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Risk of Cardiovascular Outcomes in Patients Treated with
Tofacitinib: First Results from the Safety of TofAcitinib in
Routine Care Patients with Rheumatoid Arthritis (STAR-RA)
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CLINICAL SCIENCE

Safety of baricitinib for the treatment of rheumatoid
arthritis over a median of 4.6 and up to 9.3 years of
treatment: final results from long-term extension
study and integrated database

Peter C Taylor 1 Tsutomu Takeuchi © 2 Gerd R Burmester @ 3 Patrick Durez,”
Josef S Smulen,SWalter Dt—:-t;v:ert:it,E Maher Issa,ﬁ Jorge Ross Terres,E' Natalia BE“D,E
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Taylor PC, et al. Ann Rheum Dis 2022



Table 1 Safety summary among patients with RA treated with at
least one dose of baricitinib (All-bari-RA analysis set)

Total patient-years of exposure to baricitinib
Total patient-years (including follow-up period)
Number of patients with =52 weeks, n (%)
Number of patients with =104 weeks, n (%)
Number of patients with =208 weeks, n (%)
Number of patients with =260 weeks, n (%)
Median duration, days
Longest exposure, days
=1 AE, n (EAIR)

Any TEAE

SAE

Temporary study drug interruption due to AE

Permanent discontinuation of the study drug due to AE

Death, n (IR)
Infections, n (IR)

Treatment-emergent infectionst

Serious infection

Herpes zoster

Infection leading to deatht

TBt

Opportunistic infection excluding TB
Malignancy, n (IR)
Malignancy excluding NMSC
Lymphoma
NMSC

14744.4
151141
2961 (78.5)
2519 (66.8)
2093 (55.5)
1775 (47.1)
1682.5
3405

3421 (22.6)
1117 (7.4)

1282 (8.5)*
704 (4.7)

85 (0.56)

2590 (17.1)
372 (2.6)
422 3.0)

19(0.1)
19 (0.1)
69 (0.5)

139(0.9)
9 (0.06)
50 (0.3)

All-bari-RA
(N=3770)

Adverse CV events of special interest, n (IR)
MACE#
Mi
CV death
Stroke
DVT/PE
DVTS
PE
Gl disorder, n (IR)
Gl perforations

73 (0.5)
24(0.2)
20(0.1)
38 (0.3)
73 (0.5)
52 (0.4)
39(0.3)

9 (0.06)

Taylor PC, et al. Ann Rheum Dis 2022



Table 1 Safety summary among patients with RA treated with at
least one dose of baricitinib (All-bari-RA analysis set)

All-bari-RA
(N=3770)

Total patient-years of exposure to baricitinib 14744.4 Adverse CV events of special interest, n (IR)
Total patient-years (including follow-up period)
Number of patients with =52 weeks, n (%)

73 (0.5) I

Number of patients with =104 weeks, n (%) 2001
Number of patients with =208 weeks, n (%) :j;: Eg_::
Number of patients with =260 weeks, 52 (0.4) ‘
Median duration, days 39(0.3)
Longest exposure, days
=1 AE, n (EAIR) 9 (0.06)

Any TEAE

SAE

Temporary study ¢

Permanent discont

Death, n (IR)

Infections, n (IR}
Treatment-emerge

Serious infection

Herpes zoster

Infection leading to deatht

TBt

Opportunistic infection excluding TB

Malignancy, n (IR)

Malignancy excluding NMSC 139 (0.9)

Lymphoma 9(0.06) Taylor PC, et al. Ann Rheum Dis 2022
NMSC 50(0.3)




Long-term safety and efficacy of
upadacitinib or adalimumab in patients
with rheumatoid arthritis: results
through 3 years from the SELECT-
COMPARE study Fleischmann R, et al. RMD Open 2022
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Lymphopenia — @ 1.1(0.5,1.9)
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MACE (adjudicated) e 0.4 (0.1,1.1)
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Rates and predictors of methotrexate-related
adverse events in patients with early rheumatoid
arthritis: results from a nationwide UK study

Ahmad A. Sherbini ® 7, James M. Gwinnutt @ ', Kimme L. Hyrich & '3,
RAMS Co-Investigators and Suzanne M. M. Verstappen®®

