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Data as observed. Analyses include all subject data, including the placebo-controlled period, regardless of when subjects started taking 
apremilast (baseline, Week 16, or Week 24). The n represents the number of subjects with evaluable data at the time point; it may vary slightly 

for each outcome. 

ACR20, n 561 509 492 469 450 435 429 419 406 394 384 367 364 357 343 335 320 

ACR50, n 563 515 496 472 452 433 429 418 408 396 388 373 367 355 343 338 324 

ACR70, n 564 519 499 473 452 441 435 420 408 397 388 373 368 357 349 340 325 
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ACR ανταποκρίςεισ ςε αςκενείσ που ζλαβαν Apremilast 30 mg BID για 260 εβδομάδεσ 
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Data as observed. Analyses include all subject data, including the placebo-controlled period, regardless of when subjects started taking apremilast 
(baseline, Week 16, or Week 24). The n represents the number of subjects with evaluable data at the time point. 

SJC/TJC, n 567 516 499 477 455 440 438 424 412 400 391 373 370 361 351 344 328 

−49.8% 

−65.1% 
−68.1% −69.2% 

−63.3% 

−77.2% 
−81.1% −81.4% 

-100

-90

-80

-70

-60

-50

-40

-30

-20

-10

0

TJC 
SJC 

M
e

an
 %

 C
h

an
ge

s 
Fr

o
m

 B
as

e
lin

e
 

65 78 91 156 104 143 130 117 24 40 52 0 208 195 182 169 234 221 260 247 16 

−82.3% 

−72.7% 

Μζςθ ποςοςτιαία μεταβολι του SJC και TJC ςε αςκενείσ που ζλαβαν Apremilast 30 mg BID για 260 
εβδομάδεσ 
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Data as observed. Analyses include all subject data, including the placebo-controlled period, regardless of when subjects started taking 
apremilast (baseline, Week 16, or Week 24). The n represents the number of subjects with either MASES ≥1 or dactylitis count ≥1 at baseline 

and with evaluable data at the time point. 

MASES=0, n 377 341 329 314 302 293 293 283 278 268 260 247 246 240 232 226 218 

Dactylitis count=0, n 249 226 221 207 201 195 194 186 181 175 173 165 162 158 151 148 141 

Su
b

je
ct

s 
A

ch
ie

vi
n

g 
a 

M
A

SE
S 

 
o

r 
D

ac
ty

lit
is

 C
o

u
n

t 
o

f 
0

 

Study Week 

16 65 78 91 156 104 143 130 117 24 40 52 0 208 195 182 169 234 221 260 247 

62.4% 

Ποςοςτό των αςκενϊν που ζλαβαν Apremilast 30 mg BID για 260 εβδομάδεσ και πζτυχαν πλιρθ 
αποδρομι τθσ ενκεςίτιδασ (MASES = 0) ι τθσ δακτυλίτιδασ (Dactylitis Count = 0) 

Dactylitis count of 0 
MASES of 0 

5εηή δεδομένα αποηελεζμαηικόηηηας ηης 
Απρεμιλάζηης ζε αζθενείς με PsA 

(2018), Abstract Supplement 2018 ACR/ARHP Annual Meeting. Arthritis Rheumatol, 70: 747-8, Abstract 686. doi:10.1002/art.40700 

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


Data as observed. Analyses include all subject data, including the placebo-controlled period, regardless of when subjects started taking 
apremilast (baseline, Week 16, or Week 24). The n represents the number of subjects with evaluable data at the time point. 

cDAPSA ≤13, n 563 515 499 476 455 440 438 424 412 400 391 371 370 360 349 341 328 
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Ποςοςτό των αςκενϊν που ζλαβαν Apremilast 30 mg BID για 260 εβδομάδεσ και πζτυχαν ιπια ενεργότθτα τθσ 
νόςου ι πλιρθ φφεςθ (cDAPSA Score ≤13) 
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Data as observed. Analyses include all subject data, including the placebo-controlled period, regardless of when subjects started taking 
apremilast (baseline, Week 16, or Week 24). The n represents the number of subjects with evaluable data at the time point. 

