




Ταρύηαηε πηώζε ηεο ζπκκόξθωζεο 

Σπλέρηζε ηεο πηώζεο ηεο ζπκκόξθωζεο 

Μήλεο από ηελ αξρή ηεο ζεξαπείαο 
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Weycker D, et al. Osteoporos Int. 2006;17(11):1645-1652  



Identified Treatment Gap 
NCQA HEDIS  

HEDIS Measure % Compliance* 

Beta-blocker persistence after a heart attack 81.3% 

Breast cancer screening 70.5% 

Colorectal cancer screening 62.4% 

Osteoporosis management after a fracture 22.8%  

NCQA State of Healthcare 2012 - HMO Statistics (Commercial  or Medicare data from 2011).    
http://www.ncqa.org/Portals/0/State%20of%20Health%20Care/2012/SOHC%20Report%20Web.pdf.  
Accessed February 2013.  

*2011 HMO Rates 
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Receptor Activator of Nuclear Factor Kappa-B ligand   

Prolia - Summary of Product Characteristics (SPC) - (eMC) 
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www.ncbi.nlm.nih.gov/pubmed/17634140  



Eghbali-Fatourechi. J Clin Invest. 2003 

 



Ana M. Blázquez-Medela et al., Eur J Clin Invest 2012; 42 (5): 548–556  
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Q6M = κία θνξά θάζε 6 κήλεο, BMD = νζηηθή ππθλόηεηα, CTX-I = C-ηεινπεπηίδην ηύπνπ Ι, DXA = απνξξνθεζηνκεηξία αθηίλωλ Χ δηπιήο ελέξγεηαο 

McClung MR, et al. N Engl J Med. 2006;23:821-831 

Peterson MC, et al. J Bone Miner Res. 2005;20(Suppl 1):S293;Abstract SU446 and poster 

CHMP public assessment report (EMA/21672/2010) 
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                Οη Ιδηόηεηεο Φαξκαθνθηλεηηθήο θαη  
              Φαξκαθνδπλακηθήο ηνπ Denosumab  
     ππνζηεξίδνπλ ην Δνζνινγηθό Σρήκα 60 mg SC Q6M 
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BMD Οζθπϊθήο Μνίξαο Σπνλδπιηθήο Σηήιεο Denosumab CTX-I Οξνύ 



Απνηειεζκαηηθόηεηα ηνπ Denosumab                                                       

ζηε κείωζε ηωλ ζπνλδπιηθώλ, κε ζπνλδπιηθώλ θαη 

θαηαγκάηωλ ηζρίνπ ζε γπλαίθεο κε νζηενπόξωζε: 

Cummings SR et al. NEJM 2009;361(8):756-65. 
 



Κύξην θαηαιεθηηθό ζεκείν 

Νέα ζπνλδπιηθά θαηάγκαηα* ζηνπο 36 κήλεο ζεξαπείαο 

 
*Οξηδόκελα ωο κείωζε θαηά ηνπιάρηζηνλ έλα βαζκό ζην ζπνλδπιηθό ζώκα,                

ην νπνίν ήηαλ θπζηνινγηθό θαηά ηελ έλαξμε 



Μεηαβνιή (%) ηεο νζηηθήο ππθλόηεηαο ζε 36 κήλεο  
  

Φάζε 3: Η κειέηε FREEDOM  
 

Intent-to-treat, last observation carried forward analysis 

*P < 0.001 for denosumab vs placebo 

† denosumab group relative increase in BMD vs placebo at month 36   

Cummings SR, et al. N Engl J Med. 2009 Aug 20;361(8):756-65. Copyright © 2009 Massachusetts Medical Society. All rights reserved. 

