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ΔΗΜΗΤΡΟΥΛΑΣ ΘΕΟΔΩΡΟΣ 

ΑΝΑΠΛΗΡΩΤΗΣ ΚΑΘΗΓΗΤΗΣ ΑΠΘ 

Δ’ ΠΑΘΟΛΟΓΙΚΗ ΚΛΙΝΙΚΗ 

ΙΠΠΟΚΡΑΤΕΙΟ ΝΟΣΟΚΟΜΕΙΟ ΘΕΣ/ΝΙΚΗΣ 

 



Σύγκρουση Συμφερόντων  
 
 

Παρούσα παρουσίαση: Amgen 

Research/Educational support/grants 

AbbVie, Boehringer Ingelheim, ELPEN, DEMO 

Clinical trials (Phase II, III, IV) 

AbbVie, Amgen, Boehringer Ingelheim, ELPEN, Lilly, Horizon Therapeutics, EMD Serono, 

Enorasis, Janssen  

Consultancy fees, speaker fees, honoraria, advisory boards in the last 5 years                                                                                         

AbbVie, Amgen, Boehringer Ingelheim, ELPEN, Genesis Pharma, Janssen, Gilead, 

Lilly, ΜSD, Novartis, Pfizer, SOBI, UCB, Vianex, Viatris 

 



ΨΩΡΙΑΣΙΚΗ ΑΡΘΡΙΤΙΔΑ 
 
- Πόνος 
 

- Δυσφορία  
 

-  Στρες 
 



Ετερογένεια κλινικού φαινοτύπου στην Ψωριασική Αρθρίτιδα 



ΨΩΡΙΑΣΙΚΗ 
ΑΡΘΡΙΤΙΔΑ 

Πολυαρθρική προσβολή 

Ολιγοαρθρίτιτιδα 

Τύπου ΟΑ – Προσβολή  ΑΦΦ 

Καταστροφική (<1%) 

Αξονική προσβολή 



Case 1 
Άνδρας 55 ετών (καθηγητής μέσης εκπαίδευσης). - 3/2016 
Ιστορικό Ψωριασικής Αρθρίτιδας από 2 ετίας 
Ολιγοαρθρίτιδα μεγάλων αρθρώσεων (κατ΄ώμων - πηχεοκαρπικές) 
Ήπια δερματική ψωρίαση ΒSA (3-10%) 
  

Φαρμακευτική αγωγή 
Amlopen/Ursofalk/Atorvastatin/Janumet 
 

Ατομικό Ιστορικό 
Υπέρταση 
Σ/Δ τύπου ΙΙ 
Χολόσταση αγνώστου αιτιολογίας (μέτρια↑ ALP, γGT) 
Λιπώδης διήθηση ήπατος 



                                     Case 1 

DAPSA: 22,8 
Επώδυνες: 6 
Διογκωμένες:2 
CRP: 3,8 (.6)mg/dl 

 
 

Πρωϊνή δυσκαμψία > 30 min 
Ψωριασικό εξάνθημα (ΒSA>3) 
Δακτυλίτιδα (-) 

DMARD naïve 
Mέτρια ενεργότητα 
Συννοσυρότητες 



Case 1 

Περιστασιακή χορήγηση κορτικοειδών (Celestone Chronodose) 

Έναρξη ΜΤΧ 15-20mg/week  

Fillicine 

 

Βελτίωση  

κλινικών συμπτωμάτων 

DAPSA: 6-8 

CRP: 1,0 (.6)mg/dl 

14 μήνες αργότερα 
 
SGOT ↑ 80 U/LT 
SGPT ↑ 60 U/LT 
ALP ↑ 340 U/LT 
γGT ↑105 U/LT 

Διακοπή ΜΤΧ για 5 μήνες 
Ομαλοποίηση  ηπατικής λειτουργίας 

Επανεξέταση Ρευματολογικό Ιατρείο μετά από 7/12  
Έξαρση νοσήματος 
Αρθρίτιδα 
Δυσκαμψία 
CRP: 4,2 (.6)mg/dl 

