
ȸɘɞɞɛɞŮɘŭɐ ůɐɛŮɟŬ:  
ɇɞ Űɞˊɑɞ ŬɚɚɎɕŮɘ; 
ǲǰǴǱǯǲ ǭ ǭǩǪǡǲ 
ʄɳʇɾɮʆʁɽʁɱʁʅ 
ɹʍɮɿɿɹɿɮ 
snnikas@yahoo.com 

 



ȹɘŮɡəɟɘɜɑůŮɘɠ 

Å ɶ ˉʰˊˇˎˋʾʰˋʹ ʰˎˍʺ ˉˊˇˇˊʾʸʶˍʰʽ ˃ˈ˄ˇ ʴʽʰ ˃-́ˉˊˇ˖ʻʹˍʽˁˈ ʶˉʽˋˍʹ˃ˇ˄ʽˁˈ ˋˁˇˉˈ ˁʰʽ ˃ˉˇˊʶʾ ˄ hˉʶˊʽʷ˔ʶʽ 

ˉ˂ʹˊˇ˒ˇˊʾʶˌ ˋ˔ʶˍʽˁʱ ˃ ʁˍ hˉˊˇʿˈ˄ˍʰ  ̋ˍʽˌ ʶ˄ʵʶʾ˅ʶʽˌ ˍˇˎˌΣ ˉˇˎ ʶˉʾ ˍˇˎ ˉʰˊˈ˄ˍˇˌ ˃ˉˇˊʶʾ ˄ hʶʾ˄ʰʽ ˎˉˈ 

ʵʽʶˊʶˏ˄ʹˋʹ ̋ κˁʰʽ ̄ ˇˎ ɻ ʶ˄ ̫ ˔ˇˎ˄ ʁ ʴˁˊʽʻʶʾ h ˉˈ ˍʽˌ ́ ˎʻ˃ʽˋˍʽˁʷˌ h ˊ˔ʷˌ. 

Å H ̄ ʰˊˇˎˋʾʰˋʹ ʰˎˍʺ ʶˁ˒ˊʱʸʶʽ h ˉˇˁ˂ʶʽˋˍʽˁʱ ˍʽˌ h ˉˈ˕ʶʽˌ ˍˇˎ ̌ ˃ʽ˂ʹˍʺ. 

Å ʁ ̔̄ ˂ʹˊˇ˒ˇˊʾʶˌ ̄ ˇˎ ̄ ʶˊʽʷ˔ˇ˄ˍʰʽ ʁ ʾ˄ʰʽ h ˁˊʽʲʶʾˌ ˁ ʰˍʱ ˍ ́ɻ ʹ˃ʽˇˎˊʴʾʰ ˍʹˌ ˉʰˊˇˎˋʾʰˋʹˌ.  

Å ʆˎ˔ˈ˄ ʵʶʵˇ˃ʷ˄ʰ ˋ˔ʶˍʽˁʱ ˃ ʁˉˊˇʿˈ˄ˍʰ ˍ hˇˉˇʾʰ ʵʶ˄ ʰ˄ʺˁˇˎ˄ ˋˍʹ Novartis ʲʰˋʾʸˇ˄ˍʰʽ ˋ ʁʵʹ˃ˈˋʽʰ ʵʽʰʻʷˋʽ˃ʶˌ 

ˉ˂ʹˊˇ˒ˇˊʾʶˌ ˁ ʰˍʱ ˍ ́ɻ ʹ˃ʽˇˎˊʴʾʰ ˍʹˌ ̄ ʰˊˇˎˋʾʰˋʹˌ. 



ɆɈũȾɅɃɈɆȼ ɆɈɀūȺɅɃɁɇɋɁ (2 Ⱥɇȼ)  

ɳɽʃɳɿ мκмт 

 

MSD (9/17) 

 

ɰɹɮɿɳʋ όпκмсύ  

 

ɳɳɾɾʁ όммκмсύ 

 

  

  

  

  

 

 

ɳʃɳɾʇ (12/16) 

 

ɳʃɹʆʄʁʃɶ ɳʄɳʇɿʍɿ όммκмсύ 

 

PHIZER (11/15) 

ɇȽɀȽɇȽȾȼ ȷɀɃȽȸȼ ũȽȷ ɇȼɁ ɆȼɀȺɅȽɁȼ ɄȷɅɃɈɆȽȷɆȼ   



ȺȽɁȷȽ ũɁɋɆɇȳ  

 ʆʽ ʶʾ˄ʰʽ ʲʽˇ-ˇ˃ˇʶʽʵʷˌ όbiosimilar) 

  

 ʆˊˈˉˇˌ ˉʰˊʰˋˁʶˎʺˌ  

  