AE urto MTX

e X710 1o £€10C Beparneiag

e 'Hmeg

* Auénuévn mBavotnta

1. yuvaikeg Evavit avépwv

(yaotpevtepikeg, BAeVVOYOVOSEPUATIKEC, VEUPOAOYLKEG)

2. KatovaAwon oaAKOOA

(vautia, aAwrekia, BAevvoyovodepUATIKEG)

* peyaAutepn nAtkia, vpnAotepog eGFR
Awyotepec avadopeg atpatoAoyitkwv AE 45



Short-term dose and duration-dependent
glucocorticoid risk for cardiovascular events in
glucocorticoid-naive patients with

rheumatoid arthritis

Anthony James Ocon @ ," George Rag
Jeffrey R Curtis @ ,° Joel M Kig
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2021 American College of Rheumatology Guideline for the
Treatment of Rheumatoid Arthritis
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Néec ovotaoelc yla {nTApota Onwe:

v’ Tpomog xopAynon tng ueBotpefdtng

v Xprion ¢ pebotpe€dtnc oe aoBeveic pe umtodopLo peupaTkd olidLa,
TIVEULOVLKA TipooBoAn, un aAkooALkn Aumwdn nmatikr) vooo (NAFLD)
Xprion tou rituximab og umo-y-odatpvatpia
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Comparison between adalimumab introduction and methotrexate dose
escalation in patients with inadequately controlled psoriatic arthritis
(CONTROL): a randomised, open-label, two-part, phase 4 study

Laura C Coates, MBChB ° William Tillett, MBChB « Prof Maria-Antonietta D'Agostino, MD

Prof Proton Rahman, MD « Prof Frank Behrens, MD - = “how all authors
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Coates et al, Lancet Rheumatol 2022
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Trial of Upadacitinib and Adalin
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Major adverse O3

Wenous thromboembolise

—&~ Upadacitinib, - Upadacitinib, - Adalimumab @ Placebo
30 mg (N=423) 15 mg (N=429) (N=429) (N=423)

A ACR20 Response
"e

15.6
138

1{0.2) 2 (0.5} § 24

1(0.2) 2 (0.5) :ks 16
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N Engl J Med 2021



At Withdrawing Ixekizumab in Patients With Psoriatic Arthritis
OR beumatology Who Achieved Minimal Disease Activity: Results From a
Randomized, Double-Blind Withdrawal Study

mormanioumor - AwmcwCousc: | INECTIERS Coates,' '/ Sreekumar G. Pillai,” Hasan Tahir,’ Ivo Valter,* Vinod Chandran,” Hideto Kameda,”’
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Maja Hojnik,? Philip ). Mease,® and Arthur Kavanaugh,’ for the SPIRIT-P3 Study Group
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* Melétn anoovuponc(withdrawal study)
* 394 aoBeveic pe WA (bDMARD-naive)
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Tnv week 104

« Xpovoc HEXPL TNV uTtoTporn(anwAstla tng MDA)
* Emniumnotponng enavevraén os IXE

Coates LC, et al. Arthritis Rheumatol2021



__ IXE Q2W Withdrawal (N=79, 67 events)  __ IXE Q2W (N=79, 30 events)
Median (95% Cl), 22.3 (16.1-28.3) weeks? Median (95% CI), NE (64.3-NE) weeks

MDA Response (%)
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Effectiveness and treatment retention of TNF inhibitors
when used as monotherapy versus comedication with
csDMARDs in 15 332 patients with psoriatic arthritis.
Data from the EuroSpA collaboration
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Lindstrom U, et al. Ann Rheum Dis June 2021
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CLINICAL SCIENCE

Tofacitinib for the treatment of ankylosing spondylitis:

a phase Ill, randomised, double-blind, placebo-
controlled study

Atul Deodhar @ ' Paula SIiwinska-Stanczyk,2 Huji Xu 3 Xenofon Baraliakos @
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v Qc tnv week 16: TOFA 1} PBC
v" Atro Tnv week 16: OAOI TOFA
v Aiapkeia: 48 weeks