Επόμενο βήμα 



Αποτελεσματικότητα εγκεκριμένων βιολογικών θεραπειών στην ΨΑ 
ACR20 

Mohanakrishnan R et al, Expert Opin Biol Ther. 2022 



THE GROUP FOR RESEARCH AND ASSESSMENT OF PSORIASIS AND PSORIATIC ARTHRITIS 
(GRAPPA) TREATMENT RECOMMENDATIONS 2021 

Coates L, et al. Nat Rev Rheumatol 2022                                                                                                      Coates L & Gossec L  Joint Bone Spine 2022    



Ολιγοαρθρική ψωριασική αρθρίτιδα – ένας διακριτός φαινότυπος 1-3 

1. Ritchlin CT, et al. N Engl J Med. 2017;376:957-970; 2. Dhir V, et al. Clin Rev Allergy Immunol. 2013;44:141-148; 3. Coates LC, et al, Arthritis Rheum. 2013;65(6):1504–9 (Free to read on 
https://onlinelibrary.wiley.com/doi/epdf/10.1002/art.37939), 4 Wervers K et al J Rheum 2018 45(11) 1526-31 

Χαρακτηριστικά ολιγοαρθρίτιδας 

Όλιγο/μόνο αρθρίτιδα 

• ≤ 5 προσβεβλημένες αρθρώσεις 

• 10-37% 

Μικρός αριθμός προσβεβλημένων αρθρώσεων 

(≤ 5 SJC και/ή TJC)1-3 

Ενθεσίτιδα (34% των ασθενών)3 

Δακτυλίτιδα (12% των ασθενών)3 

Υψηλό φορτίο συνοσηροτήτων1 

Μικρή αντιπροσώπευση στις κλινικές μελέτες 

SF-36 

https://onlinelibrary.wiley.com/doi/epdf/10.1002/art.37939


N=34                                      N= 15                                                      N=101 



Pooled analyses from the Psoriatic Arthritis Long-term Assessment of Clinical Efficacy studies  
1, 2, and 3 were performed. Probability analyses assessing the likelihood of achieving cDAPSA 

 treatment targets by week 52  

Mease P et al Arthritis Care Res (Hoboken).  2020 Jun;72(6):814-821. 

  



APs: Artritis Psoriásica. 

 
1. Chandran V, et al. Ann Rheum Dis. 2021;80(Suppl 1):1313-4. 2. De Vlam K, et al. Adv Ther. 2022;39:1055-67. 3. Bos R, et al. Ann Rheum Dis. 2022;81(Suppl1):1565-6. 4.  Wollenhaupt J, et al. EULAR 2020. Poster FRI0365. 
5. Añón Oñate I, et al. Ann Rheum Dis 2020;79(Supplement 1):1657. 

Apremilast: Μείωση του αριθμού των επώδυνων και 
διογκωμένων αρθρώσεων 

Τελευταία δεδομένα των μελετών καθημερινής κλινιής πράξης 



 
Wollenhaupt J, et al. EULAR 2020. Poster FRI0365 

Apremilast: Μείωση του αριθμού των 
επώδυνων και διογκωμένων αρθρώσεων 

Αρχική 
εξέταση 

Επίσκεψη 1 Επίσκεψη 2 Επίσκεψη 3 Επίσκεψη 4 Επίσκεψη 5 

SJC 0,0% 42,1% 54,7% 75,5% 65,7% 75,7%

TJC 0,0% 33,8% 36,0% 50,3% 57,8% 57,1%
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Μέση βελτίωση 
στις διογκωμένες 
αρθρώσεις  
στους 13 μήνες 

Μέση βελτίωση 
στις επώδυνες 
αρθρώσεις  
στους 13 μήνες 



Στο 41,8%  (23/55) και στο 26,8% (15/56) των ασθενών με SJC >0 και TJC >0 στην 

αρχική εξέταση αντίστοιχα, πέτυχαν SJC=0 kai TJC=0 στους 6 μήνες θεραπείας με 

το apremilast  

De Vlam K, et al. Adv Ther. 2022;39:1055-67. 