HAQ-DI MCID ≥0.35, n 567 517 499 476 457 442 437 424 413 401 391 378 370 362 353 344 329 
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Ποςοςτό των αςκενϊν που ζλαβαν Apremilast 30 mg BID για 260 εβδομάδεσ με βελτίωςθ ςτο HAQ-DI 
μεγαλφτερθ από ≥0.35 

Η μζςθ βελτίωςθ του δείκτθ (HAQ-DI) τθν εβδομάδα 
52 ιταν −0.33 μονάδεσ και διατθρικθκε ωσ και τθν 
εβδομάδα 260 (βελτίωςθ του δείκτθ κατά −0.42 
μονάδεσ) 
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Data as observed. Analyses include all subject data, including the placebo-controlled period, regardless of when subjects started taking 
apremilast (baseline, Week 16, or Week 24). The n represents the number of subjects with evaluable data at that time point. 

PASI-50/PASI-75, n 280 252 244 232 223 214 216 209 200 193 184 176 176 172 166 159 149 

Ανταποκρίςεισ PASI-50 and PASI-75 κατά τθ διάρκεια 260 εβδομάδων, ςε αςκενείσ που ζλαβαν 
Apremilast 30mg BID και BSA ≥3% ςτο Baseline 
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BASDAI, Bath Ankylosing Spondylitis Disease Activity Index; MASES, Maastricht Ankylosing Spondylitis Enthesitis Score; NAPSI, Nail Psoriasis Severity Index; PASI, Psoriasis Area and Severity 
Index. 
1. Kavanaugh A, et al Ann Rheum Dis, 2018;77(suppl2):THU0294  2): Abstract SAT0436; 2. Rich P, et al. J Am Acad Dermatol 2016;74:134–42; 3. Gladman DD, et al. Ann Rheum Dis 
2017;76(Suppl 2): Abstract SAT0448; 4. Mease PJ, et al. Ann Rheum Dis 2017;76(Suppl 2): Abstract FRI0512. 

Ενθεςίτιδα 

 Οι βελτιώςεισ ςτην ενθεςίτιδα διατηρήθηκαν 
μακροπρόθεςμα1,3 

• 65%  μζςη μείωςη ςτο δείκτη MASES (3 ζτη)3 

• 62%  των αςθενών διατήρηςε την πλήρη αποδρομή τησ 
ενθεςίτιδασ (5 ζτη – POOLED PALACE 1-3)1 

 

Ευαίςθητεσ & Διογκωμζνεσ αρθρώςεισ 

Παρατεταμζνη αποτελεςματικότητα ςτισ 
ευαίςθητεσ και διογκωμζνεσ αρθρώςεισ (5 ζτη – 
POOLED PALACE 1-3)1 

• 82%  βελτίωςη ςτισ διογκωμζνεσ αρθρώςεισ  

• 73%  βελτίωςη ςτισ ευαίςθητεσ αρθρώςεισ 

Ψωρίαςη Ονφχων 

70.7% (ESTEEM 1) των αςθενών που είχαν 
πετφχει ανταπόκριςη PASI-75 την 32η εβδομάδα, 
κατάφεραν NAPSI-50 την εβδομάδα 522 

Αξονική Προςβολή 

• ΢ημαντικζσ μειώςεισ ςτην ερώτηςη 2 του δείκτη  
BASDAI (που αναφζρεται ςτον πόνο ςτην ςπονδυλική 
ςτήλη και το ιςχίο) και μείωςη ςτον δείκτη BASDAI κατά 

1.64 μονάδεσ την 24η εβδομάδα4 

• Η παραπάνω βελτίωςη διατηρήθηκε μακροπρόθεςμα, 

με την μείωςη ςτον δείκτη BASDAI να φτάνει τισ 2.19 
μονάδεσ την εβδομάδα 1564  

Ψωρίαςη Δζρματοσ 

ΟΙ βελτιώςεισ ςτο δείκτη PASI διατηρήθηκαν 
ζωσ τα 5 ζτη ςτουσ αςθενείσ μεBSA ≥3% ςτο 
Baseline  (POOLED PALACE 1-3)1  

• 66% ανταπόκριςη κατά PASI-50 

• 44% ανταπόκριςη κατά PASI-75 

Δακτυλίτιδα 

 Οι βελτιώςεισ ςτην δακτυλίτιδα διατηρήθηκαν 
μακροπρόθεςμα 1,3 

• 84% μζςη μείωςη ςτη μζτρηςη τησ δακτυλίτιδασ (3 ζτη) 

