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ASASZ20 and ASAS40 Response Rates Were

Significantly Greater in Tofacilitinib Treated
Patients Compared to Placebo!
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Cochran-Mantel-Haenszel normal approximation, full analysis set, missing response = non-response. Results based on Week 16 data cutoff 19 December 2019; data snapshot 29 January 2020.
***P<(0.001 for comparing tofacitinib 5 mg BID versus placebo. TP<0.05 for comparing tofacitinib 5 mg BID versus placebo, according to the prespecified step-down testing procedure for global type | error control.

1. Deodhar A, et al. Ann Rheum Dis. 2021;80:1004-1013.




ASAS20 and ASAS40 Response Rates? at Week 16
Stratified by bDMARD Treatment History®
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Data are from the Week 16 analysis: data cutaff 19 December 2019; data snapshot 29 lanuary 2020. *Narmal approximation was used. Missing response was considered as non-response. "bDMARD treatment
history was derived from the clinical database. ASAS=Assessment of Spondylodrthritis International Socdety; bDMARD=biologic disease-modifying antirheumatic drug; BID=twice daily; BL=baseline; IR=inadequate
response or intolerance; M=number of patients in full analysis sat; M1=number of patients in full analysis set, stratified by bDMARD treatment history; SE=standard error; TMFi=tumor necrosis factor inhibitor.
Deodhar A&, et al. Ann Rheum Dis. 2021;0:1-10. doi:10.1136/annrheumdis-2020-219601.




PROs from Study 1120

Methods: PROs Assessed 1n Several Domains

The domains assessed in this analysis included:2

=) (P =

: : Work Physical
Fain Fatigue HRQOL Productivi Functionin
Tty g

The domains that were assessed are in line with recommendations from
ASAS and OMERACT regarding the measurement of PROs in clinical trials.3#

1. Navarro-Compan V, et al. RMD Open. 2022;8(2):e002253. 2. Deodhar A, et al. Ann Rheum Dis. 2021;80:1004-1013. 3. van der Heijde D, et al. Ann Rheum Dis.
2017;76(6):978-991. 4 Navarro-Compan V, et al. Semin Arthritis Rheum. 2021;51(6):1342-1349.



PROs from Study 1120

Pain

Patient-reported pain was measured using the following outcomes:

Total Back Pain? Nocturnal Spinal Pain?

« Total pain in the spine due « Pain in the spine at night due
to AS reported by the patient to AS reported by the patient
« Patients mark their level of pain « Patients mark their level of
on a 0-10 numerical rating scale pain on a 0-10 NRS anchored
(NRS) anchored by 0 for “No by 0 for “No Pain” to 10 “Most
Pain” to 10 for “Most Severe Severe Pain”
Pain”

BASDAI Overall Spinal Paini3

* Question 2 of the BASDAI:
“‘How would you describe the
overall level of AS neck, back,
or hip pain you have had?”
(during the past week)

 Patients rate their pain using
an NRS from 0 (none) to
10 (very severe)

1. Deodhar A, et al. Ann Rheum Dis. 2021;80:1004-1013. 2. Navarro-Compéan V, et al. RMD Open. 2022;8(2):e002253. 3. Sieper J, et al. Ann Rheum Dis.

2009;68 (Suppl 2):ii1-ii44.



PROs from Study 1120

Pain: Total Back Pain Up to Week 48!

Note: these data were originally published in the primary Study 1120 manuscript (Deodhar et al. 2021)
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5 mg BID, N1
***P<(0.001 for comparing tofacitinib 5 mg BID vs placebo up to week 16. P values are reported without adjustment for multiple comparisons. TP<0.05 for comparing tofacitinib 5 mg BID vs placebo, according to
the prespecified step-down testing procedure for type | error control of ASAS components
Patients receiving placebo advanced to tofacitinib 5 mg BID at week 16 (dashed line). Week 16 results are based on MMRM including all postbaseline data to week 16 (data cut-off 19 December 2019; data
snapshot 29 January 2020); week 48 results based on another MMRM including all postbaseline data to week 48

1. Deodhar A, et al. Ann Rheum Dis. 2021;80:1004-1013.
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***P<(0.001 for comparing tofacitinib 5 mg BID vs placebo (up to week 16) or placebo—tofacitinib 5 mg BID (up to week 48). P values are reported without adjustment for multiple comparisons.
Patients receiving placebo advanced to tofacitinib 5 mg BID at week 16 (dashed line). Results up to week 16, based on MMRM, include all postbaseline data to week 16 (data cut-off 19 December 2019; data
snapshot 29 January 2020); results after week 16 are based on another MMRM including all postbaseline data to week 48 (reporting results after week 16 only).

1. Navarro-Compan V, et al. RMD Open. 2022;8(2) :e002253.



PROs from Study 1120

Pain: BASDAI Overall Spinal Pain
Up to Week 48!

Time (Weeks)
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c Placebo - Tofacitinib 5 mg BID
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*
-3,79
_4_
Tofacitinib
s oc oo, W 132 132 132 132 129 127 124 121 113
FlacebosTofacit 133 133 133 132 131 129 127 126 113

5 mg BID, N1

*P<0.05, ***P<0.001 for comparing tofacitinib 5 mg BID vs placebo (up to week 16) or placebo—tofacitinib 5 mg BID (up to week 48). P values are reported without adjustment for multiple comparisons.
Patients receiving placebo advanced to tofacitinib 5 mg BID at week 16 (dashed line). Results up to week 16, based on MMRM, include all postbaseline data to week 16 (data cut-off 19 December 2019; data
snapshot 29 January 2020); results after week 16 are based on another MMRM including all postbaseline data to week 48 (reporting results after week 16 only).

1. Navarro-Compan V, et al. RMD Open. 2022;8(2) :e002253.



PROs from Study 1120

Pain: Summary of Results!