Apremilast: Μείωση του αριθμού των 
επώδυνων και διογκωμένων αρθρώσεων 

Αρχική 
εξέταση 

68-TJC >0 
n/N= 65/65 
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6 μήνες 
68-TJC= 0 

n/N= 15/56 

6 μήνες 
68-TJC 

 μείωση ≥30% 
n/N= 40/56 
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Αρχική 
εξέταση 

66-SJC >0 
n/N= 61/61 

6 μήνες 
66-SJC= 0 

n/N= 23/55 

6 μήνες 
66-SJC  

μείωση ≥30% 
n/N= 44/55 



#από τους 42 ασθενείς με ΨΑ. *στατιστικά σημαντικές τιμές. 
Añón Oñate I, et al. Ann Rheum Dis 2020;79(Supplement 1):1657. 

Apremilast 
Βελτίωση της εξέλιξης της νόσου 

Με το apremilast οι ασθενείς πέτυχαν μία σημαντική μείωση της ενεργότητας της νόσου 

      Χαρακτηριστικά ασθενών με ΨΑ που χρειάστηκαν apremilast 

Ασθενείς 
με ΨΑ 

Αρχική 
εξέταση 

6 μήνες 
 

12 μήνες 
 

18 μήνες 
 

p 
 

Ύφεση  
κατά DAPSA 

Χαμηλή ενεργότητα  
κατά DAPSA 

των ασθενών πέτυχαν 
ύφεση στους 18 μήνες# 

των ασθενών πέτυχαν 
χαμηλή ενεργότητα 

νόσου στους 18 μήνες# 



A non-interventional prospective observational study 
assessing APRemilast in psOriatic Arthritis in real-life 

Clinical practice in Greek Healthcare environment  
 
 
 



Patients’ Geographic Distribution 

Region Sites 

Patients 

analyzed 

Ν (%) 

Attica 10 93 55.7 

Central Macedonia 3 34 20.4 

Western Greece 3 17 10.2 

Crete 1 10 6.0 

Thessaly 1 9 5.4 

Eastern Macedonia and Thrace 1 3 1.8 

Epirus 1 1 0.6 

Total 20 167 100.0 
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 Number of enrolled patients: 170 

 Number of analyzed patients: 167  

 Main inclusion criteria: 

 Adult patients with active peripheral PsA, biologic-naïve,  

 who have been intolerant to a prior DMARD therapy, or who have had an inadequate response (to at 

least one DMARD and within the first 12 months of treatment), and 

 who have been prescribed treatment with apremilast (Otezla®) for PsA, prior to signed Informed 

Consent and for whom, if treatment has started, ≤ 1 week has elapsed from treatment initiation to 

obtaining the signed Informed Consent 

 Main exclusion criterion: 

 Patients who have a history of exposure to biologic treatment and/or to tofacitinib in PsA 

Study Population 



Prior medications for PsA/psoriasis at baseline 

• Prior therapies for PsA/psoriasis included csDMARDs in all 167 patients. 

• Therapies other than DMARDs had been administered to 59.3% of the patients, comprising oral NSAIDs (34.7%), topical 
treatments (16.8%), systemic steroids (14.4%), folic acid (7.8%), intra-articular steroid injections (1.8%), 
photo(chemo)therapy (0.6%), acitretin (0.6%), and pregabalin (0.6%). 

csDMARD, conventional synthetic disease-modifying antirheumatic drug 
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Disease characteristics at baseline  

[VALUE]; 
n=78 

[VALUE]; 
n=60 

[VALUE]; 
n=24 

[VALUE]; 
n=5 

≥5 joints 

2-4 joints

1 joint

No swollen
joints

N=167 

Distribution based on 66-SJC count at baseline  

 Early disease 
 Biologic naïve 
 Moderate activity 
 OlIgoarticular disease 



Disease characteristics at baseline  

[VALUE]; 
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Apremilast permanent discontinuation 

• 30.4% (48/158) of the patients permanently discontinued apremilast treatment. 