• 81% των αςθενών με πλήρη αποδρομή τησ δακτυλίτιδασ1 
(5 ζτη – POOLED PALACE1-3)1 

 

POOLED ANALYSIS PALACE 1-31 

Η κεραπεία με Απρεμιλάςτθ οδθγεί ςε ευρεία και παρατεταμζνθ 
αποτελεςματικότθτα ςτισ βαςικζσ κλινικζσ εκδθλϊςεισ τθσ Ψωριαςικισ 

Αρκρίτιδασ 



LAPIS-PsA: Real-World Effectiveness and Safety of Apremilast in German Patients With Psoriatic 
Arthritis: Analysis of an Ongoing Multicentre, Prospective, Non-interventional Study1 

Μελζτθ Lapis-PsA: πολυκεντρικι, προοπτικι, μθ-παρεμβατικι μελζτθ 
παρατιρθςθσ ςε αςκενείσ με Ψωριαςικι Αρκρίτιδα ςτθ Γερμανία 

*ενδιάμεςθ ανάλυςθ επίςκεψθσ 21 (n=202) και 32 (n=331)] 

Χρόνοσ 
{μινεσ} 

0      1       2       3        4       5        6       7        8       9        10      11      12        13       

Επίςκεψθ 0 

Επίςκεψθ 1 
προαιρετικι 

Επίςκεψθ 2 Επίςκεψθ 3 Επίςκεψθ 4 
Επίςκεψθ 5 
Ολοκλιρωςθ 
παρατιρθςθσ 

Ενδιάμεςθ Ανάλυςθ 

Πρωτεφον 
καταλθκτικό ςθμείο 
Αςκενείσ (%) ΔPGA ≥1 
vs baseline 

Οι επιςκζψεισ ςχεδιάςτηκαν ςφμφωνα 
με την κλινική πρακτική 

 Ενήλικεσ αςθενείσ με 
διαγνωςμζνη ενεργό,  μζτρια 
ζωσ ςοβαρή PsA (ςτόχοσ 
αριθμοφ ζνταξησ αςθενϊν: 
N=500, 100 κζντρα) 

 Η ζνταξη των αςθενϊν ήταν 
ςφμφωνα με την ζνδειξη του 
Apremilast  

 Οι επιςκζψεισ ςχεδιάςτηκαν 
ςφμφωνα με την κλινική 
πρακτική 

1. Ann Rheum Dis, volume 77, supplement Suppl 2, year 2018, page A1590 
2. Orbai ΑΜ et al. PsA Impact of Disease Questionnaire Scores Are Correlated With Disease Activity, as Measured by cDAPSA in Patients With PsAb  Presented at: the 2018 ACR/ARHP Annual Meeting,  
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/ as accessed 02/04/2019 

LAPIS-PSA: PsA Impact of Disease Questionnaire Scores Are Correlated With Disease Activity, as 
Measured by cDAPSA in Patients With PsA2 
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Ποςοςτό των αςκενϊν που πζτυχαν βελτίωςθ του PhGA κατά τουλάχιςτον 1 μονάδα, επίτευξθ PhGA=0 (κανείσ από 

τουσ αςκενείσ δεν είχε PhGA=0 ςτο baseline), και μζςθ τιμι του PhGA, τουσ μινεσ 1, 4 και 7 
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Αποτελεςματικότητα και αςφάλεια του Apremilast ςτην PsA, ςτην καθημερινή 
κλινική πρακτική 
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Visit 1: ≥1 month; Visit 2: ≥4 months; Visit 3: ≥7 months. Data as observed. Includes patients with data for the given assessment available 
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• Η κεραπεία με απρεμιλάςτθ οδιγθςε ςε ςυνεχείσ βελτιϊςεισ των ευαίςκθτων και διογκωμζνων 
αρκρϊςεων 

• Κατά μζςο όρο, ο μζςοσ αρικμόσ των ευαίςκθτων και διογκωμζνων αρκρϊςεων μειϊκθκε κατά το 
ιμιςυ ζωσ τθν επίςκεψθ 3  

Αποτελεςματικότητα και αςφάλεια του Apremilast ςτην PsA, ςτην καθημερινή 
κλινική πρακτική 