Baseline, mean (SD) [N1] Week 16, LS mean A (SE) [N1] Week 48, LS mean A (SE) [N1]
(range)
N T T Placebo-
Tofacitinib 5 Placebo Tofacitinib 5 Placebo Tofacitinib 5 Tofacitinib 5
mg BID (N=133) (N=136) mg BID (N=133) (N=136) mg BID (N=133) mg BID (N=136)2
Total back pain (NRS 0- 6.9 (1.5) 6.9 (1.6) —2.57 (0.19)*** -0.96 (0.19) -3.57 (0.22)* -2.87 (0.22)
10) % (1-10) (2-10) [129] [131] [113] [112]
Nocturnal spinal pain (NRS 6.8 (1.9) 6.8 (1.9) —2.67 (0.20)*** -0.84 (0.20) -3.52 (0.23) -3.01 (0.23)
0-10)¢ (0-10) (1-10) [129] [131] [112] [112]
BASDAI overall spinal pain 7.3 (1.7) 7.3 (1.6) —2.85 (0.20)*** -1.34 (0.20) -3.79 (0.22)* -3.07 (0.22)

(Question 2; NRS 0-10)°¢ (2-10) (2-10) [129] [131] [113] [113]

hanaefrom-bassline-BASDAl-Bath-An osing-Spondvlitis-Disease-Activi ndex—BlD-twice-daih mean-Jleastsguates-mean-MMRM —mixed-mode orrepeated-measures-N—aumberof-patients-in

analy5|s set; Nl number of patients with observation at visit if dlﬁerent from the full analy5|s set NRS numerlcal rating scale; SD, standard deV|at|on SE standard error.
*P<0.05, ***P<0.001 vs placebo (week 16) or placebo—tofacitinib 5 mg BID (week 48). For endpoints not pre-specified for type | error control, P values are reported without multiple comparison adjustment
aPatients receiving placebo advanced to tofacitinib 5 mg BID at week 16

bChange from baseline at week 16 was a type | error-controlled secondary endpoint
“Week 16 results are based on MMRM including all postbaseline data to week 16 (data cut-off 19 December 2019; data snapshot 29 January 2020); week 48 results based on another MMRM including all

postbaseline data to week 48

1. Navarro-Compan V, et al. RMD Open. 2022;8(2) :e002253.




PROs from Study 1120

a) Fatigue

Patient-reported fatigue was measured using the following outcomes:

FACIT-F13 BASDAI Fatiguel24
+ 13 items measuring fatigue and its effect on * Question 1 of the BASDAI: “How would you
functioning and daily activities in the last 7 days describe the overall level of fatigue/tiredness

) o )

« Answered on a 5 point scale (0-4) for a total JRUITENS CREUANEel (IS S PR Bt e,
score of 0-52, with lower scores representing * Measured using an NRS with values 0 (none)

more fatigue to 10 (very severe) with higher values indicating

« 2 domains: worse fatigue

— Experience (range 0-20)
— Impact (range 0-32)

1. Navarro-Compan V, et al. RMD Open. 2022;8(2):e002253. 2. Deodhar A, et al. Ann Rheum Dis. 2021;80:1004-1013. 3. Cella D, et al. Support Care Cancer.
2011;19(9):1441-1450. 4. Sieper J, et al. Ann Rheum Dis. 2009;68 (Suppl 2):111-1i44.




FAtTguée " FACIT-F Total Score Up to
Week 481

Note: these data were originally published in the primary Study 1120 manuscript (Deodhar et al. 2021)
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***P<(0.001 for comparing tofacitinib 5 mg BID vs placebo up to week 16. P values are reported without adjustment for multiple comparisons. TP<0.05 for comparing tofacitinib 5 mg BID vs placebo, according to
the prespecified step-down testing procedure for global type | error control.
Patients receiving placebo advanced to tofacitinib 5 mg BID at week 16 (dashed line). Week 16 results are based on MMRM including all postbaseline data to week 16 (data cut-off 19 December 2019; data
snapshot 29 January 2020); week 48 results based on another MMRM including all postbaseline data to week 48

1. Deodhar A, et al. Ann Rheum Dis. 2021;80:1004-1013.



PROs from Study 1120

au) Fatigue: BASDAI Fatigue Up to Week 48!
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*P<0.05, **P<0.01, ***P<0.001 for comparing tofacitinio 5 mg BID vs placebo (up to week 16) or placebo—tofacitinib 5 mg BID (up to week 48). P values are reported without adjustment for multiple comparisons.
Patients receiving placebo advanced to tofacitinib 5 mg BID at week 16 (dashed line)

1. Navarro-Compan V, et al. RMD Open. 2022;8(2) :e002253.




PROs from Study 1120

gl Fatigue: Summary of Results!?

Baseline, mean (SD) [N1] Week 16, LS mean A (SE) [N1] Week 48, LS mean A (SE) [N1]
(range)
N T T Placebo-
Tofacitinib 5 Placebo Tofacitinib 5 Placebo Tofacitinib 5 Tofacitinib 5
mg BID (N=133) (N=136) mg BID (N=133) (N=136) mg BID (N=133) mg BID (N=136)2

FACIT-F°
Total score (0-52)b 27.2 (10.7) 27.4 (9.3) 6.54 (0.80)*** 3.12 (0.79) 9.54 (0.90) 7.35 (0.89)
(4-52) (1-406) [129] [131] [112] [111]
Experience domain score 8.9 (4.3) 8.7 (4.0) 2.85 (0.36)*** 1.29 (0.36) 4.22 (0.40) 3.40 (0.40)
(0-20) (0-20) (0-17) [129] [131] [112] [111]
Impact domain score (0- 18.3 (6.9) 18.8 (5.9) 3.68 (0.49)*~* 1.81 (0.49) 5.32 (0.54)* 3.95 (0.54)
32) (4-32) (1-30) [129] [131] [112] [111]
BASDAT fatigue (Question 6.8 (1.5) 6.8 (1.7) —-2.36 (0.20)*** -1.08 (0.20) -3.21 (0.22)* -2.57 (0.22)

A}éha%%ro%_ﬁlagglﬁe; BASDAI, Bath Ankylosing Spon%/li_ti]s%}sease Activity Inde%;?BTI%,Orv\/ice daily; FACIT-F, &&r?c%nal Assessment of Clriljoﬁl% ]IIness Therapy-FatigtEé: {g]mean, least squares r%%gtr? }\/IMRM,
mixed model for repeated measures; N, number of patients in full analysis set; N1, number of patients with observation at visit if different from the full analysis set; NRS, numerical rating scale; SD, standard
deviation; SE, standard error.

*P<0.05, **P<0.01, **P<0.001 vs placebo (week 16) or placebo—tofacitinib 5 mg BID (week 48). For endpoints not pre-specified for type | error control, P values are reported without multiple comparison adjustment
aPatients receiving placebo advanced to tofacitinib 5 mg BID at week 16
bChange from baseline at week 16 was a global type | error-controlled endpoint

“Week 16 results are based on MMRM including all postbaseline data to week 16 (data cut-off 19 December 2019; data snapshot 29 January 2020); week 48 results based on another MMRM including all
postbaseline data to week 48

1. Navarro-Compan V, et al. RMD Open. 2022;8(2) :e002253.




PROs from Study 1120

HRQoL

V.

