsA001 Wk216 Final Tables. 2016. Table 4.6.1). 

9. Placebo data from UCB Data on File (PsA001 Wk24 Final Tables. 2012. Table 4.22.1). 

10.  MCID value Mease PJ et al. J Rheumatol. 2011;38:2461–246. 

 

 

CfB 
PBO 

CZP  
200 mg Q2W 

CZP  
400 mg Q4W• 

Wk 24 -0.6 -2.2 -1.9 

Wk 48 - -2.3 -2.0 

Wk 216 - -2.3 -2.3 

CfB 
PBO 

CZP  
200 mg Q2W 

CZP  
400 mg Q4W• 

Wk 24 -11.2 -28.6 -28.4 

Wk 48 - -31.6 -29.5 

Wk 216 - -30.5 -33.8 

CfB 
PBO 

CZP  
200 mg Q2W 

CZP  
400 mg Q4W• 

Wk 24 -0.17 -0.52 -0.43 

Wk 48 - -0.56 -0.49 

Wk 216 - -0.50 -0.49 
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1. Mease PJ et al. Ann Rheum Dis. 2014;73(1):48–55. 
2. van der Heijde D et al. RMD Open. 2018; 4:e000582. 
3. Gottlieb AB et al. J Am Acad Dermatol. 2018;79(2):302–314. 

4. Lebwohl M et al. J Am Acad Dermatol. 2018;79(2):266–276. 

5. Walsh JA et al. Clin Rheumatol. 2018;37(12):3285–3296. 

6. UCB Data on File (PsA001 Wk216 Final Tables. 2016. Table 4.32.1). 

7. UCB Data on File (PsA001 Wk216 Final Tables. 2016 Table 4.25.1). 
 

§For maintenance in PsA, CZP 400 mg Q4W before clinical response is confirmed is not an 

approved dose in the European Union. 
*In patients with psoriasis involving ≥3% BSA at baseline (n=86, n=90, n=76); †In patients with enthesitis 

at baseline (n=88, n=84); ‡In patients with dactylitis at baseline (n=35, n=38); ¥In patients with nail 
psoriasis at baseline (n=92, n=105); **ACR20 (n=136, n=138, n=135). 

RAPID-PsA 

The first published randomised controlled trial of an anti-TNF in PsA to include patients with prior anti-TNF exposure1 

PBO CZP 200 mg Q2W CZP 400 mg Q4W§ 

Fatigue2,6 

Safety Profile 
No new safety signals identified with increased exposure to CZP and safety 
outcomes were in line with those published previously2 
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Sustained improvements in fatigue 

through to Week 216 

Significant responses in PASI75 were also 

reported in PSO studies, CIMPASI 1/2 and 

CIMPACT3,4 

ACR responses demonstrated regardless of 

prior anti-TNF use2 or +/- concomitant DMARD 

use5 

PASI75* 

Week 121 

Week 2162 

14.0% 46.7% 47.4% 

60.0% 42.1% N/A 

Significant and sustained responses in 

PASI75 to Week 216 

Nail Disease¥2 

60.9% 67.6% 
Week 216 

Sustained resolution to Week 216 

ACR20** 

Sustained responses in ACR20 to Week 216 

Week 121 

Week 2162 

24.3% 58.0% 51.9% 

54.3% 54.8% N/A 

Pain2,7 
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Pain improved by more than 50% by 

Week 216 

60 

Enthesitis†2 

Week 216 
69.3% 72.6% 

Sustained resolution to Week 216 

Dactylitis‡2 

Week 216 88.6% 73.7% 

Sustained resolution to Week 216 



Phase 3b, double-blind, placebo (PBO)-controlled, multicentre 52-wk trial included 
 498 pts (aged ≥18 years) with a diagnosis of PsA and classified by CASPAR criteria,  

spinal pain VAS score ≥ 40/100 and BASDAI score ≥ 4 despite use of at least two NSAIDs 

http://dx.doi.org/10.1136/annrheumdis-2020-eular.638 

http://dx.doi.org/10.1136/annrheumdis-2020-eular.638
http://dx.doi.org/10.1136/annrheumdis-2020-eular.638
http://dx.doi.org/10.1136/annrheumdis-2020-eular.638
http://dx.doi.org/10.1136/annrheumdis-2020-eular.638
http://dx.doi.org/10.1136/annrheumdis-2020-eular.638




