
 
 
 
 
 
 
 
 
 
 
 
 

ζh̔ ˉˊˇˁ˂ʺˋʶʽˌ ˋˍʹ ʻʶˊʰˉʶˎˍʽˁʺȳ ˉˇˊʶʾʰ ˍ˖˄ 
ʰˋʻʶ˄˗˄ ˃ʶ ʅˉˇ˄ʵˎ˂ʰˊʻˊʾˍʽʵʶˌη  

 
 

ɳ˅˖ʰˊʻˊʽˁʷ ̩ʁ ˁʵʹ˂˗ˋʶʽˌ ˋʶ ʰˋʻʶ˄ʺȳ ˃ʶ ʌ˖ˊʽʰˋʽˁʹȳ 
ɮˊʻˊʾˍʽʵʰ  

 

ɿʽˁˈ˂ʰˇˌ ɼˇˏɹˁ ʰˌ, ʄʶˎ˃ʰˍˇ˂ˈʴˇˌ, ɳˉʽ˃ʶ˂ʹˍʺˌ ɮ ȳ, ɲ ȳ ʃκɸ ɮʃɸΣ ɱɿ 
ɹˉˉˇˁˊʱˍʶʽˇΣ ɸʶˋˋʰ˂ˇ˄ʾˁʹ  

 

 



ɲʺ˂˖ˋʹ ʅˏʴˁˊˇˎˋʹˌ ʅˎ˃˒ʶˊˈ˄ˍ˖˄ 

ɱʽʰ ̱  ́̀ ˎʴˁʶˁˊʽ˃ʷ˄ʹ ̌ ˃ʽ˂ʾʰ ̫ ˔˖ ˂ ʱʲʶʽ ̱ ʽ˃ʹˍʽˁʺ h ˃ˇʽʲʺ h ˉˈ ̱ ʹ˄ ʁ ˍʰʽˊʶʾʰ Pfizer 

ɴ˔˖ ˂ʱʲʶʽ ʰ˃ˇʽʲʺ ʴʽʰ ˇ˃ʽ˂ʾʶˌ ˁʰʽ ˋˎ˃ʲˇˎ˂ʶˎˍʽˁʷˌ ʵˊʰˋˍʹˊʽˈˍʹˍʶˌ ʰˉˈΥ 
 
Novartis, Amgen, Roche, Pfizer, Abbvie, MSD, Genesis, Aenorasis, UCB, 
Pharmaserve-Lilly 
  

   ɶ Pfizer ʷ˔ʶʽ ʶ˂ʷʴ˅ʶʽ ˍ ̌ˉʶˊʽʶ˔ˈ˃ʶ˄ˇ ˗ˋˍʶ ˄ hʰ˄ˍʰˉˇˁˊʾ˄ʶˍʰʽ ˋˍʽˌ ʶʽʵʽˁʷˌ ˉˊˇʵʽʰʴˊʰ˒ʷˌ ˍʹˌ ʰ˂˂ʱ 
ʵʶ˄ ̫ ˔ʶʽ ʁ ˉʽʲʶʲʰʽ˗ˋʶʽ ̍ ˍʽ ̌  ̡̔ ʽʲ˂ʽˇʴˊʰ˒ʽˁʷˌ ̄ ʰˊʰˉˇ˃ˉʷˌ ̫ ˔ˇˎ˄ ̄ ʰˊʰˍʶʻʶʾ ̌ ˊʻʱ.  
 
   ɱʽʰ ˈ˂ʰ ˍ h ˒ʰˊ˃ʰˁʶˎˍʽˁʱ ˉˊˇʿˈ˄ˍʰ ˉˇˎ ʰ˄ʰ˒ʷˊˇ˄ˍʰʽ ˉʰˊʰˁʰ˂ʶʾˋʻʶ ˄ hˋˎ˃ʲˇˎ˂ʶˏʶˋˍʶ /  
ˋˎ˃ʲˇˎ˂ʶˎˍʶʾˍʶ ̱ ʽˌ ʁ ʴˁʶˁˊʽ˃ʷ˄ʶˌ ʃʶˊʽ˂ʺ˕ʶʽˌ ʋʰˊʰˁˍʹˊʽˋˍʽˁ˗˄ ̱ ˖˄ ʃˊˇʿˈ˄ˍ˖˄. 