Patient-reported HRQoL was measured using the following outcomes:

SF-36v212
+ 18-item questionnaire assessing the amount * A generic health status measure that contains 36
of restriction the patient is experiencing in daily items grouped into 8 domains, each scored 0-100,
activities, level of pain and fatigue, and the with higher scores indicated better health status:
impact on the patient’s emotional state . . .
— Physical — Vitality
« Each item is scored as 0 (no impact) or functioning = esonal
1 (yes — impact), and a total score is calculated — Role-physical functioning
by summing the items — Bodily pain — Role-emotional
» Scores range from 0 to 18, with higher values General health — Mental health

- Scores can be combined into a physical
component summary (PCS) and mental
component summary (MCS)

indicating more impaired HRQoL

1. Navarro-Compan V, et al. RMD Open. 2022;8(2):e002253. 2. Deodhar A, et al. Ann Rheum Dis. 2021;80:1004-1013.




ASQoL and SF-36v2 PCS & MCS
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Data are from the week 16 analysis: data cut-off 19 December 2019; data snapshot 29 January 2020. Missing response was considered as non-response. P values are nominal
*P<0.05, **P<0.01 for comparing tofacitinib 5 mg BID vs placebo at week 16; Cochran-Mantel-Haenszel approach adjusting for stratification factor (ilDMARD-naive vs TNFi-IR or bDMARD use [non-IR])

1. Navarro-Compan V, et al. RMD Open. 2022;8(2) :e002253.




PROs from StudgllZO

F-36v2 PCS & MCS Scores 2Normative

V.

Valuesl

SF-36v2 PCS & MCS
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Tofacitinib 5 mg BID, week 16

I Placebo, week 16 (N=136)
fa01)c1n1b 5 mg BID, baseline Placebo, baseline
(N=133) (N=1306)

Data are from the week 16 analysis: data cut-off 19 December 2019; data snapshot 29 January 2020. Missing response was considered as non-response. P values are nominal.
**P<0.01 for comparing tofacitinib 5 mg BID vs placebo at week 16; Cochran-Mantel-Haenszel approach adjusting for stratification factor (lDMARD-naive vs TNFi-IR or bDMARD use [non-IR])

1. Navarro-Compan V, et al. RMD Open. 2022;8(2) :e002253.




V.

Spydergrams of SF-36v2 Domains from Baseline to Week 16 and Week 48
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Week 16 data cut-off 19 December 2019; data snapshot 29 January 2020. Spydergrams were based on sample means generated using domain 0—100 scores. US age-sex norms were matched to the protocol

population. Spydergrams are for illustrative purposes only. *P<0.01, ***P<0.001 for tofacitinib 5 mg BID vs placebo (week 16) without adjustment for multiple comparisons. P values at week 16 were generated using
ANCOVA, including data at week 16 for comparisons with placebo based on LS mean changes from baseline in domain norm-based scores to week 16

1. Navarro-Compan V, et al. RMD Open. 2022;8(2) :e002253.



PROs from Study 1120

i

mm) Work Productivity

Patient-reported work productivity was measured using the following outcome:

WPAI: Spondyloarthritis!3

* 6 questions about the impact of AS on the patient’s ability to work and
perform regular activities during the past 7 days

» Results are presented as a percentage of impairment in 4 domains:
— Percentage of absenteeism
— Percentage of presenteeism
— Percentage of overall work impairment
— Percentage of activity impairment

1. Navarro-Compan V, et al. RMD Open. 2022;8(2):e002253. 2. Deodhar A, et al. Ann Rheum Dis. 2021;80:1004-1013. 3. Reilly MC, et al. Rheumatology (Oxford).
2010;49(4) :812-819.




PROs from Study 1120

[

ma) Work Productivity: Summary?

Baseline, mean (SD) [N1]

Week 16, LS mean A (SE) [N1] Week 48, LS mean A (SE) [N1]
(range)
A A I Placebo-
Tofacitinib 5 Placebo Tofacitinib 5 Placebo Tofacitinib 5 Tofacitinib 5
mg BID (N=133) (N=136) mg BID (N=133) (N=136) mg BID (N=133) mg BID (N=136)2
WPAT®
o , 56.5 (23.4) 56.0 (21.4) -19.03 -5.63 (1.97) -27.37 (2.34)*%* -19.77 (2.31)
Activity Impairment, %
(0-90) (0-100) (AL & 7)) w20 [131] [112] [112]
. i 11.5 (24.6)
Absenteeism (work time 9.9 (22.4) [81] [88] -3.65 (2.66) 0.88 (2.62) -8.10 (2.14) -5.79 (2.05)
i , 3 -1 74 1 1 7
missed) (0-100) (0-100) [74] [81] [61] [70]
P teeism, 48.4 (26.3 49.6 (22.2
resenteeism, o) (eoc) ~19.83 -6.94 (2.30) ~25.35 (2.77)  -23.00 (2.66)
(impairment while [79] [85] (2.27) *** [71] (771 (58] [70]
working), % (0-100) (0-90) )
50.8 (27.4) 53.5 (23.1)
p<(iCEPLY WPVl dBERWERIETE) o pIacebo—»to{af:gtlfnb 5 mg BID (week 48% 81 endpoints not pre-speéified¥ét type | error cortrd?, P vhkies &k reportedavithéut mlldpl8 edmparisortatjudtnent - 90)
aPatlemtsrecelvmg placeboadvancedtotofaC|t|n|b5mg %be %ek 16 0-100) (2. 51)*** [7l] [76] [58] [69]

A Aot ot o 10 Nacanlha a nan Q A o 020 aa 49 vro A ad-an-MMRM-_
&0 OV \ o-ttata—€uto O v ato ao S a0 W O t oA 60 v v

to week 48

Note: no MCID or normative values were available for WPAI

1. Navarro-Compan V, et al. RMD Open. 2022;8(2) :e002253.



PROs from Study 1120

Physical Functioning

Patient-reported physical functioning was measured using the following outcomes:

Bath Ankylosing Spondylitis Functional Index (BASFI)!