│ Unmet Needs │ 

C-VIEW ΢χεδιαςμόσ τησ μελζτησ 1,2 
│ C-VIEW │ Έιεγρνο ηεο λόζνπ │ 

Πεπίοδορ ππο ηηρ θεπαπείαρ Πεπίοδορ ανοικηήρ θεπαπείαρ (96 εβδομάδερ) 

0 96 Εβδομάδα: 48 4 2 1 

LD CZP 200 mg Q2W 

Ππωηεύον καηαληκηικό ζημείο: 

Αξηζκόο δηαθξηηώλ επεηζνδίωλ έμαξζεο ηεο AAU θαηά ηελ πεξίνδν 

ζεξαπείαο (έωο ηελ Εβδνκάδα 96), ζε ζύγθξηζε κε ηα ηζηνξηθά 

πνζνζηά 

CZP LD 400 mg  

Εβδ. 0, 2, 4 

Το CZP δεν έτει εγκριθεί για ηη θεραπεία ηης ραγοειδίηιδας ζηην Εσρωπαϊκή Ένωζη 

* Η axSpA νξίδεηαη κε βάζε ηα θξηηήξηα ASAS θαη ε ελεξγή λόζνο ζηελ πξνθαηαξθηηθή αμηνιόγεζε νξίδεηαη κε βάζε βαζκνινγία BASDAI ≥4 θαη βαζκνινγία άιγνπο ηεο ζπνλδπιηθήο ζηήιεο ≥4 ζε κία NRS 0-10 (από ην 

ζηνηρείν 2 ηνπ BASDAI). Οη αζζελείο κε nr-axSpA πξέπεη λα έρνπλ CRP>ULN θαη/ή ηξέρνπζεο ελδείμεηο ηεξνιαγνλίηηδαο ζηελ MRI ζύκθωλα κε ηα θξηηήξηα ASAS. Οη αζζελείο κε AS πξέπεη λα έρνπλ ελδείμεηο ηεξνιαγνλίηηδαο 

ζηελ αθηηλνγξαθία πνπ πιεξνύλ ηα θξηηήξηα mNY θαηά ηελ θξίζε ηνπ εξεπλεηή. 
† Δηαγλωζκέλε από νθζαικίαηξν θαη ≥2 εμάξζεηο AAU ζην παξειζόλ, από ηηο νπνίεο ≥1 ηνπιάρηζηνλ 12 κήλεο πξηλ από ηελ έλαξμε,  

‡ Ελεξγή axSpA, πξνεγνύκελε απνηπρία κε ≥2 ΜΣΑΦ, δελ έρνπλ ιάβεη βηνινγηθνύο παξάγνληεο, ή πξνεγνύκελε απνηπρία κε ≤1 αληη -TNF. 

1. ClinicalTrials.gov NCT03020992. Accessed 10.01.2020. 

2. van der Horst-Bruinsma I et al. Arthritis Rheumatol. 2019; 71(suppl 10). Abstract 935. 

-48 

Πεπίοδορ ππο ηηρ θεπαπείαρ 

Καηάιιεινη αζζελείο: ελεξγή axSpA,* ηεθκεξηωκέλν ηζηνξηθό 

ππνηξνπηάδνπζαο AAU†, ζεηηθόηεηα ζην HLA-B27, θαηάιιεινη 

γηα ζεξαπεία κε anti-TNF‡ 

Ελδηάκεζε αλάιπζε ζηηο 48 εβδνκάδεο 

 Η πξώηε κειέηε πνπ ζπκπεξηέιαβε αζζελείο κε nr-

axSpA θαη r-axSpA/AS, νη νπνίνη ήηαλ ζεηηθνί ζην HLA-

B27, γηα ηελ εθηίκεζε ηεο επίδξαζεο ηνπ CZP ζηε 

κείωζε ηωλ εμάξζεωλ AU ζε αζζελείο κε axSpA θαη 

ηζηνξηθό AU 

open-label, phase 4 study. 



│ Unmet Needs │ 

0

2

Περίοδος 48 εβδομάδων προ της 
θεραπείας 

Περίοδος θεραπείας 
(48 εβδομάδες, CZP 200 mg Q2W) 

1 2 ≥3 
Αρικμόσ εξάρςεων AAU 

Περίοδοσ 48 εβδομάδων προ τθσ κεραπείασ 

Περίοδοσ κεραπείασ (48 εβδομάδεσ, CZP 200 mg Q2W) 

Ενδιάμεςη ανάλυςη ςτισ 48 εβδομάδεσ (δεδομζνα παρατηρήςεων) (1/2) 

Όινη νη αζζελείο (N=89). 