=~ Tofacitinib § mq BID (N=133) =d= Placebo (N«136) * & « Placebo *tofacitinib 5 mg BID (N=136)

Time (weeks)
02 4 8 12 16 2 kY] 40 48
4 Il Il 1 1 Il 1 1 Il ]

Totacitinb Sm BIO, N1~ 131 132 130 131 120 127 124 16 100
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Deodhar A, et al. Ann Rheum Dis 2021




CLINICAL SCIENCE

Tofacitinib for the treatment of ankylosing spondylitis: e

a phase Ill, randomised, double-blind, placebo- i} s poca i
controlled study . :
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Most common AEs by preferred term (5% of any treatment group)
Nasopharyngitis
arrhoea
Arthralgia
ALT increased
Protein urine present
Headache
Abdominal pain upper
AESIs
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Platelet count <100:10°1

Serum creatinine increase =50% or increase DN
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Creatine kinase »5xULN
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Safety and Efficacy of Upadacitinib in Patients With Active
Ankylosing Spondylitis and an Inadequate Response to
Nonsteroidal Antiinflammatory Drug Therapy: One-Year
Results of a Double-Blind, Placebo-Controlled Study and
Open-Label Extension

* SELECT AXIS 1: 187 aoBeveig
Oc tnv week 14: UPA R} PLB
k 14: OAOI UPA

Atul Deodhar,' © Désirée van der Heijde,? Joachim Sieper,? Filip Van den Bosch,* WalteLR
Tae-Hwan Kim,* £ Mitsumasa Kishimoto,’ © Andrew Ostor,® Bernard Combe
and In-Ho Song'®
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25 ! Response (95% Cl)
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A 81% (72%, 89%)
6) 72% (63%, 81%)

70% (61%, 80%)

AO: 095(%0) 1.44 (85)
mean A (N) 0.30(%0)  0.62(84)

MMRM: 1.01(89) 1.50(84)
0.23(90)  0.55(84)
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Certolizumab Pegol Treatment in Axial
Spondyloarthritis Mitigates Fat Lesion
Development: 4-Year Post-Hoc MRI Results from a
Phase 3 Study 3

Xenofon Baraliakos ™, Sebastian Kr
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Tapering of TNF inhibitors in axial
spondyloarthritis in routine care—2-year clinical
and MRI outcomes and predictors of successful
tapering

Marie Wetterslev =, Stylianos Georgiadis, Inge Juul Sgrensen, Susanne Juhl Pedersen,

Sara Nysom Christiansen, Merete Lund Hetland, Cecilie Heegaard Brahe,
Mads Bakkegaard, Anne Duer, Mikael Boesen
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2> Arthritis Rheumatol. 2021 Dec 20. doi: 10.1002/art.42055. Online ahead of print.

Intensive Serum Urate Lowering With Oral Urate-
Lowering Therapy for Erosive Gout: A Randomized
Double-Blind Controlled Trial

Nicola Dalbeth ', Anthony J Doyle 2, Karen Billingtgg
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Borislav Mihov 1, Lisa K Stamp 4 Anpa
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* Ynokatnyopio ReA??
 “COVID-19 associated arthritis” mapa “COVID-19 ReA”

Table 2 Differences between classical and post-COVID-19 reactive arthritis

“Classical” reactive arthritis Post-COVID-19 reactive arthritis
Age 1540 years predominantly Above 45 years predominantly, bul reporled in all ages
Grender Male preponderance Equal male—female distribution
Precipitating factor Gt or urogenital infection Respiratory tract infection
Inciting agent Bacteria Virus
Phenotype Spondyloarthritis-like Multiple phenotypes

-Axial involvement
-Lower limb predominant oligoarthritis

Joint predilection Large joints Small joints
Chronicity 1/3rd become chronic (lasts beyond 3 months) Most resolve within 2 weeks to 3 months
Management Treated as other spondyloarthritis (limited evidence Usually, low dose steroids with or without NSAIDs is
base) sullicient (limiled evidence base)
Extra-articular manifestations Dactylitis Unknown/limited
Enthesitis
Skin
Uveilis

InNammatory bowel disease

Bekaryssova, Dana et al. Clinical rheumatology. Mar. 2022
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