




ɇŬɢɨŰŬŰɖ ˊŰɩůɖ Űɖɠ ůɡɛɛɧɟűɤůɖɠ 

Ɇɡɜɏɢɘůɖ Űɖɠ ˊŰɩůɖɠ Űɖɠ ůɡɛɛɧɟűɤůɖɠ 

ɀɐɜŮɠ Ŭˊɧ Űɖɜ Ŭɟɢɐ Űɖɠ ɗŮɟŬˊŮɑŬɠ 
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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. Bl§zquez-Medela et al., Eur J Clin Invest 2012; 42 (5): 548ï556  



Prolia - Summary of Product Characteristics (SPC) - (eMC) 
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Q6M = ɛɑŬ űɞɟɎ əɎɗŮ 6 ɛɐɜŮɠ, BMD = ɞůŰɘəɐ ˊɡəɜɧŰɖŰŬ, CTX-I = C-ŰŮɚɞˊŮˊŰɑŭɘɞ Űɨˊɞɡ Ƚ, DXA = ŬˊɞɟɟɞűɖůɘɞɛŮŰɟɑŬ ŬəŰɑɜɤɜ ɉ ŭɘˊɚɐɠ ŮɜɏɟɔŮɘŬɠ 

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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                Ƀɘ ȽŭɘɧŰɖŰŮɠ ūŬɟɛŬəɞəɘɜɖŰɘəɐɠ əŬɘ  
              ūŬɟɛŬəɞŭɡɜŬɛɘəɐɠ Űɞɡ Denosumab  
     ɡ́ ɞůŰɖɟɑɕɞɡɜ Űɞ ȹɞůɞɚɞɔɘəɧ ɆɢɐɛŬ 60 mg SC Q6M 
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BMD Ƀůűɡɥəɐɠ ɀɞɑɟŬɠ Ɇˊɞɜŭɡɚɘəɐɠ ɆŰɐɚɖɠ Denosumab CTX-I Ƀɟɞɨ 



ȷˊɞŰŮɚŮůɛŬŰɘəɧŰɖŰŬ Űɞɡ Denosumab                                                       

ůŰɖ ɛŮɑɤůɖ Űɤɜ ůˊɞɜŭɡɚɘəɩɜ, ɛɖ ůˊɞɜŭɡɚɘəɩɜ əŬɘ 

əŬŰŬɔɛɎŰɤɜ ɘůɢɑɞɡ ůŮ ɔɡɜŬɑəŮɠ ɛŮ ɞůŰŮɞˊɧɟɤůɖ: 

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



Ⱦɨɟɘɞ əŬŰŬɚɖəŰɘəɧ ůɖɛŮɑɞ 

ɁɏŬ ůˊɞɜŭɡɚɘəɎ əŬŰɎɔɛŬŰŬ* ůŰɞɡɠ 36 ɛɐɜŮɠ ɗŮɟŬˊŮɑŬɠ 

 
*ɃɟɘɕɧɛŮɜŬ ɤɠ ɛŮɑɤůɖ əŬŰɎ ŰɞɡɚɎɢɘůŰɞɜ ɏɜŬ ɓŬɗɛɧ ůŰɞ ůˊɞɜŭɡɚɘəɧ ůɩɛŬ,                

Űɞ ɞˊɞɑɞ ɐŰŬɜ űɡůɘɞɚɞɔɘəɧ əŬŰɎ Űɖɜ ɏɜŬɟɝɖ 



ɀŮŰŬɓɞɚɐ (%) Űɖɠ ɞůŰɘəɐɠ ˊɡəɜɧŰɖŰŬɠ ůŮ 36 ɛɐɜŮɠ  
  

ūɎůɖ 3: ȼ ɛŮɚɏŰɖ FREEDOM  
 

Intent-to-treat, last observation carried forward analysis 

*P < 0.001 for denosumab vs placebo 

À 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 É 2009 Massachusetts Medical Society. All rights reserved. 

Denosumab 60 mg Q6M Placebo 
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ɀŮɑɤůɖ Űɞɡ əɘɜŭɨɜɞɡ əŬŰŬɔɛɎŰɤɜ ůŰɞɡɠ 36 ɛɐɜŮɠ 
 

ūɎůɖ 3: ȼ ɛŮɚɏŰɖ FREEDOM   

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

n = 3,876 

Denosumab, (%) 

n = 3,886  

ȷɜŮˊɘɗɨɛɖŰŮɠ ŮɜɏɟɔŮɘŮɠ 

ȿɞɘɛɩɝŮɘɠ 2,108 (54.4) 2,055 (52.9) 

ȷɜŮˊɘɗɨɛɖŰŮɠ ŮɜɏɟɔŮɘŮɠ ˊɞɡ ˊŬɟɞɡůɘɎůŰɖəŬɜ ɛŮ ůɡɢɜɧŰɖŰŬ ² 2% əŬɘ P ¢ 

0.05 

ȰəɕŮɛŬ  65 (1.7) 118 (3.0) 

ɄŰɩůɖ* 219 (5.7) 175 (4.5) 

ɀŮŰŮɤɟɘůɛɧɠ 53 (1.4) 84 (2.2) ȷɜŮˊɘɗɨɛɖŰŮɠ ŮɜɏɟɔŮɘŮɠ ˊɞɡ ˊŬɟɞɡůɘɎůŰɖəŬɜ ɛŮ ůɡɢɜɧŰɖŰŬ ² 0.1% əŬɘ P 
¢ 0.01 

ȾɡŰŰŬɟɑŰɘŭŬ (ůɡɛˊŮɟɘɚŬɛɓɎɜŮŰŬɘ 
Űɞ ŮɟɡůɑˊŮɚŬɠ) 

1 (< 0.1) 12 (0.3) 0.002 

ȹɘɎůŮɘůɖ 11 (0.3) 1 (< 0.1) 0.004 

ȷˊɞəɚŮɑɞɜŰŬɘ ɞɘ ˊŰɩůŮɘɠ ˊɞɡ ɏɔɘɜŬɜ Űɖɜ ɑŭɘŬ ɛɏɟŬ ɛŮ Űɞ əɎŰŬɔɛŬ 

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

 




