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ΓΝΑ Αςκλθπιείο Βοφλασ 



Διλωςθ Σφγκρουςθσ Συμφερόντων 

 Σιμητικό Αμοιβό από την MSD  

 



            Κλινικό περιςτατικό 

Γυναύκα 38 ετών 

 Ατομικό ιςτορικό: Θυρεοειδύτιδα Hashimoto 

 Φλεγμονώδουσ τύπου οςφυαλγύα από διετύασ 

 2 επειςόδια ιριδοκυκλύτιδασ 

 Πρωινό δυςκαμψύα > 1 ώρα 



 Κλινικό περιςτατικό 
 

 HLA-B27 +  CRP + 

 Ιερολαγονύτιδα ϊμφω ακτινολογικϊ επιβεβαιωμϋνη 

 ASDAS-CRP 2,9 

 

Θεραπευτικέσ επιλογέσ; 

 

 



Θεραπευτικό πρωτόκολλο ΑΞΠΑ, ΕΟΕΡΝ, Ιούνιοσ 2018 

 



            Κλινικό περιςτατικό 

 Χρόςη 2 διαφορετικϊ ΜΑΦ ςε διϊςτημα 2 μηνών 
χωρύσ κλινικό ανταπόκριςη 
 

 Έναρξη Golimumab 



 The main treatment goal in axial SpA is the  

 maximization of long-term quality of life 

 Symptom control, preservation of function and social 
participation are key in axial SpA. 

 Treat-to-target  in axial SpA may depend on achieving 

   an early state of remission with complete suppression     

   of disease activity. 



Click to edit Master title style 

Efficacy of Golimumab in AS Patients        

(GO-RAISE)1,2 

aGO-RAISE was a multicenter, randomized, double-blind, PBO-controlled study (N=356) in patients with active AS despite therapy with DMARDs and 

NSAIDs, a BASDAI score ≥4, and a back pain score ≥4. The primary end point was the proportion of patients with ≥20% improvement in ASAS at 

Week 14; GLM was administered as a subcutaneous injection. 

AS=ankylosing spondylitis; GO-RAISE=Golimumab—A Randomized Study in Ankylosing Spondylitis Subjects of a Novel Anti-TNF mAB Injection 

(SC) Given Every Four Weeks; ASAS=Assessment of SpondyloArthritis International Society; PBO=placebo; GLM=golimumab; DMARDs=disease-

modifying antirheumatic drugs; NSAIDs=nonsteroidal anti-inflammatory drugs; BASDAI=Bath Ankylosing Spondylitis Disease Activity Index. 

1. Inman RD et al. Arthritis Rheum. 2008;58:3402–3412. 2. Braun J et al. Ann Rheum Dis. 2008;67(Suppl 2):58. 

 

Significantly more GLM patients achieved ASAS 20 or ASAS partial remission 

at Week 14 compared with PBO patients. 

Primary end point  

(ASAS 20 at Week 14) 

ASAS partial remission 

at Week 14 

PBO %                  (n=78) 21.8 5.1 

GLM 50 mg, %    (n=138) 59.4b 23.2b 

GLM 100 mg, %  (n=140) 60b 20.7c 

P vs PBO 
bP<0.001; cP<0.01. 
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Efficacy of Golimumab in Improving Disease Activity 
and Physical Function at Week 14 in AS Patients     

(GO-RAISE)1 

aGLM was administered as a subcutaneous injection.  

AS=ankylosing spondylitis; GO-RAISE=Golimumab—A Randomized Study in Ankylosing Spondylitis Subjects of a Novel Anti-TNF mAB 

Injection (SC) Given Every Four Weeks; BASFI=Bath Ankylosing Spondylitis Functional Index; PBO=placebo; GLM=golimumab; 

BASDAI=Bath Ankylosing Spondylitis Disease Activity Index. 

1. Inman RD et al. Arthritis Rheum. 2008;58:3402–3412. 

 

Significantly more GLM patients demonstrated improvements in disease 

activity and physical function at Week 14 compared with PBO patients. 
 

bP<0.001 vs PBO. 
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Efficacy of Golimumab Maintained at 5 Years in 

AS Patients (GO-RAISE)1 

aThe efficacy analysis was based on intent-to-treat analyses by randomized group, regardless of treatment changes during the study. The 

long-term extension started with the Week 104 GLM injection. Patients receiving GLM 50 mg could increase the dose to 100 mg; patients 

receiving GLM 100 mg could decrease the dose to 50 mg; concomitant DMARD, corticosteroid, and NSAID therapy could be adjusted. 

AS=ankylosing spondylitis; GO-RAISE=Golimumab—A Randomized Study in Ankylosing Spondylitis Subjects of a Novel Anti-TNF mAB 

Injection (SC) Given Every Four Weeks; ASAS=Assessment of SpondyloArthritis International Society; BASDAI=Bath Ankylosing 

Spondylitis Disease Activity Index; GLM=golimumab; DMARD=disease-modifying antirheumatic drug; NSAID=nonsteroidal anti-

inflammatory drug.  

1. Deodhar A et al. Ann Rheum Dis. 2014;74:757–761. 
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The persistence rate in the GO-RAISE study through 5 years was 71.5% (254/355). 
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Efficacy of Golimumab Maintained at 5 Years in 

AS Patients (GO-RAISE)1 

aEfficacy summaries were based on intent-to-treat analyses. Efficacy was assessed at Week 256. The long-term extension started 

with the Week 104 GLM injection. Patients receiving GLM 50 mg could increase the dose to 100 mg; patients receiving GLM 100 mg 

could decrease the dose to 50 mg; concomitant DMARD, corticosteroid, and NSAID therapy could be adjusted. 