ʃʰˊˇˎˋʾʰˋʹ ˉʶˊʽˋˍʰˍʽˁˇˏ 

Åɱˎ˄ʰʾˁʰ 27 ʁ ˍ˗˄ 

Åɼʰˉ˄ʾˋˍˊʽʰ мл p/y, ˇʽˁˇʴʶ˄ʶʽʰˁˈ ʽˋˍˇˊʽˁˈ ˕˖ˊʽʰˋʽˁʺˌ h ˊʻˊʾˍʽʵʰˌ 
όˉʰˍʷˊʰˌύ 

Åɲʽʱʴ˄˖ˋʹ ˕˖ˊʾʰˋʹˌ ˁʰˍʱ ˉ˂ʱˁʰˌ ˁ ˎˊ̟̩ʾ  ˋʶ ʴˈ˄ʰˍʰ-ʰʴˁ˗˄ʶˌΣ ˉˊˇ 
нʶˍʾʰˌ ˎˉˈ ˍˇˉʽˁʺ ʰʴ˖ʴʺ 

Åɴ˄ʰˊ˅ʹ ŀpremilast ʷ̄ ʶʽˍʰ h ˉˈ ʶ˃˒ʱ˄ʽˋʹ ˉ˂ʰˁ˗˄ ˋˍˇ ˍˊʽ˔˖ˍˈ ˍʹˌ 
ˁʶ˒ʰ˂ʺˌ 

Åɾʶˊʽˁʺ ʰ˄ˍʰˉˈˁˊʽˋʹ ˋˍˇˎˌ н ˃ʺ˄ʶˌ ʰˉˈ ˍʹ˄ ʷ˄ʰˊ˅ʹ ˁʰʽ ˋˍʰʵʽʰˁʺ 
ʶ˃˒ʱ˄ʽˋʹ ʵʽʰˊˊˇʿˁ˗˄ ˁʶ˄˗ˋʶ˖˄ ˃ʶ ˋˎ˄ˇʵˈ ˍʶʽ˄ʶˋ˃ˈ 

 

 

 



ʃʰˊˇˎˋʾʰˋʹ ˉʶˊʽˋˍʰˍʽˁˇˏ 

Åɲʽʰˁˇˉʺ ˍˇˎ apremilast ˃ ʶ ʰˊ˔ʽˁʺ ˃ʶˊʽˁʺ ʲʶ˂ˍʾ˖ˋʹ ˍ˖˄ 
ˋˎ˃ˉˍ˖˃ʱˍ˖˄ ʰˉˈ ˍˇ ˉʶˉˍʽˁˈ ʰ˂˂ʱ ˃ʶ ʶˉʽʵʶʾ˄˖ˋʹ ˋˍʹ ˋˎ˄ʷ˔ʶʽʰ 

Åɲʽʶ˄ʷˊʴʶʽʰ ˁˇ˂ˇ˄ˇˋˁˈˉʹˋʹˌ: ɮˊʽˋˍʶˊˈˉ˂ʶˎˊʹ ˁ ˇ˂ʾˍʽʵʰΣ ʶ˄ʵˇˋˁˇˉʽˁʺ 
ʶʽˁˈ˄ʰ Mayo II ό˃ʷˍˊʽʰˌ ʲʰˊˏˍʹˍʰˌ ύ 

Åɰʽˇ˕ʾʰ ˋˎ˃ʲʰˍʺ ˃ʶ ʶ˂ˁ˗ʵʹ ˁˇ˂ʾˍʽʵʰ 

Åɴ˄ʰˊ˅ʹ ʰ˃ʽ˄ˇˋʰ˂ˎˁʽ˂ʽˁ˗˄ h ˉˈ ˍˇ ˋˍˈ˃ʰ ˁʰʽ ˃ʶ ˎˉˇˁ˂ˎˋ˃ˇˏˌ 

ÅɱˊʺʴˇˊʹΣ ˁʰ˂ʺ ʰ˄ˍʰˉˈˁˊʽˋʹ 

 

 