Orbai ΑΜ et al. PsA Impact of Disease Questionnaire Scores Are Correlated With Disease Activity, as Measured by cDAPSA in Patients With PsAb  Presented at: the 2018 ACR/ARHP Annual Meeting,  
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/ as accessed 02/04/2019 

https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/
https://acrabstracts.org/abstract/psa-impact-of-disease-questionnaire-scores-are-correlated-with-disease-activity-as-measured-by-cdapsa-in-patients-with-psa/


Ανταπόκριςθ ςτθν ζκταςθ τθσ προςβεβλθμζνθσ περιοχισ και ςτθν επίπτωςθ τθσ ψωριαςικισ αρκρίτιδασ 

(PsAID≤4 →αποδεκτι από τον αςκενι βαρφτθτα των ςυμπτωμάτων) 
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Αποτελεςματικότητα και αςφάλεια του Apremilast ςτην PsA, ςτην καθημερινή 
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Ποςοςτό των αςκενϊν που πζτυχαν πλιρθ αποδρομι τθσ ενκεςίτιδασ και τθσ δακτυλίτιδασ, τουσ μινεσ 1, 4, 7  
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Αποτελεςματικότητα και αςφάλεια του Apremilast ςτην PsA, ςτην καθημερινή 
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Ann Rheum Dis, volume 77, supplement Suppl 2, year 2018, page A1590 
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Baseline δακτυλίτιδα: 27,3% των αςκενϊν Baseline ενκεςίτιδα: 48,2% των αςκενϊν 



Abignano, et al. Apremilast for the treatment of active psoriatic arthritis: a single-centre real-life experience. Rheumatology (Oxford) 2018;57:578–580 



Πλθκυςμόσ μελζτθσ (αναδρομικι καταγραφι δεδομζνων αςκενϊν) 

a Patients receiving apremilast 30 mg twice daily; b Interim analysis population; c All PGA VAS data converted to 0–4-point scale where necessary; d The presence of dactylitis/enthesitis is 
presented as a combined percentage; e A minimum of three SJC and three TJC was an inclusion criteria for RCTs; f For RCTs, prior TNF blocker efficacy failures were limited to ≤ 10%. bDMARD, 
biological DMARD; cDMARD, conventional DMARD; DMARDs, disease modifying anti-rheumatic drugs; PGA, Physician’s Global Assessment; SD, standard deviation; SJC, swollen joint count; 
TJC, tender joint count; TNF, tumour necrosis factor; VAS, visual analogue scale. 1. Kavanaugh A, et al. Ann Rheum Dis 2014;73:1020–1026; 2. Cutolo M, et al. J Rheumatol 2016;43:1724-1734; 
3. Edwards CJ, et al. Ann Rheum Dis 2016;75:1065–1073. [4/5. See notes for RWE citations]. 

Κφρια δθμογραφικά χαρακτθριςτικά Abignano, et al.4 

Patients, na 71 

Location UK 

Age, mean years (SD) 51 (13.2) 

Female, % 53.5 

Body weight, mean, kg – 

Κφρια χαρακτθριςτικά τθσ νόςου Abignano, et al.4 

PsA disease duration, mean (SD), years 7.7 (6.4) 

PGA score, VASc – 

Nail involvement 44.4 

Enthesitis, % 
60.3d 

Dactylitis, % 

TJC, mean (SD), [median (range)] [7 (0–40)] 

SJC, mean (SD), [median (range)] [3 (0–40)] 

Προθγοφμενεσ και ςυνακόλουκεσ κεραπείεσ Abignano, et al.4 

Biologic-naïve, n (%) 31 (43.7) 

Previous bDMARDs, n (%) 40 (56.3) 

Baseline cDMARD use, n (%) 23 (33.4) 

Baseline bDMARD use, n (%) 10 (14.1) 

Abignano, et al. Apremilast for the treatment of active psoriatic arthritis: a single-centre real-life experience. Rheumatology (Oxford) 2018;57:578–580 



Η διάρκεια τθσ νόςου και θ προθγοφμενθ ζκκεςθ ςε βιολογικό παράγοντασ φαίνεται να 
επθρεάηει τθν ανταπόκριςθ ςτθ κεραπεία με apremilast 

* P = 0.0055; Ɨ P = 0.016; ǂ P = 0.004; δ P = 0.003. a Among 
patients with joint counts at baseline and follow-up (n = 22). 
bDMARD, biological DMARD; cDMARD, conventional DMARD; 
DMARDs, disease modifying anti-rheumatic drugs; NS, not 
significant; SJC, swollen joint count; TJC, tender joint count 