 

[VALUE]; 
n=22 

[VALUE]; 
n=14 [VALUE]; 

n=10 

[VALUE]; 
n=2 

Lack of efficacy

Patient's decision/wish to
discontinue treatment

Adverse event

Condition aggravated

N=48 

Reasons for permanent discontinuation 

Proportion of patients among those who discontinued treatment 



cDAPSA score at baseline, 16, 24, and 52 weeks post-
baseline 
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cDAPSA, clinical disease activity in psoriatic arthritis  

 The median (IQR) cDAPSA scores were 22.0 (16.0-29.0), 14.0 (9.0-18.0), 10.0 (6.0-15.0) and 6.0 (2.0-12.0) at 

baseline, 16, 24 and 52 weeks post-baseline, respectively. 



cDAPSA response in 24, and 52 weeks post-baseline 



cDAPSA response in 24, and 52 weeks post-baseline 



DAPSA and cDAPSA activity states at baseline and 52 weeks post-baseline 
in patients with paired data 



Case 1 

• Έναρξη Appremilast 30mg 1x2 (12/2018) 

• Καλή ανταπόκριση με καλή ανοχή 

• Χωρίς επιδείνωση συννοσυροτήτων  

• Σταθερή ηπατική λειτουργία  

DAPSA: 1-3  

(CRP1-1.5)mg/dl? Metabolic syndrome 



• DMARD-naive patients with active PsA in the PALACE 4 study sustained ACR20/50/70 responses through 5 years of treatment with apremilast 

ACR20/50/70 Responses Were Sustained Through 5 Years With Apremilast 
Treatment in DMARD-naive Patients 

*Consider OLE study limitations when interpreting results. The OLE is not blinded, is not controlled, and includes inherent self-selection bias. The OLE period was from weeks 52 to 260; †Analyses include all patient data, including the placebo-controlled 
period, regardless of when patients started taking apremilast (baseline, week 16, or week 24); ‡The n represents the number of patients with available data at the time point; it may vary slightly for each outcome. 
ACR = American College of Rheumatology; ACR20/50/70 = ≥ 20%/50%/70% improvement in the American College of Rheumatology’s core set measurements; csDMARD = conventional synthetic disease-modifying antirheumatic drug; DMARD = disease-
modifying antirheumatic drug; OLE = open-label extension; PALACE = Psoriatic Arthritis Long-term Assessment of Clinical Efficacy; PsA = psoriatic arthritis. 
Adapted from Wells AF, et al. Rheumatology (Oxford). 2022;61:1035-1043. 

PALACE 4 
csDMARD- and Biologic-  

naive Active PsA 

ACR20/50/70 Responses Through 5 Years*,† 

(Data as Observed) 

n‡ =  205 194 188 178 171 160 156 142 142 139 133 132 132 127 126 123 117 

Study Week 

P
a

ti
e
n

ts
 A

c
h

ie
v
in

g
  

a
n

 A
C

R
 R

e
s

p
o

n
s
e

 (
%

) 

59.9 61.4 
58.0 

16  260 

40 

20 

0 

100 

80 

0 

60 

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

65.8 68.2 

39.0 
ACR20  

ACR 50 

ACR 70 

43.4 

35.5 
40.7 

29.8 

15.5 19.2 23.1 23.1 20.3 

Back to Week 

16 Results 



• Patients with active PsA maintained reductions in TJC and SJC with apremilast through 5 years in the pooled PALACE 1–3 studies 

 

Reductions in the Numbers of Swollen Joints and Tender Joints With Apremilast 
Were Sustained Through 5 Years 

*Consider OLE study limitations when interpreting results. The OLE is not blinded, is not controlled, and includes inherent self-selection bias. The OLE period was from weeks 52 to 260;1 †Includes all patients exposed to apremilast, including during the 
placebo-controlled period, regardless of when patients started taking apremilast (baseline, week 16, or week 24) through week 260;1 ‡The n at each time point represents patients with a baseline value and a postbaseline value at the time point and includes 
patients who discontinued early between the preceding time point and the specific time point;2  
OLE = open-label extension; PALACE = Psoriatic Arthritis Long-term Assessment of Clinical Efficacy; PsA = psoriatic arthritis; SJC = swollen joint count; TJC = tender joint count. 
1. Figure adapted with permission from Kavanaugh A, et al. Arthritis Res Ther. 2019;21:118; 2. Data on file, Amgen.   