 ɮˉʰʽˍˇˏ˃ʶ˄ʶˌ ˃ʶ˂ʷˍʶˌ  

  

 ɽˈʴˇˌ ˏˉʰˊ˅ʹˌ ˍˇˎˌ  

  

  

  

  

  

  

ɿʶˈˍʶˊʰ ς ̀ ˏʴ˔ˊˇ˄ʰ ʵʶʵˇ˃ʷ˄ʰ  
 

ʆˇˉʾˇ ʰ˂˂ʱʸʶʽ Κ  



ɇɞ Űɞˊɑɞ ŬɚɚɎɕŮɘ (Ƚ)  

evidence-based ˋˎˋˍʱˋʶʽˌΥ ʶ˅ʷ˂ʽ˅ʹ ϧ ˔ˊʺˋʹ biosimilars ̀ ˍʰ ˊʶˎ˃ʰˍʽˁʱ ˄ˇˋʺ˃ʰˍʰ  
 

 29 full-text ɦ ˊʻˊʰ 
& 

20 abstracts 
ʰ̄ ˈ ACR & EULAR abstract databases 

Kay J, Schoels MM, Dºrner T on behalf of the Task Force on the Use of Biosimilars to Treat Rheumatological Diseases, et al 

Consensus-based recommendations for the use of biosimilars to treat rheumatological diseases   

Annals of the Rheumatic Diseases 2018 ;77:165-174 



Kay J, Schoels MM, Dºrner, et al Consensus-based recommendations for the use of biosimilars to treat rheumatological diseases   

Annals of the Rheumatic Diseases 2018;77:165-174 



ȸŬůɘəɏɠ Ŭɟɢɏɠ  

Kay J, Schoels MM, Dºrner T, et al Consensus-based recommendations for the use of biosimilars to treat rheumatological diseases   

Annals of the Rheumatic Diseases 2018;77:165-174 

ȼ ŬˊɧűŬůɖ ɔɘŬ Űɖ ɗŮɟŬˊŮɑŬ ŮɑɜŬɘ əɞɘɜɐ ɛŮŰŬɝɨ ɟŮɡɛŬŰɞɚɧɔɞɡ & ŬůɗŮɜɞɨɠ 

ɆɢŮŰɘəɎ ɗɏɛŬŰŬ Űɞɡ ůɡůŰɐɛŬŰɞɠ ɡɔŮɑŬɠ ɗŬ ˊɟɏˊŮɘ ɜŬ ɚŬɛɓɎɜɞɜŰŬɘ ɡˊɧɣɖ  

ɇɞ ŮɔəŮəɟɘɛɏɜɞ  biosimilar  ŭŮɜ ŮɑɜŬɘ ɞɨŰŮ əŬɚɨŰŮɟɞ ï ɞɨŰŮ ɢŮɘɟɧŰŮɟɞ ůŮ 
ŬˊɞŰŮɚŮůɛŬŰɘəɧŰɖŰŬ vs bio-originator, ɞɨŰŮ ɢŮɘɟɧŰŮɟɞ ůŮ ŬůűɎɚŮɘŬ  

ȷůɗŮɜŮɑɠ əŬɘ ůɡůŰɐɛŬŰŬ ɡɔŮɑŬɠ ɗŬ ˊɟɏˊŮɘ ɜŬ ŮɜɖɛŮɟɩɜɞɜŰŬɘ ɔɘŬ Űɖɜ űɨůɖ 
Űɤɜ biosimilars, Űɖɜ ŭɘŬŭɘəŬůɑŬ ɏɔəɟɘůɖɠ əŬɘ ŬůűɎɚŮɘŬ & ŬˊɞŰŮɚŮůɛŬŰɘəɧŰɖŰŬ 

Ⱦɞɘɜɞɑ ɛɏɗɞŭɞɘ ɔɘŬ Űɖɜ űŬɟɛŬəɞ -ŮˊŬɔɟɨˊɜɖůɖ  (& traceability) 



ɆɡůŰɎůŮɘɠ 

Kay J, Schoels MM, Dºrner T, et al Consensus-based recommendations for the use of biosimilars to treat rheumatological diseases   

Annals of the Rheumatic Diseases 2018;77:165-174 

biosimilars Υ ˋʹ˃ʰ˄ˍʽˁʱ ˔ʰ˃ʹ˂ˈˍʶˊˇ ˁˈˋˍˇˌ ҐҔ ʰˏ˅ʹˋʹ ˍʹˌ ˉˊˈˋʲʰˋʹ ʰˋʻ 
ˋˍʹ˄ ʽʵʰ˄ʽˁʺ ʻʶˊʰˉʶʾʰ  