» 10 questions designed to determine the degree of functional limitation in
patients with AS, including activities related to functional anatomy and the

ability to cope with everyday life

« Patients answer using an NRS from O (easy) to 10 (impossible)

1. Deodhar A, et al. Ann Rheum Dis. 2021;80:1004-1013.




PAVEIEET Functioning: BASFI Up to Week
487

Note: these data were originally published in the primary Study 1120 manuscript (Deodhar et al. 2021)

Time (Weeks)

0 2 4 8 1 16 24 32 40 48
1
0Q : : : : 2 i : : : : : : : . . . . . .
: —.— Tofacitinib 5 mg BID (N=133)
|
1
| —(0O— Placebo (N=136)
= Placebo - Tofacitinib 5 mg BID
/)]
(2] —O- (N=136)
=]
[}
(]
s
0
(=
-
a I
-2,3
A :
< -2,5 A 1
: -2,6
' -2,4
-3 J ! -2,6
Tofacitinib
5 mg BID, N1 132 132 132 132 129 127 124 121 113
Placeb%%fii; 133 133 133 132 131 129 127 126 113

5 mg BID, N1

**P<0.01, ***P<0.001. TP<0.05 for the comparison with placebo for type | error-control, according to the prespecified step-down testing procedure for the ASAS components
Patients receiving placebo advanced to tofacitinib 5 mg BID at week 16 (dashed line). Week 16 results are based on MMRM including all postbaseline data to week 16 (data cut-off 19 December 2019; data snapshot
29 January 2020); week 48 results based on another MMRM including all postbaseline data to week 48

1. Deodhar A, et al. Ann Rheum Dis. 2021;80:1004-1013.



Or¥eTation Analysis for Related PROs
of Interest
At Week 16!

Tofacitinib 5 mg BID (N=133) Placebo (N=136)
Correlation Correlation
Endpoint 1 Endpoint 2 N1 Coefficient Endpoint 1 Endpoint 2 N1 Coefficient
Value Value
T 1 k F- 2 T 1 k F- 2
ota Ibac S .36V 3 129 P ota Ibac S .36V 2 131 0. 66k
pain bodily pain pain bodily pain
N?cturna} S§—36v2,. 129 0. 69%*x N?cturna} S§—36v2< 131 0. 65%%x
spinal pain bodily pain spinal pain bodily pain
FACIT-F 1 BASDAT FACIT-F 1 BASDAT
¢ rota > 128 ~0.66%xx ¢ rota > 130 0. 60%*x
score fatigue score fatigue
SF-36v2, SF-36v2,
physical BASFI 129 =0, TE=>* physical BASFI 131 =0 , 7L
functioning functioning
EQ-5D-3L EQ-5D-3L
SF-36v2, , SF-36v2, )
anxiety/depre 129 —-0.69*** anxiety/depre 131 -0.64***
mental health ) mental health i
ssion ssion

Data are from the week 16 analysis: data cut-off 19 December 2019; data snapshot 29 January 2020.

**P<(0.001, based on Student’s t distribution (N1-2 degree of freedom) to test the null hypothesis of no correlation. Correlation coefficient values of <0.3, >0.30—<0.60, and >0.60 were regarded as weakly,
moderately, and highly correlated, respectively

For SF-36v2 domains, norm-based scores were used.

1. Navarro-Compan V, et al. RMD Open. 2022;8(2) :e002253.




Key Takeaways

Conclusions of the Study!

Week 16 Week 48

* |n patients with active AS, patients * Improvements with tofacitinio 5 mg BID
treated with tofacitinib 5 mg BID achieve were maintained at week 48 or continued
clinically meaningful improvements vs to increase up to week 48

placebo up to week 16 across a wide

range of PROs including: * In patients who switched from placebo

to tofacitinib 5 mg BID at week 16, PROs

- Palh improved to levels near the tofacitinib
— Fatigue 5 mg group

— HRQoL

— Work productivity

1. Navarro-Compan V, et al. RMD Open. 2022;8(2) :e002253.
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Pri Endpoint (pcJIA
Occurrence of JIA Flare

Double-blind Phase was Lower 1n
Patients Receiving Tofacitinib
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Key Secondary Endpoint (pcJIA)

JIA/ACR30/70 Response Rates at
Week 44 Were Higher With
Tofaclitinib vs Placebo

Part1 Part 2
Tofacitinib (n=72); tofacitinib—placebo (n=70) Tofacitinib (n=72); tofacitinib—placebo (n=70)

—&— JIAJACR30 (tofacitinib) -#- JIAfACR30 (tofacitinib—placebo)
—o— JIAJACR70 (tofacitinib) -#- JIAJACR70 (tofacitinib—placebo)
-8 JIAJACR inactive disease (tofacitinib)  -®- JIAJACR inactive disease (tofacitinib—placebo)

Randomisation

100

£

?5_, 80

: T

3 70- h
2

2

E’ 60 w

ﬁ 54%
[w] 0

. : - S~ 47%
=

e 04

¥ 37%
2

=]

a 307

: 26%
S 20

i} 7%

104 )

- T
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44
Time since baseline (weeks)

ile idiopathic arthritis; pcJIA, polyarticular course juvenile idiopathic arthritis.




Probability of Being

Flare Event-FreeP

Other Secondary Endpoint

Time to Dilisease Flare 1n Double-
blind Phase Was Greater With

Tofaclitinib vs Placebo

1.

0_

- Tofacitinib? Placebo A Censored

IL—H_\—H

HR (95% CI): 0.46 (0.27, 0.79)
Log rank p=0.0037

I
20

I I I I I I I I 1
40 60 80 100 120 140 160 180 200

Time to JIA Flare (days)

(pcJIA)

Tofacitinib (N=72)
Events: 21

Median time to flare:
cannot be calculated

Placebo (N=70)

Events: 37

Median time to flare
(95% CI): 155 (86.0,-)
days



Safety (JIA)

Adverse Events
(pcJIA/JPsA/ERA)

Open-label Double-blind
(0-18 weeks) (18-44 weeks)
Tofacitinib 2 Tofacitinib 2
Patients with events, n (%) N=225 N=88
AEs 153 (68.0) 68 (77.3) 63 (74.1)
Serious AEs 7(3.1) 1(1.1) 2 (2.4)
Permanent discontinuations due to AEs 26 (11.6) 16 (18.2) 29 (34.1)
Temporary dose reductions or
temporary hold due to AEs 20 (8.9) 9(10.2) 894
Most common AEs by preferred term
(210% of any treatment group)
Upper respiratory tract infection 24 (10.7) 13 (14.8) 9 (10.6)
Disease progression 5(2.2) 8 (9.1) 13 (15.3)
JIA exacerbation 6 (2.7) 3(3.4) 12 (14.1)

a. Tofacitinib 5 mg BID or equivalent weight-based lower dose in patients <40 kg.
,, adverse event; ERA, enthesitis-related arthritis; jPsA, juvenile psoriatic arthritis; pcJIA, polyarticular course juvenile idiopathic arthr



AEs of Special Interest
(pcJIA/JPsA/ERA)

Open-label Double-blind
(Weeks 0-18) (Weeks 18-44)

Tofacitinib2 Tofacitinib? Placebo
N=225 N=88 N=85

Patients with events, n (%)