AS=ankylosing spondylitis; GO-RAISE=Golimumab—A Randomized Study in Ankylosing Spondylitis Subjects of a Novel Anti-TNF 

mAB Injection (SC) Given Every Four Weeks; SD=standard deviation; BASDAI=Bath Ankylosing Spondylitis Disease Activity Index; 

BASFI=Bath Ankylosing Spondylitis Functional Index; GLM=golimumab; DMARD=disease-modifying antirheumatic drug; 

NSAID=nonsteroidal anti-inflammatory drug. 

1. Deodhar A et al. Ann Rheum Dis. 2014;74:757–761. 
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Weeks Weeks 



K. Krüger, G. R. Burmester, S. Wassenberg, M. Bohl-Bühler, M. H. Thomas, BMJ Open 2018;8 

 GO-NICE showed the real-life setting  

 Οpen-label, multicenter, prospective observational/on-interventional study  

 158 sites in Germany 

 



all AS patients 

Completer 

 

Bath Ankylosing Spondylitis Disease Index (BASDAI) over time in AS 
patients-GO-NICE 
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all AS patients n = 483 

Completer n = 245 

K. Krüger, G. R. Burmester, S. Wassenberg, M. Bohl-Bühler, M. H. Thomas, BMJ Open 2018;8 

In AS patients, in 
GO-NICE the 
BASDAI score 
decreased 
significantly from 
5.1 to 2.4 points at 
24 months, in the 
GO-RAISE study 
the mean BASDAI 
score decreased 
from 6.6 by 4.2 
points by week 104, 
changes vs. BL 
were 2.7 vs. 2.4 
points. 
l 

41% decrease BASDAI50 after 3 months  



                                                                                                                                        
                                                                                                                                         
 
 
 
 
 
 

Βελτίωςθ τθσ ποιότθτασ ηωισ κατά τθ διάρκεια τθσ κεραπείασ GO 
NICE AS 

 

Μεύωςη ϊγχουσ και κατϊθλιψησ κατϊ 40,3 % 

Kruger K. et al, Rheumatol Internat 2019 39:131-140 



Βελτίωςη τησ κόπωςησ  

Kruger K. et al, Rheumatol Internat 2019 39:131-140 

Βελτίωςη τησ 
λειτουργικότητασ  

Δεδομζνα κλινικισ πράξθσ:  
Αποτελεςματικότθτα του golimumab ςτθ AS GO NICE  



Kruger K. et al, Rheumatol Internat 2019 39:131-140 

Quality of Life by EQ-VAS GO NICE AS 



 Describe and compare treatment persistence with first and second line SC-
TNFis in patients with RA, AS or PsA 
 

 

Svedbom A. et al, Patient Preference and Adherence 2017:11  95-106 

 Estimate and contrast Health care costs in the two groups  

Τα αποτελζςματα που παρουςιάηονται προζρχονται από μελζτθ κοορτισ και όχι από τυχαιοποιθμζνθ μελζτθ άμεςθσ 
ςφγκριςθσ των κεραπευτικών παραγόντων. 



Σο αρχεύο υποδόριων βιολογικών θεραπειών τησ ουηδύασ 
ϋδειξε ότι: 

• Η παραμονό ςτη θεραπεύα ςτον πρώτο υποδόριο αντι-TNF 
όταν υψηλότερη από τον δεύτερο 

• Σα κόςτη όταν χαμηλότερα ςτην πρώτη βιολογικό θεραπεύα 

• Χορόγηςη τησ βιολογικόσ θεραπεύασ με την καλύτερη 
παραμονό μπορεύ να οδηγόςει ςε όφελοσ 

Svedbom A. et al, Patient Preference and Adherence 2017:11  95-106 

Τα αποτελζςματα που παρουςιάηονται προζρχονται από μελζτθ κοορτισ και όχι από τυχαιοποιθμζνθ μελζτθ άμεςθσ ςφγκριςθσ των κεραπευτικών παραγόντων. 



Persistence in AS patients and Healthcare costs associated  

Svedbom A. et al, Patient Preference and Adherence 2017:11  95-106 

Analysis of persistence in patients with 
AS 

Τα αποτελζςματα που παρουςιάηονται προζρχονται από μελζτθ κοορτισ και όχι από τυχαιοποιθμζνθ μελζτθ άμεςθσ ςφγκριςθσ των κεραπευτικών παραγόντων. 



           Κλινικό περιςτατικό 

 2 ϋτη υπό θεραπεύα με Golimumab 

 ASDAS-CRP 1.1 

 Επαγγελματικϊ ενεργό χωρύσ αρνητικό επύπτωςη 
τησ νόςου ςτη καθημερινότητα τησ 



 Συμπεράςματα 

 Από τισ μελϋτεσ προκύπτει ότι το Golimumab 

παρουςιϊζει ςημαντικό αποτελεςματικότητα ςτη μεύωςη 

τησ δραςτηριότητασ των πονδυλαρθριτύδων καθώσ και 

ςτη βελτύωςη τησ λειτουργικότητασ του αςθενούσ. 

 Διατόρηςη τησ αποτελεςματικότητασ ςτα 5 ϋτη. 

 Η μεγαλύτερη παραμονό ςτη θεραπεύα οδηγεύ ςε κλινικό 

και οικονομικό όφελοσ. 

 



       

 

                             Ευχαριςτώ 


