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MACE: major adverse cardiovascular events
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VTE: venous thromboembolism
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Table 1 Oral Surveillance: adjudicated MACE, malignancies and VTE [3]

EVENT Tofacitinib Tofacitinib | TNFi
Hazard Ratio (HR) 5 mg BID 10 mg BID | adalimumab 40mg q 14
Tofacitinib vs TNFi (N=1455) (N=1456) days
(Confidence Interval) -OR-
etanercept 50mg q 7 days
(N=1451)

MACE 1.24 1.43 Referent
(All fatal CV events, non-  (0.81, 1.91) (0.94, 2.18)
fatal MI, or non-fatal
CVA)

2.93 (0.79- 8.26 (2.49- | Referent
Pulmonary embolism 10.83) 27.43)

1.54 (0.60- 2.21 (0.90- | Referent
DVT 3.97) 5.43)

1.66 (0.76- 3.52 (1.74- | Referent
VTE 3.63) 7.12)

1.47 1.48 Referent
Malignancy (1.00, 2.18) (1.00, 2.19)
(all non-melanoma
cancer)

1.90 (1.04- 2.16 (1.19- | Referent
Non-melanoma Skin 3.47) 3.92)
Cancer

1.49 (0.81- 2.37 (1.34- | Referent
Death from any cause  2.74) 4.18)




e s e : Table 1. Demographic and Clinical Characteristics of the Patients at Baseline (Safety Analysis Population).*
Tofacitinib, 5 mg  Tofacitinib, 10 mg
== - Twice Daily Twice Daily TNF Inhibitor Total
PRIGTNAL AR T Characteristic (N=1455) (N=1456)F (N=1451) (N=4362)
; N - Age
Cardiovascular and Cancer Risk y v . 1 3ars c19ar1
X diiei wg. e g 2 ean —yr 816. 4+7. 347. 247.
with Tofacitinib in Rheumatoid Arthritis !
=65 yr— no. (%) 413 (28.4) 478 (32.8) 462 (31.8) 1353 (31.0)
e o Rrpod Ay oot Female sex— no. (%) 1169 (80.3) 1124 (77.2) 1117 (77.0) 3410 (78.2)
|ose L. Riv M. Rehe  Germ Ph.D. Suiatha Menon Ph D Race—no. (%)i
Yanhui Sun, Ph.D.,, Cunshan Wang, Ph.D., Andrea B. Shag M.D
nik, M.D., and Carol A. Connell, R.N., Ph.D White 1128 (77.5) 1126 (77.3) 1099 (75.7) 3353 (76.9)
P QRAL SN ante investightor Black 63 (4.3) 65 (4.5) 83 (5.7) 211 (4.8)
Asian 65 (4.5) 56 (3.8) 55 (3.8) 176 (4.0)
/3 o3 HE . N\ Other 199 (13.7) 209 (14.4) 214 (14.7) 622 (14.3)
pd
E % ﬁ*R%-E * Smoking status — no. (%)
50/%A L
T Never smoked 735 (50.5) 752 (51.6) 772 (53.2) 2259 (51.8)
|2 EDCSHEYVRIZEH O Ever smoked 720 (49.5) 704 (48.4) 679 (46.8) 2103 (48.2)
MTX-IR History of hypertension — no. (%) 955 (65.6) 954 (65.5) 969 (66.8) 2878 (66.0)
- / History of diabetes mellitus — no. () 243 (16.7) 261 (17.9) 255 (17.6) 759 (17.4)
History of venous thromboembolism — no. (%) 19 (1.3) 33 (2.3) 27 (1.9) 79 (1.8)
- Yy -~
Tﬂ- 'f 7 History of extraarticular disease — no. (%) 532 (36.6) 521 (35.8) 552 (38.0) 1605 (36.8)
TOFA 5mg bid or | Omg bid History of coronary heart disease — no. (%) 161 (11.1) 172 (11.8) 164 (11.3) 497 (11.4)
H Family history of heart di —mno. (%
or TNFi (ADA 40mg or ETN 50mg) a":_y :°f>’° C°l'°"alf>" . ss'mze " 154 (10.6) 132 (9.1) 151 (10.4) 437 (10.0)
a— - IS e i = irst-degree male relative <35 yr of age . ; R .
?ﬂt{,F%{bsF = *ﬁap% %#é I‘imgﬁ First-degree female relative <65 yr of age 115 (7.9) 107 (7.3) 100 (6.9) 322 (7.4)
(phOSG I I Ib_IV) l|-$ Fﬂ&ﬂ% Fasting HDL cholesterol <40 mg/dl— no. (%) 172 (11.8) 195 (13.4) 173 (11.9) 540 (12.4)
# Plus—minus values are means +SD. Percentages may not total 100 because of rounding. HDL denotes high-density lipoprotein, and TNF
. 1 =[ . tumor necrosis factor.
EE":F{&IE E ¢ 1 Patients assigned to receive tofacitinib at a dose of 10 mg twice daily who had their dose reduced to 5 mg twice daily or who discontinued
MACE the trial drug were counted in the group receiving 10 mg twice daily.
1 Race was reported by the patient.
%ll‘iﬂi’g § Venous thromboembolism included deep-vein thrombosis and pulmonary embolism.