Death 0 0 0
Gastrointestinal perforationP 0 0 0
Hepatic eventsP 3(1.3) 0 0
Herpes zosterb:c 2 (0.9) 0 0
Interstitial lung diseaseP 0 0 0
Major adverse cardiovascular eventsP 0 0 0
Malignancy (excluding NMSC)P 0 0 0
Macrophage activation syndrome® 0 0 0
Opportunistic infections® 0 0 0
Serious infections 3(1.3) 1(1.1)¢ 1(1.2)
Thrombotic events (DVT, PE,? or ATE) 0 0 0
Tuberculosis? 0 0 0
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Paediatric rheumatology

Safety and efflcacy of tofacmnlb for the treatment of
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* the Paediatric Rheumatology International Trials Organisation

(PRINTO) and Pediatrlic Rheumatology Collaborative Study Group (PRCSG)

Table 2 Summary of safety during the LTE study in the overall

cohort treated with tofacitinib

Table 2 Continued

Overall cohort (N=225)*

Overall cohort (N=225)*

Patients with AEs, n (%)
Total number of AEs
Patients with SAEs, n (%)
Total number of SAEs

Patients who permanently discontinued due to AEs,

n (%)

Patients who temporarily discontinued or had dose

reduced due to AEs, n (%)

Most common AEs (=5% by MedDRA Preferred
Term), n (%)
Upper respiratory tract infection
JIA exacerbation
Nasopharyngitis
Arthralgia
Viral infection
Urinary tract infection
Headache
Fever
Cough
Vomiting
Abdominal pain
Sinusitis
Influenza
SARS-CoV-2 test positive
CovID-19
Oropharyngeal pain
Arthritis
Nausea
Disease progression
Pharyngitis
Bronchitis
Ear infection
AEs of special interest, n (%); IR$ (95% Cl)
Deaths
Active uveitis§
Serious infections
Renal events
Herpes zoster (non-serious and serious)

Adjudicated opportunistic infections (excluding
tuberculosis)**

Adjudicated tuberculosis
Adjudicated gastrointestinal perforation
Adjudicated hepatic events
Adjudicated MAStt
Adjudicated interstitial lung disease
Adjudicated malignancies (excluding NMSC)
Adjudicated NMSC
Adjudicated MACE
Adjudicated DVT
Adjudicated PE
ATE
Laboratory test abnormalities, n (%)$#
Haemoglobin <0.8x LLN
Lymphocytes
<0.8x LLN

naxixdlsults of an open-1HbR1, long-tern

201 (89.3)
1213

34 (15.1)
39t
29(12.9)

83(36.9)

48(213)
28 (12.4)
27(12.0)
22(9.8)
22 (9.80)
21(9.3)
20 (8.9)
20 (8.9)
19(8.4)
19 (8.4)
19(8.4)
17(7.6)
17(7.6)
16(7.1)
15(6.7)
15(6.7)
14(62)
14(62)
13(5.8)
13(5.8)
12(53)
12(53)

0; 0.00 (0.00 to 0.53)
2(0.9); —

10 (4.4); 1.4 (0.69 to 2.65)
8(3.6); 1.16 (0.50 to 2.29)
4(1.8);0.58 (0.16 to 1.47)
2(0.9);0.29 (0.04 to 1.03)

0;0.00 (0.00 to 0.53)
0;0.00 (0.00 to 0.53)
0;0.00 (0.00 to 0.53)
0;0.00 (0.00 to 15.72)
0;0.00 (0.00 to 0.53)
0;0.00 (0.00 t0 0.53)
0;0.00 (0.00 to 0.53)
0;0.00 (0.00 t0 0.53)
0;0.00 (0.00 to 0.53)
0;0.00 (0.00 to 0.53)
0;0.00 (0.00 to 0.53)

9(4.0)

23(10.2)

AST >3.0x ULN 0

ALT >3.0x ULN 6(2.7)
Cholesterol >1.3x ULN$# 5(23)
Creatine kinase >2.0x ULN 28 (12.4)

The safety analysis set included all patients with pcJIA, jPsA or ERA.

Safety assessments were reported from LTE baseline through to data cut-off. AEs
and SAEs were assessed up to 365 days after the last dose of tofacitinib. Laboratory
abnormalities were recorded up until the patient stopped treatment or the lag time
expired.

*Mean total duration of tofacitinib treatment (median; range) was 36.7 (41.6;
1-103) months.

1By MedDRA System Organ Class, these were: gastrointestinal disorders (n=4);
general disorders and administration site conditions (n=3); hepatobiliary disorders
(n=2); infections and infestations (n=10); injury, poisoning and procedural
complications (n=1); musculoskeletal and connective tissue disorders (n=5);
nervous system disorders (n=2); pregnancy, puerperium and perinatal conditions
(n=2); psychiatric disorders (n=8); renal and urinary disorders (n=1); reproductive
system and breast disorders (n=1); and skin and subcutaneous tissue disorders
(n=1).

$Number of patients with first event per 100 patient-years. For IRs, only patients
with events during the risk period were included in the numerator. The risk period
extended from the patient’s first dose of tofacitinib until the date of last dose of
tofacitinib plus 28 days, last contact date or data cut-off, whichever occurred first.
§0ne patient had active uveitis at month 12; one patient had uveitis at month 27.
{Three patients with serious cases and one patient with a non-serious case.

**Two serious cases of herpes zoster were adjudicated as opportunistic infections.
ttApplicable to patients with sJIA without active systemic features only (N=11).
$1Cholesterol was evaluated in 221 patients.

AEs, adverse events; ALT, alanine aminotransferase; AST, aspartate aminotransferase;
ATE, arterial thromboembolism; DVT, deep vein thrombosis; ERA, enthesitis-related
arthritis; IR, incidence rate (patients with events per 100 patient-years); JIA, juvenile
idiopathic arthritis; jPsA, juvenile psoriatic arthritis; LLN, lower limit of normal;

LTE, long-term extension; MACE, major adverse cardiovascular event(s); MAS,
macrophage activation syndrome; MedDRA, Medical Dictionary for Regulatory
Activities; n, number of patients with events; N, number of patients evaluated;
NMSC, non-melanoma skin cancer; pcJIA, polyarticular course juvenile idiopathic
arthritis; PE, pulmonary embolism; SAES, serious adverse events; sJIA, systemic
juvenile idiopathic arthritis; ULN, upper limit of normal.