Mean Percent Reduction in TJC and SJC1,2,*,† 

(Data as Observed) 

PALACE 1–3 Active PsA 
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• The proportion of patients achieving a cDAPSA score ≤ 13, indicative of LDA and REM, improved with longer apremilast treatment, reaching 60.4% at 
5 years 

Two-Thirds of Patients Receiving Apremilast Achieved  
cDAPSA Targets by 5 Years* 

*Analyses include all patient data, including the placebo-controlled period, regardless of when patients started taking apremilast (baseline, week 16, or week 24); †The n represents the number of patients with evaluable data at the time point. 
cDAPSA = clinical Disease Activity Index for Psoriatic Arthritis; LDA = low disease activity; PALACE = Psoriatic Arthritis Long-term Assessment of Clinical Efficacy; PsA = psoriatic arthritis; REM = remission. 
Adapted from Kavanaugh A, et al. Poster presented at: 2018 Annual Meeting American College of Rheumatology/Association of Rheumatology Health Professionals; October 19-24, 2018; Chicago, IL. Poster 686. 
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PALACE 1–3 Active PsA 

Pooled Analysis: Patients Achieving cDAPSA Scores ≤ 13* 
(Data as Observed) 

Back to Week 
52 Results 60.4 



ΣΥΝΝΟΣΗΡΟΤΗΤΕΣ ΚΑΙ ΕΠΙΤΕΥΞΗ ΘΕΡΑΠΕΥΤΙΚΩΝ ΣΤΟΧΩΝ 

Di Minno M et al, ART 2013 Klingberg E et al, ART 2019;21:17 



• Apremilast treatment in 60 patients (prospective-open label) 
• mean weight loss of 2.2 kg 

• reduction in total abdominal fat [mean decrease 0.52 L (95% CI 0.08, 0.96), p=0.022]  

• principally subcutaneous adipose tissue [mean decrease 0.37 L (95% CI 0.05, 0.68), p=0.022] 

• No improvement in other metabolic parameters (no changes in glyceamic status, insulin 
resistance, GPL-1 activity) 

• Improved PsA disease activity 
• Irrespective of weight changes (intiinflammatory rather metabolic effects) 

• Modest nature of weight loss (??) 

Ferguson et  al. Rheumatology (Oxf) 2021 



Apremilast 
Reduces CVD risk 

• Patients: PsA 

• Database: Real-world study, French National Health Insurance 
(2015-9) 

•  9510 bDMARD and 1885 apremilast new users, without CVD 
history 

• Primary endpoint: occurrence of MACEs 

• Vs TNFi 

• Apremilast: Equal 

• IL-12/23: (HR) 2.0, (95% CI 1.3, 3.0) 

• IL-17 inhibitors: HR: 1.9, (95% CI 1.2, 3.0)  

• In a sub-analysis in patients without CV risk factors,  

• MACEs occurred more frequently with IL-17 inhibitors than with TNFi  

(HRw 1.6, 95% CI 1.1, 2.8)  

 

• However…..possible biases (e.g skin involvement and IL-17i) 

Pina Vegas Rheumatology (Oxf) 2021 
Gialouri et al Rheumatology (Oxf) 2021 



Case 2  

• Άνδρας 48 ετών (επιχειρηματίας) – 4/2020 

• Αρθραλγίες μικρών αρθρώσεων των χεριών 

• Δακτυλίτιδα μεγάλου δακτύλου (AΡ), δείκτη και 
παράμεσου (ΔΕ) 

• Ατομικό ιστορικό: χωρίς κάτι ιδιαίτερο 

• Χωρίς ιστορικό δερματικής ψωρίασης 

• Αδελφός: ψωρίαση δέρματος  



                                     Case 2 

DAPSA: 40 
Επώδυνες: 21 
Διογκωμένες:8 
CRP: 0,71 (.5)mg/dl 

 
 

Πρωϊνή δυσκαμψία > 30 min 
HLA B27 (-) 
Δακτυλίτιδα  
BSA:0 

DMARD naïve 
Πολυαρθριτικός τύπος 
Δακτυλίτιδα 



Case 2 • Συζήτηση για ΜΤΧ  - επιφυλακτικός  

• Έναρξη 15 mg/week  

• Ναυτία – Διακοπή 

 

• Life style ασθενή (επιθυμίες ασθενή) 

• Αγωγή από του στόματος 

• Χωρίς τακτικούς αιματολογικούς 
ελέγχους  

 

• Έναρξη Αppremilast 
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• Patients with preexisting dactylitis at baseline maintained resolution of dactylitis with apremilast through 5 years in the pooled  
PALACE 1–3 studies 