Πεξίνδνο πξν ηεο ζεξαπείαο: 48 εβδνκάδεο πξηλ από ηελ έλαξμε ηεο κειέηεο. 

* Χξήζε παιηλδξόκεζεο Poisson κε πξνζαξκνγή γηα πηζαλνύο ζπζρεηηζκνύο γηα ηνλ ίδην αζζελή, κε 

ζπκκεηαβιεηέο ηελ πεξίνδν (πξηλ θαη κεηά ηελ έλαξμε ηεο κειέηεο) θαη ηε δηάξθεηα ηεο axSpA. 

│ C-VIEW │ Έιεγρνο ηεο λόζνπ │ 

van der Horst-Bruinsma I et al. Arthritis Rheumatol. 2019; 71 (suppl 10). Abstract 935. 

 

 (n=57) 

 (n=11) 

 (n=22) 

 (n=2) 
(n=6) 

 (n=0) 

Μέζορ απιθμόρ εξάπζεων AAU (N=89) 
Ποζοζηό αζθενών πος είσαν  

1, 2 ή ≥3 εξάπζειρ ηηρ AAU (N=89) 
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64,0 

12,4 

24,7 

2,2 
6,7 

0,0 

1,3 ± 

0,7 

0,2 ± 

0,4 

0% 

100% 

Επίπηωζη πποζαπμοζμένη καηά Poisson:* 

   Πξν ηεο ζεξαπείαο: 1,5     Σηε δηάξθεηα ηεο ζεξαπείαο: 0,2 

 

87% μείωζη ηεο επίπηωζεο AAU 

Σημανηική μείωζη ζηο ποζοζηό εξάπζεων AAU ζηιρ ππώηερ 48 

εβδομάδερ ηηρ θεπαπείαρ με CZP 



Lémann M et al, Gastroenterology 2006;130:1054-61                                                      Sandborn et al, Gut 2007;56:1232–9                                                                   Schreiber S et al, Gastroenterology 2005;129:807–18                                                                                                        

ENTEΡΙΚΗ ΦΛΕΓΜΟΝΗ       

Infliximab                                                          Adalimumab                                  Certolizumab pegol 



CRIB Study                                 

CZP showed no to minimal (<0.1% of the adult therapeutic 

level) placental transfer from mother to infant.1 CZP should 

only be used during pregnancy if clinically needed.2 

CRADLE: Breast Milk Transfer Study 

CZP can be used during breastfeeding due to minimal 

transfer to breast milk 

                    

 

 

 

 

 

 

  Mariette X et al. Ann Rheum Dis. 2018;77:228–233. 

                                                                                                                                                                                                                                           Adapted from Clowse ME et al. Ann Rhem Dis. 2017;76:1890–1896.                    



΢ΤΜΠΕΡΑ΢ΜΑΣΑ 

H ΨΑ αποτελεί μία ετερογενι νόςο με κλινικζσ εκδθλώςεισ από διάφορα ςυςτιματα και πλικοσ ςυννοςυροτιτων  
που κακιςτοφν δφςκολθ τθν αντιμετώπιςθ και επιλογι τθσ κατάλλθλθσ κεραπευτικισ αγωγισ 
 
Σο γυναικείο φφλο ςχετίηεται με κακυςτερθμζνθ παραπομπι και διάγνωςθ τθσ νόςου γεγονόσ που  
ςυνοδεφεται από ςθμαντικότερεσ επιπτώςεισ ςε ότι αφορά το ςυνολικό φορτίο και τισ ςυνζπειεσ τθσ ΨΑ ςε  
δραςτθριότθτεσ τθσ κακθμερινισ ηωισ 
 
Η καλφτερθ γνώςθ και κατανόθςθ των μθχανιςμών τθσ νόςου ζχει οδθγιςει ςε νζεσ κεραπευτικζσ προςεγγίςεισ και  
ςτρατθγικζσ κεραπείασ που αποςκοποφν ςτθν ολοκλθρωμζνθ αντιμετώπιςθ τθσ ΨΑ  
 
Σο certοlizumab-pegol αποτελεί τον μοναδικό αναςτολζα του TNF-α με μακροχρόνια δεδομζνα που αφοροφν όλα τα πεδία τθσ  
ΨΑ κακώσ και ςτισ εξωαρκρικζσ εκδθλώςεισ  και αποτελεί αξιόπιςτθ επιλογι για τθν αντιμετώπιςθ του ςυνόλου των  
ετερογενών εκδθλώςεων τθσ νόςου. 
 