Tofacitinib otnv EAkwdN KoAiTida
KAIVIKN UQeon Kal BEATIWON CUPNTITWHATWY

OCTAVE Sustain'? OCTAVE I and II!
Primary endpoint: Week 52 Post-hoc analysis
Clinical remission per full Mayo Clinic Symptomatic improvement of SFS and RBS scores over first 15
Score days of therapy
B PBO HETOFA 5 mg BIDEM TOFA 10 mg BID ® PBO @® TOFA 10 mg BID
~ (n=234) (n=905)
100 100 Reduction of SFS 21 100 Reduction of RBS 2 1
80 £29.5% 80 80
. (95% CI 21.4- o° s
> 37.6) - ww X I
U; 60 N23.2% % B 60
-g (956351235.3— 8
= S IVALUE] 3 40
o 40 34,3 ©
Ny
20
20
11,1
n/NO 68/198 80/197 0 0

01 2 3 4 5 6 7 8 9101112131415 0 1 2 3 4 5 6 7 8 9101112131415

Days Days

@ Symptomatic improvement: Reduction from baseline Mayo SFS of 21 or RBS
21,
Clinical remission: Total Mayo Clinic Score £2 with no individual

subscore >1 and RBS of 0.
*p<0.01, **p<0.001 and ***p=<0.0001 vs PBO.

BID, twice daily; CI, confidence interval; JAKi, Janus kinase inhibitor; PBO, placebo; RBS, rectal bleeding score; SFS, stool frequency score; TOFA, tofacitinib.
Hanauer S, et al. Clin Gastroenterol Hepatol. 2019;17:139-47; 2. Sandborn W, et al. N Engl J Med. 2017;376:1723-36.



Tofacitinib otnv EAx®ONn KoAlTLdx
EVOOOKOII LK OVTIAIOKOLON

Endoscopic improvementt# Endoscopic improvementf#2

Key secondary endpoint: Week 52 Secondary endpoint: Week 52
Overall patient population Patients with prior anti-TNF failure

100 - 100 -
A 32.6%

80 J (95% Cl 24.2-41.0) 80 A 27.4%
© p<0.001 i (95% CI 15.4-39.5)
S [ A 24 2% 1 | p<0.0001 |
*«UE) 60 - (95% Cl 16.0-32.5) 50 J A 17.8%
@ p<0.001 457 (95% Cl 5.8-29.8)
& ! ! : p<0.01
o 40 4 37.4 40 4 [ |

30.1
20 - 13.1 20 1 12.4
n/N=, 74/198 90/197 n/N=
B reo | ToFAsmgBID || TOFA 10 mg BID o

EZQ Endoscopic improvement: MES <1.

1. Sandborn WJ, et al. N Engl J Med. 2017;376:1723-36; 2. Sandborn WJ, et al. Clin Gastroenterol Hepatol. 2022;20:591-601.

fTermed mucosal healing in the original OCTAVE protocols.? *MES <1.

BID, twice daily; CI, confidence interval; MES, Mavo Endoscopic Subscore; PBO, placebo; TNF, tumor necrosis factor; TOFA, tofacitinib.



world UC

* 1162 aoBeveig pe EK ou €Aafav tofacitinib

* 14 peléteg avédepav KAWLKN avtamokplon (n=797)
* Week 8 - avtanokpion 62.1% (95% Cl: 55.0-69.1)
* 1 £tog — avrtanokplon 41.8% (95% Cl: 31.8-51.8)

e 11 peléteg avédepav KAWLIKN Udeon (n=755)
* Week 8 —'Yodeon 34.7% (95% Cl: 24.4-45.1),
* Week 12 - 47.0% (95% Cl: 40.3-53.6)
* 6 unveg - 38.3% (95% Cl: 29.2—-47.5)

* Corticosteroid-free remission (n=301) 33.6% otou¢ 6 prRveg (95%
Cl: 24.5—42.7)

Taxonera C, et al. Inflamm Bowel Dis
2022;28 (1) :32-40.
Study independently funded.

Systematic review and meta-analysis of real-
studiles

Patients achieving clinical response, clinical remission

and corticosteroid-free remission

Rate (%)

100 -

80 -

70 4

a0 4

40 -

30 -

20 4

10 -

62,1% G4,2%

Week 8 Week 12-16 Month 6 Month 12

B Clinical remiasion W Clinical msponse W Corticostercid-fres remission



Real World Data (RWD)

Patient
, and
¢ MHOpOU}JS VIO TO( porr])ul?trion re(\:,ihee\l,(,tsz
«eﬁavoupe» ad sUreys!
dedouéva TNG
KOAONUEPLVAG KALVLKNG
MTOOKT LKNC
Electronic Examples Pragmatic
* SUAAEVOVTOL £UKOAX KO L medical of RWD clinical
pe OUOoT npo(-[ LKO -[pOHO records? sources

KOG oL P&oelLg
dedouévay €ilval
NAEKTIPOV LKECQ

Linked
EMR-claims?

Registriest?

* AVI LTIPOOWIIEUOUV TNV
£EUEOUOYN TWV BepaIe LOV
OTOV «IIPAYUAT LKO
Ké(jpo>> (XOG 8-\)(1)-\) KO( l" EMR, electronic medical record; HCP, healthcare
LT p(;)\) professional; RCT, randomized controlled trial;

RWD, real-world data.

1. Katkade VB, et al. J Multidiscip Healthc. 2018;11:295-304.

2. Curtis MD, et al. Health Serv Res. 2018;53:4460-447¢6.



JAKis and Real-World Evidence (RWE)

European registries: ¥
ATTRA (Czechia) NOR-DMARD (Norway)
BIOBADASER (Spain) RABBIT § (Germany)
BIOREGS (Austria) REUMA.PT (Portugal)
BIORX.SI (Slovenia) ROB-FIN (Finland)

RHUMADATA registryl+ (Canada)
OBRI registry? (Canada)

CorEvitas registry BSRBR (UK) RRBR (Romania)
(formerly Corrona)3 (USA) DANBIO (Denmark) SCQM (Switzerland)
MarketScan® claims GISEA (ltaly) TARDIS (Belgium)
database? (USA) METEOR (Netherlands) \\\
Optum claims database* By SN
(USA) — \
Medicare claims database* /// \
(USA) I-RECORD registryL+ (Israel) = N
TURKBIO registryl+ (Turkey)
@trengths of RWE10.11 \

v More diverse, heterogeneous patient population than RCTs
v/ Comparisons with other drugs that may not be possible in RCTs

Key Limitations of RWE0.11 OPAL-QUMI registry® (Australia)
*  Susceptible to sample bias, channelling bias, and observational bias —
+  Lack of standardisation and randomisation; patient groups may not be comparable

& J

List is not exhaustive
tPart of the JAK-POT international collaboration of registries. $Registries planning to participate in future studies but not included yet.