Resolution of Dactylitis Was Sustained Through 5 Years With Apremilast 
Treatment 

*Consider OLE study limitations when interpreting results. The OLE is not blinded, is not controlled, and includes inherent self-selection bias. The OLE period was from weeks 52 to 260;1 †Includes all patients exposed to apremilast, including during the 
placebo-controlled period, regardless of when patients started taking apremilast (baseline, week 16, or week 24) through week 260;1 ‡Dactylitis severity count = 0–20; a score of 0 indicates resolution of dactylitis;2 §n/N, number of responders/number of 
patients who had sufficient data for a definitive determination of response status at the time point, which includes patients who discontinued early between the preceding time point and the specific time point.1 

OLE = open-label extension; PALACE = Psoriatic Arthritis Long-term Assessment of Clinical Efficacy; PsA = psoriatic arthritis. 
1. Figure adapted with permission from Kavanaugh A, et al. Arthritis Res Ther. 2019;21:118; 2. Data on file, Amgen. 

PALACE 1–3 Active PsA 

Proportion of Patients Achieving Dactylitis Count of 0 Through 5 Years1,2,*,† 

(Data as Observed) 
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OLE 

• csDMARD- and biologic-naive patients with preexisting dactylitis at baseline maintained resolution of dactylitis with apremilast through 
5 years in the PALACE 4 study 

Resolution of Dactylitis Was Sustained Through 5 Years in DMARD-naive 
Patients Treated With Apremilast 

*Examined among patients with dactylitis at baseline (n = 129); †Includes all patients exposed to apremilast, including during the placebo-controlled period, regardless of when patients started taking apremilast (baseline, week 16, or week 24) through week 260; ‡Data are presented “as observed” 
with no imputation for missing values in order to describe outcomes among those patients who continued to receive treatment over 260 weeks; §The OLE period was from weeks 52 to 260; **Patients discontinued treatment during the study because of AEs, lack of efficacy, and other (withdrawal by 
patient, loss of follow-up, protocol violation, nonadherence, and other); †† Dactylitis severity score = 0–20; a score of 0 indicates resolution of dactylitis. 
AE = adverse event; csDMARD = conventional synthetic disease-modifying antirheumatic drug; DMARD = disease-modifying antirheumatic drug; OLE = open-label extension; PALACE = Psoriatic Arthritis Long-term Assessment of Clinical Efficacy; PsA = psoriatic arthritis. 
1. Data on file, Amgen; 2. Adapted from Wells AF, et al. Rheumatology (Oxford). 2022;61:1035-1043. 

PALACE 4 
csDMARD- and Biologic-  

naive Active PsA 

Dactylitis count = 0, n 102 99 92 87 85 79 77 71 71 71 68 69 68 66 66 64 61 
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• In LAPIS-PsA, resolution of dactylitis and enthesitis were observed as early as 1 month and sustained for up to 13 months with  
apremilast treatment 

 

 

Improvement in Dactylitis and Enthesitis Observed 1 Month After Apremilast 
Initiation and Through 13 Months 

 
*Number of patients with enthesitis, dactylitis, or nail involvement among patients with data available at baseline; †In patients with dactylitis at baseline; ‡In patients with enthesitis at baseline.  
LAPIS-PsA = Long-term Documentation on the Use of Apremilast in Patients With Psoriatic Arthritis in Practice Conditions; LEI = Leeds Enthesitis Index; PsA = psoriatic arthritis; SD = standard deviation. 
Wollenhaupt J, et al. Poster presented at: 2020 European E-Congress of Rheumatology; June 3-6, 2020. Poster FRI0365. 