˔ˊʺˋʹ ˋʶ ˁʰˍʱ˂˂ʹ˂ˇˎˌ ʰˋʻʶ˄ʶʾˌ ˃ʶ ˍˇ˄ ʾʵʽˇ ˍˊˈˉˇ ˃ʶ ˍˇ OR (new batch)   

ʰ˒ˇˏ ʵʶ˄ ˎˉʱˊ˔ˇˎ˄ ˋʹ˃ʰ˄ˍʽˁʷˌ ʵʽʰ˒ˇˊʷˌ ˋˍʹ˄ ʰ˄ˇˋˇʴˇ˄ʽˁˈˍʹˍʰ ҐҔ 
ʷ˂ʶʴ˔ˇˌ  antidrug antibodies ɻ ʶ˄ ʰˉʰʽˍʶʾˍʰʽ ˋˍʹ˄ ˁ ˂̄ ˊʱ˅ʹ  

ʃˊˇˁ˂ʽ˄ʽˁʱ ʵʶʵˇ˃ʷ˄ʰ ϧ ˒ʱˋʹˌ I ̄ ˊʷˉʶʽ ˄ʰ ʶʾ˄ʰʽ ʵʽʰʻʷˋʽ˃ʰ ˈˍʰ˄ 
ʵʹ˃ˇˋʽʶˏˇ˄ˍʰʽ  ˒ ʱˋʹˌ III 

price discounted only 15% (USA) 
below that of the bio-originator may 
not be sufficient to motivate use of a 
biosimilar 



ɆɡůŰɎůŮɘɠ 

Kay J, Schoels MM, Dºrner T, et al Consensus-based recommendations for the use of biosimilars to treat rheumatological diseases   

Annals of the Rheumatic Diseases 2018;77:165-174 

ɳ˒ˈˋˇ˄ ˍˇ BS ʁ ʾ˄ʰʽ ʽˋˇʵˏ˄ʰ˃ˇ ˃ʶ OR (˒ˎˋʽˇ-˔ʹ˃ʽˁʱΣ ˂ʶʽˍˇˎˊʴʽˁʱ, ʊɼύ,  ́  ʶˉʽʲʶʲʰʾ˖ˋʹ ˍʹˌ 
ʰˋ˒ʱ˂ʶʽʰˌ ˁʰʽ ˍʹ˄ ʰˉˇˍʶ˂ʶˋ˃ʰˍʽˁˈˍʹˍʰˌ ˋʶ ˃ʽʰ ʷ˄ʵʶʽ˅ʹ ҐҔ ʶʾ˄ʰʽ ʶˉʰˊˁʺˌ ʴʽʰ ˍʹ˄ ʶˉʷˁˍʰˋʹ 
(extrapolation)  

ɶ ɾɹɮ ʰ˂˂ʰʴʺ ʰˉˈ ˍˇ  bio-originator ̀ ʶ ʷ˄ʰ BS ʁ ʾ˄ʰʽ ʰˋ˒ʰ˂ʺˌ ˁ ʰʽ ʰˉˇˍʶ˂ʶˋ˃ʰˍʽˁʺ -  ɲɳɿ 
ˎˉʱˊ˔ˇˎ˄ ʶ˄ʵʶʾ˅ʶʽˌ ˈˍʽ ˍˇ  switching ˃ ʶˍʰ˅ˏ biosimilars ̱ ˇˎ ʾʵʽˇˎ bio-originator ̒ ʰ ʷ˔ʶʽ 
ʵʽʰ˒ˇˊʶˍʽˁʺ ʷˁʲʰˋʹ - ̌  ʰˋʻʶ˄ʺˌ ʻʰ ˉˊʷˉʶʽ ˄ʰ ˂ʰ˃ʲʱ˄ʶˍʰʽ ˎˉˈ˕ʹ  

ʃˇ˂˂ʰˉ˂ʱ switching ˃ ʶˍʰ˅ˏ biosimilars ˁ ʰʽ bio-originators ̋  ʱ˂˂˖˄ biosimilars ̒ ʰ ˉˊʷˉʶʽ 
˄ʰ ʶˁˍʽ˃˗˄ˍʰʽ ˋˍʰ  registries 

ɼʰ˃ʾʰ ʰ˂˂ʰʴʺ ˃ʶˍʰ˅ˏ  biosimilars ɻ ʶ˄ ʻʰ ˉˊʷˉʶʽ ˄ʰ ʴʾ˄ʶˍʰʽ ˔˖ˊʾˌ ˍʹ˄ ʶ˄ʹ˃ʷˊ˖ˋʹ ̱ ˇˎ 
ʰˋʻʶ˄ˇˏˌ ˁʰʽ ˍˇˎ ˋˎˋˍʺ˃ʰˍˇˌ ˎʴʶʾʰˌ 
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