9| Extraarticular disease included nodules, Sjégren’s syndrome, anemia of chronic disease, pulmonary manifestations, or other clinical features
as identified by the site investigator.
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A Hazard Ratio for MACE
Comparison Hazard Ratio (95% Cl)

Tofacitinib, 5 mg twice daily, vs. TNF inhibitor : °
Tofacitinib, 10 mg twice daily, vs. TNF inhibitor - >
Combined tofacitinib doses vs. TNF inhibitor ——e
Tofacitinib, 10 mg twice daily, vs. .

tofacitinib, 5 mg twice daily

1.24 (0.81-
1.43 (0.94-
1.33 (0.914
1.15 (0.77-

1.91)
2.18)
1.94)
1.71)
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A Hazard Ratio for Cancers, Excluding NMSC

Comparison Hazard Ratio (95% Cl)

Tofacitinib, 5 mg twice daily, vs. TNF inhibitor | . : 1.47 (1.0042.18)

Tofacitinib, 10 mg twice daily, vs. TNF inhibitor ' ° . 1.48 (1.0042.19)

Combined tofacitinib doses vs. TNF inhibitor e : 1.48 (1.042.09)

Tofacitinib, 10 mg twice daily, vs. s 1.00 (0.7041.43)
tofacitinib, 5 mg twice daily '
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Event
Adverse events of special interest
Serious infection — no. (%)

Hazard ratio vs. TNF inhibitor (95% Cl)

ERERE .25
(AE#kEFa9)

Adjudicated opportunistic infection — no. (%)94
Hazard ratio vs. TNF inhibitor (95% Cl)

All herpes zoster, serious and nonserious — no. (%)}
Hazard ratio vs. TNF inhibitor (95% Cl)

wREE 3.318

Adjudicated hepatic event — no. (%)

Hazard ratio vs. TNF inhibitor (95% Cl)
Adjudicated NMSC — no. (%)

Hazard ratio vs. TNF inhibitor (95% Cl)
Adjudicated pulmonary embolism — no. (%)

Hazard ratio vs. TNF inhibitor (95% Cl)
Adjudicated DVT — no. (%)

Hazard ratio vs. TNF inhibitor (95% Cl)
Adjudicated VTE — no. (%)

Hazard ratio vs. TNF inhibitor (95% Cl)

DVT I.5&
(A EKEL)

TR |58
(R E&#7749)

Adjudicated death from any cause — no. (%)
Hazard ratio vs. TNF inhibitor (95% Cl)

Tofacitinib, 5 mg

Twice Daily
(N=1455)

141 (9.7)
1.17 (0.92-1.50)
39 (2.7)
1.82 (1.07-3.09)
180 (12.4)
3.28 (2.44-4.41)
46 (3.2)
1.29 (0.83-2.00)
31 (2.1)
1.90 (1.04-3.47)
9 (0.6)

2.93 (0.79-10.83)
11 (0.8)
1.54 (0.60-3.97)
17 (1.2)