Baseline Characteristics 

Dactylitis,* n/N (%)  96/418 (23.0) 

Dactylitis count,† mean (SD) 2.2 (2.0) 

Enthesitis (LEI),* n/N (%) 195/418 (46.7) 

LEI (0-6), ‡ mean (SD) 2.9 (1.7) 
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59/83 n/N = 46/57 51/68 42/48 32/67 76/153 n/N =  56/100 60/119 46/80 59/155 

Patients Achieving LEI of 0‡ Patients Achieving Dactylitis Count of 0† 
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Case 2 

• Συζήτηση για ΜΤΧ  - επιφυλακτικός  

• Έναρξη 15 mg/week  

• Ναυτία – Διακοπή 

 

• Life style ασθενή 

• Αγωγή από του στόματος 

• Χωρίς τακτικούς αιματολογικούς ελέγχους  

 

• Έναρξη Αppremilast (5/2020) 

DAPSA: 0-1  



Apremilast Has a Consistent Safety Profile Across Multiple Clinical Trials and 
Disease States 

*For up to 16 weeks (after the initial 5-day titration); †For up to 12 weeks. 
ARs = adverse reactions; BD = Behçet’s disease; PsA = psoriatic arthritis; PsO = psoriasis; URTI = upper respiratory tract infection. 
1. Data on file, Amgen; 2. Hatemi G, et al. N Engl J Med. 2019;381:1918-1928. 

Placebo (%) 
n = 506 

Apremilast (%) 
n = 920 

ARs Reported in ≥ 5% of Patients Taking Apremilast 

Diarrhea 6 17 

Nausea 7 17 

URTI 6 9 

Tension headache  4 8 

Headache 4 6 

ARs Reported in ≥ 2% of Patients Taking Apremilast and  

≥ 1% Higher Than That Observed in Patients on Placebo* 

n = 490 n = 493 

Diarrhea 1.6 7.7 

Nausea 3.1 8.9 

Headache 2.2 5.9 

URTI 1.8 3.9 

Vomiting 0.4 3.2 

Nasopharyngitis 1.6 2.6 

Upper abdominal pain  0.2 2.0 
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During the apremilast-exposure period, most cases of diarrhea and nausea were mild or moderate in severity, occurred during the first 2 weeks of apremilast 
exposure, and generally resolved in 1 month; low rates of discontinuation of apremilast because of diarrhea (1.5%) and nausea (1.7%) were observed 

The Incidence Rates of the Most Common AEs Did Not Increase With Increased 
Exposure to Apremilast Through 5 Years 

*Patients as initially randomized at week 0 who received ≥ 1 dose of study medication during the placebo-controlled period (0 to 16 or 24 weeks); †The apremilast-exposure period (0 to ≥ 260 weeks) includes all patients who received apremilast 
regardless of when apremilast exposure started (week 0, week 16, or week 24). Apremilast exposure is based on each patient’s total exposure to apremilast, defined as the time interval between the dates of the first and last doses of apremilast, 
through December 2017; ‡ARs occurring in ≥ 5% of patients in any treatment group during the placebo-controlled period. 
AEs = adverse events; ARs = adverse reactions; EAIR = exposure-adjusted incidence rate; ESTEEM = Efficacy and Safety Trial Evaluating the Effects of Apremilast in Psoriasis; PALACE = Psoriatic Arthritis Long-term Assessment of Clinical 
Efficacy; PsA = psoriatic arthritis; PsO = psoriasis; pt-yrs = patient-years; URTI = upper respiratory tract infection. 
Callis-Duffin K, et al. Poster presented at: American Academy of Dermatology Virtual Meeting Experience 2020; June 12–14, 2020. Poster 15114. 

Placebo 
(n = 1,089) 

344.3 pt-yrs 

Apremilast 

(n = 1,504) 

520.1 pt-yrs 

Apremilast 
(n = 2,157) 

5,163.1 pt-yrs 

Most Common ARs (≥ 5%)‡ n (%) 
EAIR 

100 pt-yrs 
n (%) 

EAIR/ 
100 pt-yrs 

n (%) 
EAIR/  

100 pt-yrs 

Nausea 56 (5.1) 16.8 246 (16.4) 54.4 361 (16.7) 8.1 

Diarrhea 45 (4.1) 13.5 234 (15.6) 51.7 372 (17.2) 8.4 

Headache 41 (3.8) 12.2 119 (7.9) 24.4 218 (10.1) 4.6 

URTI 46 (4.2) 13.6 107 (7.1) 21.3 376 (17.4) 8.5 

Nasopharyngitis 47 (4.3) 13.9 85 (5.7) 16.8 320 (14.8) 7.1 

Placebo-Controlled Period* 
Weeks 0–16 or 24 

Apremilast-Exposure Period† 

Weeks 0 to ≥ 260 

ESTEEM 1 and 2,  

PALACE 1–4 
Pooled PsO/PsA 

Most Commonly Reported AEs in the Pooled Population 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