ARBITER reqistry®* (Russia)

LT

ANSWER reqistry> (Japan)
—— CorkEuvitas registry (formerly

Corrona)s (Japan)

TBCR registry? (Japan)

KOBIO registry8 (South Korea)

ATTRA=Appropriate Technology Transfer for Rural Areas; BIOREG=Biologica Register; BSRBR=British Society for Rheumatology Biologics Register for Rheumatoid Arthritis; Corrona=Consortium of Rheumatology Researchers of North America, Inc; DANBIO=Danish National Patient Registry;
GISEA=Gruppo ltaliano Studio Early Arthritis; JAK=Janus kinase; METEOR=Measurement of Efficacy of Treatment in the 'Era of Outcome' in Rheumatology; NOR-DMARD=The Norwegian Antirheumatic Drug Register; OBRI=Ontario Best Practices Research Initiative; OPAL=Oral Psoriatic Arthritis Trial;
QUMI=Quality Use of Medicines Initiative; RA=rheumatoid arthritis; RABBIT=Rheumatoid Arthritis— Observation of Biologic Therapy; REUMA.PT=Rheumatic Diseases Portuguese Register; ROB-FIN=Finnish Register of Biological Treatment; RRBR=Romanian Registry of Rheumatic Diseases; RWE=real-

world evidence; SCQM=Swiss Clinical Quality Management.

1. Lauper K, et al. [abstract]. Presented at: Annual Meeting of the European League Against Rheumatism. Virtual Congress, June, 2020. 2. Movahedi M, et al. Presented at: Annual Meeting of the European League Against Rheumatism. Virtual Congress, June, 2020. 3. Kremer JM, et al. ACR Open
Rheumatol. 2021;3(3):173-184. 4. Desai RJ, et al. Rheumatology (Oxford). 2021; doi:10.1093/rheumatology/keab294. 5. Ebina K, et al. Clin Rheumatol. 2021; doi:10.1007/s10067-021-05609-7. 6. Tanaka Y, et al. [abstract] Presented at: Annual Meeting of the American College of Rheumatology. Virtual
Congress, November, 2020. 7. Takahashi N, et al. Sci Rep 2020;10:21907. 8. Min HK, et al. Clin Rheumatol. 2021; doi: 10.21203/rs.3.rs-32790/v1. 9. Bird P, et al. Clin Rheumatol. 2020;39(9):2545-2551. 10. Katkade VB, et al. J Multidiscip Healthc. 2018;11:295-304. 11. Camm AJ, et al. Open Heart.

2018;5(1):e000788. Full references for this slide available at the end of the presentation. References available on request.



JAK-POT collaboration: efficacy and drug
survival i1n RWE

Drug survival
n=31,846 treatment courses — ABA — TNFi = IL6l — JAK

Real world data from registries
of 19 countries Uy

Adjusted CDAI low disease activity at
- 12 months

55
55-
15_ i

TNFi ABA ILGi JAKi

0.751

Survival probability
o
3

lhupmuunmmfﬁhLmudhmua:ﬂhﬁy

Time(years)

Lauper K et al. Ann Rheum Dis 2022;81:1358-1366



Tofacitinib monotherapy vs combination
therapy

Tofacitinib Retention With and Without MTX
Data from the OBRI registry *

.

Propensity score weighted KM survival curves for time to

discontinuation of tofacitinib or TNFi with MTX and without MTX'

TO FA MTX present atinitiation of reatment

— Mo
— Yes + Censor

Retention probability

i i i i
R W = 0w o
I Y T T Y Y I

[ R ]
=
1

T T T T
0 12 24 36 48 60
Treatment duration (months)
Mo 102 43 18 9 0
Yes 106 45 17 B 0

TNFi

1.0 4 MT present at initiation of treatment
_ — Mo

gg a R — Yes + Censor

0.7 4 ‘.x‘__l'_-_q_t—__‘

0.6 1

05 S

0.4
0.3 +
0.2 +
0.1 9 CDAI, Clinical Disease Activity Index; JAKi, Janus Kinase inhibitor; KM, Kaplan-Meier; MTX, methotrexate;

0.0 T T T T T T OBRI, Ontario Best Practices Research Initiative;

: " s ! i ? ” csDMARDs; conventional synthetic disease modifying antirheumatic drugs, TNFi, tumour necrosis factor inhibitor.
Mo 135 81 Treiténent duration [munzt%]s}
)

Yes 222 141 84 45

Retention probability

1. Movahedi M, et al. BMJ Open 2023;13:e063198. doi:10.1136/bmjopen-2022-
063198.
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AESIs in the tofacitinib clinical trial programmes in
RA, PsA, AS, and UC1-+4
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IR events/100 PY (95% CI) for RA ISS12 TR PsAISst? T\  AS ISss " UC sS4
safety events of interest | All tofacitinib dosesc 3 All tofacitinib dosesc.dfg B All tofacitinib dosesfh [~ All tofacitinib doses":

(N=7964, 23,497 PY) Y (N=783, 2038 PY) ¥ (N=420) g (N=1157, 2581 PY)

The approved dose of XELJANZ (tofacitinib citrate) for RA, AS, and PsA is 5 mg BID, and for UC is 10 mg BID for induction and 5 mg BID for maintenance.® Figure adapted from Burmester GR, et al. 2021,* Mease P, et al. 2020,2 Deodhar A, et al. 2022,2 and Sandborn WJ, et al. 2023.4
aAdjudicated events.14 PMMACE is defined as a composite of any myocardial infarction, stroke, or cardiovascular death.13 cDrug exposures for RA and PsA were VTE: 24064.6 PY and 2098.4 PY, and ATE: 23957.1 PY and 2086.4 PY, respectively.2 dFinal data for the RA and PsA cohorts are from 18
April 2019 and 31 July 2019, respectively.1.* AESI, adverse event of special interest; AS, ankylosing spondylitis; ATE, arterial thromboembolism; BID, twice daily; Cl, confidence interval; Gl, gastrointestinal; HZ, herpes zoster; ISS, integrated safety summary; LTE, long-term extension; MACE, major
adverse cardiovascular event;

MR, modified release; NMSC, nonmelanoma skin cancer; NR, not reported; Ol, opportunistic infections; OLE, open-label extension; PsA, psoriatic arthritis; PY, patient-years; QD, once daily; RA, rheumatoid arthritis; TB, tuberculosis; UC, ulcerative colitis; VTE, venous thromboembolism.