Abignano, et al. Apremilast for the treatment of active psoriatic arthritis: a single-centre real-life experience. Rheumatology (Oxford) 2018;57:578–580 
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πρώιμα ςτο θεραπευτικό αλγόριθμο 
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Η διάρκεια τθσ νόςου και θ προθγοφμενθ ζκκεςθ ςε βιολογικό παράγοντασ φαίνεται να 
επθρεάηει τθν ανταπόκριςθ ςτθ κεραπεία με apremilast 

* P = 0.0055; Ɨ P = 0.016; ǂ P = 0.004; δ P = 0.003. a Among 
patients with joint counts at baseline and follow-up (n = 22). 
bDMARD, biological DMARD; cDMARD, conventional DMARD; 
DMARDs, disease modifying anti-rheumatic drugs; NS, not 
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Περίοδοσ ζκκεςθσ ςτθν Απρεμιλάςτθ* 

Εβδομάδεσ 0 
to ≤52 

Εβδομάδεσ 
>52 to ≤104 

Εβδομάδεσ 
>104 to ≤156 

Εβδομάδεσ 
>156 to ≤208 

Εβδομάδεσ 
>208 to ≤260 

Apremilast Apremilast Apremilast Apremilast Apremilast 

30 mg BID 30 mg BID 30 mg BID 30 mg BID 30 mg BID 

n=721 n=520 n=443 n=401 n=364 

Αζθενείς, n (%) 

≥1 AE 524 (72.7) 316 (60.8) 287 (64.8) 238 (59.4) 179 (49.2) 

≥1 SAE 47 (6.5) 35 (6.7) 40 (9.0) 27 (6.7) 21 (5.8) 

≥1 ζοβαπή λοίμωξη 6 (0.8) 5 (1.0) 4 (0.9) 4 (1.0) 7 (1.9) 

AE πος οδήγηζε ζε διακοπή 

θεπαπείαρ 
56 (7.8) 13 (2.5) 7 (1.6) 8 (2.0) 5 (1.4) 

Θάναηοι  0 (0.0) 1‡ (0.2) 0 (0.0) 2║,# (0.5) 1** (0.3) 

AEs ζε ≥5% ηων αζθενών, n (%), ζε κάθε ζκέλος, ζε κάθε θάζη ηης μελέηης 

Διάπποια 112 (15.5) 20 (3.8) 12 (2.7) 5 (1.2) 2 (0.5) 

Ναςηία 108 (15.0) 11 (2.1) 10 (2.3) 3 (0.7) 1 (0.3) 

Κεθαλαλγία 75 (10.4) 17 (3.3) 12 (2.7) 8 (2.0) 2 (0.5) 

Λοίμωξη ανώηεπος 

αναπνεςζηικού 
60 (8.3) 27 (5.2) 24 (5.4) 22 (5.5) 21 (5.8) 

Ρινοθαπςγγίηιδα  41 (5.7) 31 (6.0) 20 (4.5) 27 (6.7) 24 (6.6) 
*Includes all subjects who received apremilast during the time interval relative to the start of apremilast treatment. §Multiorgan failure not 

suspected to be treatment-related. ‡Motor vehicle accident on Study Day 489. ||Cerebrovascular accident on Day 1,330 in a 69-year-old man, 
considered unrelated to study drug; subject had history of myocardial infarction, atrial fibrillation, and cerebrovascular accident. #Stroke on Day 

1,224 in a 58-year-old woman, considered unrelated to study drug; subject had a history of chronic ischemic heart disease, hypertension, 
alcoholism, and atrial fibrillation. ¶Heart failure on Day 1,462 in a 70-year-old man, considered unrelated to study drug; subject had a history of 

ischemic heart disease, arrhythmia, and heart failure. **Necrotizing fasciitis of the anterior abdominal wall, refractory hypotensive shock, and acute 
renal failure considered not related to apremilast by investigator; subject had a history of diabetes mellitus. 