The  Incidence Rates of AEs of Special Interest Remained Low Through 5 Years 
of Apremilast Exposure* 

During the apremilast-exposure period, 1 patient treated with apremilast had an adverse reaction of latent TB (chest x-ray was negative). The patient was treated with isoniazid.2 
*Pooled data from 6 Phase 3 studies: ESTEEM 1 and 2 and PALACE 1-4;2 †MACE was defined as TEAEs of sudden unwitnessed death, cardiovascular death (sudden cardiac death, death due to myocardial infarction, death due to 
heart failure, death due to stroke, and death due to other cardiovascular causes), myocardial infarction, and nonfatal stroke. Potential MACE was defined as unstable angina requiring hospitalization, coronary revascularization 
procedure, transient ischemic attack, re-hospitalization for recurrent ischemia, embolic events, and deep vein thrombosis.1 

EAIR = exposure-adjusted incidence rate; ESTEEM = Efficacy and Safety Trial Evaluating the Effects of Apremilast in Psoriasis; MACE = major adverse cardiovascular events; PALACE = Psoriatic Arthritis Long-term Assessment of 
Clinical Efficacy; PsA = psoriatic arthritis; PsO = psoriasis; pt-yrs = patient-years; TB = tuberculosis; TEAEs = treatment-emergent adverse events. 

1. Data on file, Amgen; 2. Callis-Duffin, et al. Poster presented at: American Academy of Dermatology Virtual Meeting Experience 2020; June 12-14, 2020. Poster 15144. 

Placebo-Controlled Period 
Weeks 0–16 or 24 

Apremilast-Exposure Period 
Weeks 0 to ≥ 260 

ESTEEM 1–2 

PALACE 1–4 
PsA and PsO 

Placebo 
 N = 1,089* 

344.3pt-yrs  

Apremilast 
N = 1,504* 

520.1pt-yrs 

Apremilast  
N = 2,157 

5,163.1 pt-yrs 

n (%) 
EAIR/ 

100 pt-yrs 
n (%) 

EAIR/ 
100 pt-yrs 

n (%) 
EAIR/ 

100 pt-yrs 

MACE and Potential MACE† 24 (2.2) 7.0 36 (2.4) 7.0 193 (8.9) 4.0 

Malignancy 5 (0.5) 1.5 7 (0.5) 1.3 51 (2.4) 1.0 

Opportunistic Infection 13 (1.2) 3.8 7 (0.5) 1.3 76 (3.5) 1.5 

Latent TB 0 (0.0) 0.0 0 (0.0) 0.0 1 (< 0.1) 0.0 

Incidence of MACE, Malignancies, and Serious Infections in 6 Phase 3 Trials1,2 

Additional MACE 

5-Year Data 



Evangelatos G, Ther Adv Musculoskelet Dis. 2020 Jun 22;12:1759720X20930116 
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APPREMILAST DOES NOT AFFECT THE CLONAL EXPANSION OF T- AND B-CELLS AND  
ANTIBOBY RESPONSE IN VITRO 
 
NO REDUCTION IN INTERFERON-γ 
 



Take home message 

To apremilast  
 
 αποτελεί αξιόπιστη θεραπευτική επιλογή σε ασθενείς με ψωριασική αρθρίτιδα με πολύ καλή ανταπόκρισηπου φτάνει  
και ξεπερνάει τα 5 έτη είτε σε κλινικές μελέτες είτε σε RWD 
 
 μπορεί να χορηγηθεί σε ασθενείς που δεν έχουν λάβει βιολογικά ή συνθετικά τροποποιητικά με πολύ καλά αποτελέσματα 
 
 παρουσιάζει πολύ θετικά αποτελέσματα σε ειδικές κλινικές εκδηλώσεις όπως είναι η δακτυλίτιδα και η ενθεσίτιδα  
 
 έχει εξαιρετικό προφίλ ασφαλείας που σχετίζεται και με τις ανοσορυθμιστικές δράσεις στα κύτταρα της έμφυτης ανοσίας  
 
 
 
 