1. Burmester GR, et al. RMD Open. 2021;7:e001595. 2. Mease P, et al. Ann Rheum Dis. 2020;79:1400-1413. 3. Deodhar A, et al. Ann Rheum Dis. 2022;81(S1):394-395. 4. Sandborn W J, et al. J Crohns Colitis. 2023;17:338-351 and supplementary appendix.
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To XELJANZ dLotlBstal og 4omd

OTOUOTOC XOoPNYOoUUEVEC HOPPEC OTLC
evdeléeLlg Tout

AloKio TTapaTeTANEVNC ATTOOECUEUCTC NMoéoiyo diaAuvpua

Aocoloyia Je Baon 1o
CWHATIKO Bapog

5mg 10 mg 11 mg

“'h.-l

Mn mpaypuankd péyedoc.

Evkekpipéveg pop@éc Kal BoooAoyiec avd évoeign’
+ PA, WA ka1 AZ: diokia 5 mg kai diokia 11 mg TTapaTeTAMEVNC ATTODECHEUCNC
+ NIA: diokia 5 mg Kai TTooIHO DIdAUNA

« EK: diokia 5 mg kal diokia 10 mg

lNa 10 TTARPEC Keidevo TwV evdeifewy, TNE BoooAoyiag Kal ToU TPOTTOU XOpNyNonS GUUBOUAEUTEITE TNV MepiAnwn XApakTnpIoTIKWY Tou MNMpoidvToc.

PA=peuparoeidric apBpimda, WA=pwpiaaikr apBpinda, AZ=oykuhotmonTikn ommovduhinda, NIA=veavikr 1B10TTaBRc apBpimda,, EK=ehkwdng koAhinda.

1.XELJANZ HepiAnyn Xapaxinelotlkdv tou Mpotdvrtog, 03/2025.
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To tofacitinib

* YYnAN amoteAECUOTLKOTNTA

* ATIOTEAECUATIKO 0€ a.oBeveig Ue Ttponyouuevn €kBeon o BLoAoyLlkoug
TIOPOALYOVTEC

* ExeL taxela 6paon

e ElvaiLt aodalec

Nash, P, et al. (2025). Expert consensus statement on the treatment of immune-mediated inflammatory diseases with Janus kinase
inhibitors: 2024 update. Annals of the Rheumatic Diseases. doi.org/10.1016/j.ard.2025.01.032.

Aymon. et al. “Incidence of Major Adverse Cardiovascular Events in Patients with Rheumatoid Arthritis Treated with JAK Inhibitors
Compared With Biologic Disease-Modifying Antirheumatic Drugs: Data From an International Collaboration of Registries. ARTHRITIS &
RHEUMATOLOGY, vol. 77, No. 9, September 2025, pp 1194-1204. doi: 10.1002/art.43188
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Spondyloarthritis

@ CLINICAL SCIENCE

Tofacitinib for the treatment of ankylosing spondylitis:
a phase IlI, randomised, double-blind, placebo-
controlled study

Atul Deodhar © " Paula Sliwinska—Stanczyk,2 Huji Xu > Xenofon Baraliakos
Lianne S Gensler,” Dona Fleishaker,® Lisy Wang,? Joseph Wu, Sujatha Menon,°
Cunshan ‘u".iang,5 Oluwaseyi Dina,” Lara Fallon,? Keith § Kanik,®

Désirée van der Heijde

OPEN ACCESS

4

9

Up to Week 16 Up to Week 48
(double-blind phase) (double-blind and open-label phases)
Tofacitinib 5 mg BID Placebo Tofacitinib 5 mg BID | Placebo = Tofacitinib 5 mg BID
Patients with events, n (%) (N=133) (N=136) (N=133) (N=136}
IBD 0 0 0 0
Uveitis 1(0.8) 3(2.2) 2 (1.5) 4(2.9)

» All patients who experienced uveitis had a history of uveitis

» All cases of uveitis were mild or moderate in severity; none were SAEs

* No patients discontinued study drug due to uveitis

Deodhar A, et al. Ann Rheum Dis 2021;80:1004-1013



Incidence of Uveitis in Patients With Axial Spondylarthritis

Treated With Biologics or Targeted Synthetics: A Systematic
Review and Network Meta-Analysis

Anti-TNF mAbs

0.75 (0.18; 3.10) Anti-1L17
0.76 (0.10;6.12) | 1.01(0.15; 6.86) ETN
1.01(0.13;7.56) | 1.33(0.21;8.42) | 1.32(0.12;14.31) JAKi

44 trials ipcluded: ( 0.32(0.10;1.04))| 0.43(0.19;0.98) | 0.42(0.08;2.38) { 0.32(0.06;1.67))| Placebo
e 17 anti-TNF mAb (1,004 PEY), >~—

* 9 etanercept (180 PEY),
13 anti-IL-17 (1,834 PEY), and
* 6 JAKi (331 PEY)

Uveitis incidence between TNFi, JAKi and IL-17i

Bechman K. et al., Arthritis & Rheumatology, Vol. 76, No. 5, May 2024, pp 704-714



PROs from Study 1120 . .
0oL : 8F=36v2 Domain Scores >Normative

Values?

V.

SF-36v2 Domain Scores

40 -
/
35 -
32.3 Normative Values
2 30 -
= 27.9 27.9 . .
= * Physical functioning: =88.23
o 25 -
S . 22.8 * Role-physical: 287.96
S 204 188 . .
P 165 * Bodily pain: 276.81
& 14.7
£ 157 9 ) - General health: 273.00
[&]
g 10 A - elis * Vitality: 260.55
5 - 00 > 44 9.6 9.6 « Social functioning: 287.66
- 6.6 5.2 )
15 0.4 WH 0.0 0.7 . * Role-emotional: 291.04
Physical olLe— O l enera q q SOCJ:_al. ole— enta
functgionin thyslical deailny Ghealthl Vitality functglonln emit]j:onal geaiti ® Mental health 27670
Tofacitinib 5 i;f;;étinib 2 Placebo. week Placepo,
i _ baselirlie 16 (N=1§6) bafellne
week 16 (N=133) (N=133) (N=136)

Domain-specific cutoffs were calculated as the study protocol’s age- and sex-distributed means matched to the 1998 US population norms on the raw scale with a range of 0—100.
Data are from the week 16 analysis: data cut-off 19 December 2019; data snapshot 29 January 2020. Missing response was considered as non-response. P values are nominal.
**P<0.01 for comparing tofacitinib 5 mg BID vs placebo at week 16; Cochran-Mantel-Haenszel approach adjusting for stratification factor (lDMARD-naive vs TNFi-IR or bDMARD use [non-IR])

1. Navarro-Compan V, et al. RMD Open. 2022;8(2) :e002253.