Denosumab 60 mg Q6M Placebo 
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Μείωζε ηνπ θηλδύλνπ θαηαγκάηωλ ζηνπο 36 κήλεο 
 

Φάζε 3: Η κειέηε FREEDOM   

Cummings SR, et al. N Engl J Med. 2009 Aug 20;361(8):756-65 
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Αλεπηζύκεηεο ελέξγεηεο 
Placebo, (%) 

n = 3,876 

Denosumab, (%) 

n = 3,886  

Αλεπηζύκεηεο ελέξγεηεο 

Λνηκώμεηο 2,108 (54.4) 2,055 (52.9) 

Αλεπηζύκεηεο ελέξγεηεο πνπ παξνπζηάζηεθαλ κε ζπρλόηεηα  2% θαη P  

0.05 

Έθδεκα  65 (1.7) 118 (3.0) 

Πηώζε* 219 (5.7) 175 (4.5) 

Μεηεωξηζκόο 53 (1.4) 84 (2.2) Αλεπηζύκεηεο ελέξγεηεο πνπ παξνπζηάζηεθαλ κε ζπρλόηεηα  0.1% θαη P 
 0.01 

Κπηηαξίηηδα (ζπκπεξηιακβάλεηαη 
ην εξπζίπειαο) 

1 (< 0.1) 12 (0.3) 0.002 

Δηάζεηζε 11 (0.3) 1 (< 0.1) 0.004 

Απνθιείνληαη νη πηώζεηο πνπ έγηλαλ ηελ ίδηα κέξα κε ην θάηαγκα 

Cummings SR, et al. N Engl J Med. 2009 Aug 20;361(8):756-65. 
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Papapoulos S, et al. Osteoporos Intl  2011(suppl 1) OC25 



Επί  %  αύμεζε ηεο Οζηηθήο Ππθλόηεηαο ηεο ΟΜΣΣ 

BMD continued to significantly increase in years 4 and 5 with long-term denosumab treatment 
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Επί % αύμεζε ηεο νζηηθήο ππθλόηεηαο Οιηθνύ Ιζρίνπ 
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Denosumab long-term 

(N=2208) 

Placebo (N=2088) 
BMD continued to significantly increase in years 4 and 5 with long-term denosumab treatment 

*p < 0.002 from placebo and baseline 
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FREEDOM EXTENSION 

Placebo 

N = 3883 
Rate (Event) 

Denosumab 

N = 3879 
Rate (Event) 

Denosumab 

Long-Term 

N = 2343 
Rate (Event) 

Serious Adverse Events* 16.4 17.3 15.3 

  Infections 1.4 (155) 1.8 (194) 1.4 (65) 

       Cellulitis or Erysipelas < 0.1 (1) 0.1 (13) < 0.1 (3) 

    Malignancies 1.8 (197) 2.0 (219) 2.0 (92) 

  Osteonecrosis of the jaw 0 0 0 

    Atypical fracture 0 0 0 

* Rate per 100-Patient-Years 



Bone HS, et al. 2015; J Bone Miner Res; 30(Suppl 1):S471;LB1157 (Late breaking) 
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Ten Years of Denosumab Treatment in Postmenopausal Women 
With Osteoporosis: Results From the FREEDOM Extension Trial 

Placebo Continued Denosumab Cross-over Denosumab 

Lumbar Spine BMD† Total Hip BMD† 

Adapted from Bone HS, et al. 2015; J Bone Miner Res; 30(Suppl 1):S471;LB1157 (Late breaking) 

BMD: bone mineral density 

†Compared with FREEDOM baseline, extension baseline, and previous measurement. All values all P < 0.0001. 
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Kendler DL et al. J Bone Miner Res 2010; 25: 72-81. 

Recknor C et al. Obstet Gynecol 2013; 121: 1291-1299. 

Roux C et al. Bone 2014; 58: 48-54. 



nof.org/articles/justformen  



Τν πνζνζηό ηεο δηαγλωζκέλεο Οζηενπόξωζεο  

ζε γπλαίθεο – άλδξεο αλάινγα κε ηελ ειηθία 

Hansen K.E., et al. Osteoporos Int 2008, 19(3):349-356 
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Lumbar spine Total hip Femoral neck 1/3 radius 

Primary analysis set 

Placebo, n 118 119 119 118 

Denosumab, n 117 117 117 116 

ADAMO: 12 months of denosumab treatment 
increase BMD at all skeletal sites measured 
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*p < 0.0001 
†p = 0.0144 
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Final results of the DAPS (Denosumab Adherence Preference Satisfaction) study: 

a 24-month, randomized, crossover comparison with alendronate in 

postmenopausal women  