ʃʰˊˇˎˋʾʰˋʹ ˉʶˊʽˋˍʰˍʽˁˇˏ 

Åм ˃ʺ˄ʰ ʰˊʴˈˍʶˊʰ ˇ˅ʶʾʰ ʶʴˁʰˍʱˋˍʰˋʹˌ ʱ˂ʴˇˌ ɮʄ ʱˁˊˇˎ ˉˇʵˈˌ ˃ ʶ 
ˋʹ˃ʰ˄ˍʽˁʺ ʵˎˋ˔ʷˊʶʽʰ ˋˍʹ ʲʱʵʽˋʹ 

Åɳˉʾˋˁʶ˕ʹ ˋʶ ˇˊʻˇˉʶʵʽˁˈ ˁʰʽ ʵʽʱʴ˄˖ˋʹ ʶ˄ʻʶˋˇˉʱʻʶʽʰˌ h ˔ʽ˂˂ʶʾˇˎ 
ˍʷ˄ˇ˄ˍʰ 

Åʋˇˊʺʴʹˋʹ ˁˇˊˍʽˁˇˋˍʶˊˇʶʽʵ˗˄ ̝ ˖ˊʾˌ ʲʶ˂ˍʾ˖ˋʹ 

Åʅˍʰʵʽʰˁʺ ʶˉʽʵʶʾ˄˖ˋʹ ˍʹˌ ˕˖ˊʾʰˋʹˌ ʽʵʾ˖ˌ ʰˉˈ ˍˇ ˍˊʽ˔˖ˍˈ ˍʹˌ 
ˁʶ˒ʰ˂ʺˌ 

Åɮʽ˒˄ʾʵʽʰ ʵʽˈʴˁ˖ˋʹ ɲɳ ʴˈ˄ʰˍˇˌ 

Åɳˉʾˋˁʶ˕ʹ ˋʶ ˊʶˎ˃ʰˍˇ˂ˈʴˇ 



ʃʰˊˇˎˋʾʰˋʹ ˉʶˊʽˋˍʰˍʽˁˇˏ 

Åɲʽʱʴ˄˖ˋʹ ˉʶˊʽ˒ʶˊʽˁʺˌ ʅˉˇ˄ʵˎ˂ˇʰˊʻˊʾˍʽʵʰˌ (˃ˇ˄ˇʰˊʻˊʾˍʽʵʰ, 
ʶ˄ʻʶˋʾˍʽʵʰΣ ˕˖ˊʾʰˋʹΣ ʶ˂ˁ˗ʵʹˌ ˁˇ˂ʾˍʽʵʰύ ˃ʶ ʶ˄ʶˊʴˈˍʹˍʰ h ˉˈ ˍˇ 
ʵʷˊ˃ʰ ˁʰʽ ˍˇ ˃ˎˇˋˁʶ˂ʶˍʽˁˈ 

Åʃʰˊʰˁʷ˄ˍʹˋʹ ʴˈ˄ʰˍˇˌ όол cc ˒ ˂ʶʴ˃ˇ˄˗ʵˇˎˌ ˎʴˊˇˏ-7.500 ˁ ˁύ̝ ˁʰʽ 
ʷ˄ʰˊ˅ʹ tofacitinib 5mg BID 

Åп ˃ʺ˄ʶˌ ʰˊʴˈˍʶˊʰ ˋʶ ˉ˂ʺˊʹ ˏ˒ʶˋʹ ʰˉˈ ˈ˂ʰ ˍʰ ˉˊˇˋʲʶʲ˂ʹ˃ʷ˄ʰ 
ˋˎˋˍʺ˃ʰˍʰ 

Åʋ˖ˊʾˌ ˁʰ˃ʾʰ ʰ˄ʶˉʽʻˏ˃ʹˍʹ ʶ˄ʷˊʴʶʽʰ 

 

 



2021 GRAPPA (Recs) 

Coates LC, et al. J Rheumatol. 2022 Jun;49(6 Suppl 1):52-54. doi: 10.3899/jrheum.211331. Epub 2022 Mar 15. 
Tofacitinib is only recommended for RA, PsA, UC, AS, JIA 



Overview of Tofacitinib studies in PsA 

1. Mease et al. N Engl J Med 2017;377:1537ς50. 
2. Gladman et al. N Engl J Med 2017;377:1525ς36; 
3. Nash P, et al. Presented at ACR 2017; poster 620.  