Σφνοψθ των AEs ςτα διαςτιματα: εβδομάδεσ 0 ωσ ≤52, >52 ωσ ≤104, >104 ωσ ≤156, >156 ωσ 
≤208, >208 ωσ ≤260 κεραπείασ με Απρεμιλάςτθ 

5ετι δεδομζνα αςφάλειασ τθσ Απρεμιλάςτθ (PALACE 1-3) 

(2018), Abstract Supplement 2018 ACR/ARHP Annual Meeting. Arthritis Rheumatol, 70: 747-8, Abstract 686. doi:10.1002/art.40700 

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


3ετι δεδομζνα εργαςτθριακϊν παραμζτρων 
(pooled analysis ESTEEM & PALACE) 

• Αιματολογικζσ – εργαςτηριακζσ  παράμετροι: ςπάνιεσ, παροδικζσ και επιλφςιμεσ με τη ςυνζχιςη 
τησ θεραπείασ 

• H μακροπρόθεςμη ζκθεςη ςτην Απρεμιλάςτη δεν οδήγηςε ςε αφξηςη τησ ςυχνότητασ εμφάνιςησ 
μη φυςιολογικϊν τιμϊν 

 Crowley J, et al [Poster 4927]. Presented at the 2017 AAD Annual Meeting. https://www.aad.org/eposters/Submissions/getFile.aspx?id=4927&type=sub as accessed 02/02/2019 

https://www.aad.org/eposters/Submissions/getFile.aspx?id=4927&type=sub


Lapis-PsA: Επιςκόπθςθ προφίλ αςφαλείασ 

  
  
  

LAPIS-PsA 
Εβδομάδεσ 0-161 

PALACE 1-3 
Εβδομάδεσ 0-242 

Apremilast 
30 mg BID 

N=128 

Apremilast 
30 mg BID 

N=721 

 Αςκενείσ, n (%) 

≥ 1 AE 35 (27,3) 476 (66,0) 

≥ 1 SAE 4 (3,1) 35 (4,9) 

AE που οδήγηςαν ςε διακοπή 
θεραπείασ 

16 (12,5) 51 (7,1) 

Θάνατοι 0 0 

 Πιο ςυχνζσ AEs (≥5% των αςκενϊν), n (%) 

Διάρροια 11 (8,6) Διάρροια 109 (15,1) 

Ναυτία 3 (2,3) Ναυτία 94 (13,0) 

URTI 3 (2,3) URTI 72 (10,0) 

Κεφαλαλγία 3 (2,3) Κεφαλαλγία 54 (7,5) 

• Η ςυνολική επίπτωςη των AEs είναι χαμηλότερη από τισ τυχαιοποιημζνεσ κλινικζσ μελζτεσ 

1. Wollenhaupt et al. 45th Congress of the German Society of Rheumatology 2017 [Poster SpA.04]  
2. Mease PJ et al. EULAR 2014, “SAT0408 Long-Term Safety and Tolerability of Apremilast, an Oral Phosphodiesterase 4 Inhibitor, in Patients with Psoriatic 

Arthritis: Pooled Safety Analysis of Three Phase 3, Randomized, Controlled Trials”, Annals of the Rheumatic Diseases 2014;73:742-743  

URTI: upper respiratory tract infection  



΢ΤΜΠΕΡΑ΢ΜΑΣΑ 

 
 Η καθημερινή κλινική πράξη ενιςχφει τα δεδομζνα αποτελεςματικότητασ τησ θεραπείασ με 

απρεμιλάςτη ςτισ βαςικζσ εκδηλϊςεισ τησ Ψωριαςικήσ Αρθρίτιδασ, ςυμπεριλαμβανομζνησ 
και τησ Ψωρίαςησ Δζρματοσ και Ονφχων, που καταγράφηκαν ςτο κλινικό πρόγραμμα 
ανάπτυξησ 
 

 Σο προφίλ αςφάλειασ τησ απρεμιλάςτησ ςτην καθημερινή κλινική πράξη ήταν ςε ςυνζπεια με 
αυτό των κλινικϊν μελετϊν φάςησ ΙΙΙ 
 

 Αςθενείσ που δεν ζχουν λάβει προηγοφμενη θεραπεία με βιολογικό παράγοντα θα 
αποκομίςουν μεγαλφτερο κλινικό όφελοσ 
 

 Μεγαλφτεροσ αριθμόσ αςθενϊν προτιμά την θεραπεία με απρεμιλάςτη  ςυγκριτικά με άλλεσ 
κλαςικζσ θεραπείεσ 



ΘΑΤΜΑΣΑ ΜΠΟΡΕΙ ΝΑ ΚΑΝΕΙ ΜΟΝΟ Η ΕΦΟΡΙΑ 