Study 
(N) 

OPAL Broaden1 

(N=422) 
OPAL Beyond2 

(N=395) 
OPAL Balance3 

(N=686) 

Duration 12 months 6 months  36 months 

Background 
treatment 

csDMARD csDMARD csDMARD 

Tofacitinib 
treatment  
position 

Second-line Third-line 
 

Long-term treatment 
 

DMARD-IR 
OPAL BROADEN 

TNFi-IR 
OPAL BEYOND 

OLE 
OPAL BALANCE 

PsA 



ACR response rates at Month 3 for Tofacitinib in PsA 

1. Mease et al. N Engl J Med. 2017;377:1537ς50;   

2. Gladman  et al. N Engl J Med. 2017;377:1525ς36. 

 

Results were consistent between TNFi-ƴŀƠǾŜ ŀƴŘ TNFi-IR patients 
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Tofacitinib or Adalimumab versus 

Placebo for Psoriatic Arthritis 

Tofacitinib for Psoriatic Arthritis in Patients 

with an Inadequate Response to TNF 

Inhibitors 
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Ramiro S, et al. Ann Rheum Dis 2016 Mar;75(3):490-8. 
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PsA - Dactylitis 
                                                 
æDactylitis Severity Score  

                    
                            

1. Mease et al. N Engl J Med. 2017;377:1537ς50; 
Supplementary appendix. 2. Gladman et al. N Engl J 
Med. 2017;377:1525ς36; Supplementary appendix 

The licensed dose of tofacitinib in PsA is 5 mg BID in combination with csDMARDs 

OPAL Broaden bDMARDs naive1   OPAL Beyond TNF-IR2 
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æEnthesitis Severity Score  

                    
                            

1. Mease et al. N Engl J Med. 2017;377:1537ς50; 
Supplementary appendix. 2. Gladman et al. N Engl J 
Med. 2017;377:1525ς36; Supplementary appendix 

The licensed dose of tofacitinib in PsA is 5 mg BID in combination with csDMARDs 

OPAL Broaden bDMARDs naive1   OPAL Beyond TNF-IR2 

LEI=Leeds Enthesitis Index 

-0.4Ñ0.2 

-0.8 Ñ0.2 

-1.1Ñ0.2 

-1.5Ñ0.2 
 

PsA - enthesitis 



PASI75 response rates over time: Tofacitinib in PsA 

1. Mease et al. N Engl J Med. 2017;377:1537ς50;  

2. Gladman et al. N Engl J Med. 2017;377:1525ς36;  
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The licensed dose of tofacitinib in PsA is 5 mg BID in combination with csDMARDs 
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Overview of Tofacitinib studies in PsA 

1. Mease et al. N Engl J Med 2017;377:1537ς50. 
2. Gladman et al. N Engl J Med 2017;377:1525ς36; 
3. Nash, et al, April 2021 The Lancet Rheumatology 3(4):e270-e283.  

Study 
(N) 

OPAL Broaden1 

(N=422) 
OPAL Beyond2 

(N=395) 
OPAL Balance3 

(N=686) 

Duration 12 months 6 months 
 36 -48 months/ 

686 patients  

Background 
treatment 

csDMARD csDMARD csDMARD 

Tofacitinib 
treatment  
position 

Second-line Third-line 

 
Long-term treatment  

and tolerability 
 

DMARD-IR 
OPAL BROADEN 

TNFi-IR 
OPAL BEYOND 

OLE 
OPAL BALANCE 

PsA 



OPAL Balance: Overall Adverse Events up to Month 48 in Adults With 
Active PsA* 

 
Nash P, et al. Lancet Rheumatol. 2021;3(4):e270-e283. 
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%

) 

83,7 

16,8 
12,5 11,4 

35,4 

AEs SAEs Severe AEs Discontinuation due to AEs Dose reduction or temporary
discontinuation due to AEs

Patients with 

event*  
574 115 86 78 243 

At study end (May 20, 2019): 
Å453 (66.0%) patients had completed the study 
Å233 (34.0%) patients had discontinued either the LTE or 

the MTX withdrawal sub-study (if enrolled) 
Å179 patients were included in the sub-study and included 

in safety analyses 

All Tofacitinib (N=686)  

Safety and efficacy of tofacitinib up to 48 months in patients with active 
PsA: final analysis of the OPAL Balance long-term extension study  
Nash, P., Coates, L. C., Kivitz, A. J., et al, April 2021 The Lancet Rheumatology 3(4):e270-e283 



OPAL Balance: Incidence of AEs of Special Interest up to Month 48 

Nash P, et al. Lancet Rheumatol. 2021;3(4):e270-e283. 

Patients with event  17 29 6 0 1 4 12 15 1 0 6 

PY 1699.4 1666.5 1696.2 1703.5 1703.2 1699.6 1702.3 1680.4 1702.0 1703.5 1694.0 

n1 0 0 0 0 0 2 3 0 1 0 0 
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NMSC PE DVT ATE

All Tofacitinib (N=686)  
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ʅˇʲʰˊʷˌ ˂ˇʽ˃˗˅ʶʽˌ ɴˊˉʹˌ y ˖ˋˍʺˊʰˌ 
ɼʰˊʵʽʰʴʴʶʽʰˁʱ ʶˉʶʽˋˈʵʽʰ ɸˊˇ˃ʲ˖ˍʽˁʱ ʶˉʶʽˋˈʵʽʰ 



OPAL Balance ς ɲʽʰˍʺˊʹˋʹ ˁ˂ʽ˄ʽˁʺˌ ʰˉʱ˄ˍʹˋʹˌ 

Safety and efficacy of tofacitinib up to 48 months in patients with active 
PsA: final analysis of the OPAL Balance long-term extension study  
Nash, P., Coates, L. C., Kivitz, A. J., et al, April 2021 The Lancet Rheumatology 3(4):e270-e283 

All tofacitinib doses Average tofacitinib 5 mg BID Constant tofacitinib 5 mg BID 



OPAL-balance: ɲʽʰˍʺˊʹˋʹ ˁ˂ʽ˄ʽˁʺˌ ʰˉʱ˄ˍʹˋʹˌ 

Safety and efficacy of tofacitinib up to 48 months in patients with active 
PsA: final analysis of the OPAL Balance long-term extension study  
Nash, P., Coates, L. C., Kivitz, A. J., et al, April 2021 The Lancet Rheumatology 3(4):e270-e283 

All tofacitinib doses Average tofacitinib 5 mg BID Constant tofacitinib 5 mg BID 



Tofacitinib on 
residual  
pain in 
patients with 
rheumatoid 
arthritis and 
psoriatic 
arthritis 

Dougados M, et al. RMD Open 2022;8:e002478. doi:10.1136/rmdopen-2022-002478 



HAQ-DI score response 

Gladman et al. Arthritis Research & Therapy (2022) 24:40 



HZ ɆɞɓŬɟɏɠ ɚɞɘɛɩɝŮɘɠ 

ʃʰˊˈ˃ˇʽˇˌ 
ˁʾ˄ʵˎ˄ˇˌ ˄ˇˋʹ˂ʶʾʰˌ 
ʴʽʰ ˂ˇʾ˃˖˅ʹ 

G. R. Burmester et al Springer 2020 doi.org/10.1007/s40264-020-00904-9 



ÅȹŮŭɞɛɏɜŬ ŬůűɎɚŮɘŬɠ 

ɀACEs 

ɉɤɟɑɠ Ŭɡɝɖɛɏɜɞ 

çůɐɛŬè əɘɜŭɨɜɞɡ  

G. R. Burmester et al Springer 2020 doi.org/10.1007/s40264-020-00904-9 ɶ ʶʴˁʶˁˊʽ˃ʷ˄ʹ ʵˈˋʹ ˍˇˎ ǘƻŦŀŎƛǘƛƴƛō ˋˍʹ ʄʶˎ˃ʰˍˇʶʽʵʺ ʰˊʻˊʾˍʽʵʰ ʶʾ˄ʰʽ рƳƎ .L5 ˋʶ ˋˎ˄ʵˎʰˋ˃ˈ ˃ʶ ɾʆʋ 