1.66 (0.76-3.63)
26 (1.8)

1.49 (0.81-2.74)

2ELHZH - 1=

Tofacitinib, 10 mg

Twice Daily
(N=1456)7

169 (11.6)
1.48 (1.17-1.87)
44 (3.0)

2.17 (1.29-3.66)
178 (12.2)
3.39 (2.52-4.55)
72 (4.9)
2.14 (1.43-3.21)
33 (2.3)
2.16 (1.19-3.92)
24 (1.6)
8.26 (2.49-27.43)
15 (1.0)
2.21 (0.90-5.43)
34 (2.3)
3.52 (1.74-7.12)
39 (2.7)
2.37 (1.34-4.18)

TNF Inhibitor
(N=1451)

119 (8.2)
Referent
21 (1.4)
Referent
58 (4.0)
Referent
35 (2.4)
Referent
16 (1.1)
Referent
3 (0.2)

Referent
7 (0.5)

Referent
10 (0.7)
Referent
17 (1.2)

Referent
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BESEAF (TNF) FHEE L EEh 2B ROERICER I W FERZHEL 2, BED
DSCTIE. AFHBROHE@BITRERICESHT, BARDY LY v Y TR K TD Y R
7 EABAONTEREL Tz, REERTE, BERAEOY LYY I X alife kT
BTCDY R7 EADBRINT,

https://pfizerpro.jp/contents/xeljanz/pdf/DSC-JAK-Inhibitors-clean.pdf



T—2BE (HEE)

BEROFEFER 61, PIHIZe0mm (EE : 50-88i%) TH-o7-, HEEDIZEL
it (78%) . A (T7%) TH-1-. = hb ol R EDsREEEEcHD

¥ty vomiRTiC, MACE, BiEiRE, RUMmefEDY) A 245 ER7 L, TNF
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Rheumatoid arthritis
Original research @ CLINICAL SCIENCE
gMD Long-term safety of tofacitinib up to Wil Safety of baricitinib for the treatment of rheumatoid
7 pen 9.5 years: a comprehensive integrated arthritis over a median of 4.6 and up to 9.3 years of
Wil analysis of the rheumatoid arthritis treatmen(}:.flnal resm:jlt; frotr)n long-term extension
sl clinical development programme study and integrated database
Peter C Taylor @, Tsutomu Takeuchi . Gerd R Burmester @ ,? Patrick Durez,*

Josef S Smolen,” Walter Deberdt,® Maher Issa,® Jorge Ross Terres,” Natalia Bello,®

Stanley B Cohen,’ Yoshiya Tanaka 2 Xavier Mariette 0 ® Jeffrey R Curtis &4 -

Eun Bong Lee ©9,° Peter Nash (2,5 Kevin L Winthrop (2,7 Christina Charles- Kevin L Winthrop
Schoeman,? Lisy Wang @2 Connie Chen,” Kenneth Kwok,'° Pinaki Biswas,'®
Andrea Shapiro,"" Ann Madsen,’? Jirgen Wollenhaupt'?

Cohen SB’ etal. RMD Open 2020’6e001 395. TaY|0r PC, et al. Ann Rheum Dis 2022,81 :335-343.

* *

TofaDLTEZXER Bari MLTERER
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18 P3/2/1z6%k+3 LTEZRER 9 P3/2/1baAB&+ | LTEZBR
(n=7061, 22875 patients-years) (n=3770, 14744 patients-years)

Median 3. | & Median 4.6
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Yeble1 Faiiont baseling G OO Ot CTR RS Supplementary Table 2. Demographics and measures of disease activity
— | - A
Average tofacitinib Average tofadtinib u - u . b
All tofacitinb doses | 5mgBID* 10 mg BID* Ever on 2-mg Ever on 4-mg All-bari-RA
N7t N=3008 N=3005 (N=1077) (N=3401) (N=3770)
Age fyears), mean frangs) §52.1 (18-86) 52.2 (18-88) 52.0{18-85
;2::’(:;{” el i S Age at baseline, years. mean (SD) 53.1(12.1) 52.6(12.2) 52.7(12.2)
White 4576 (64.8) 1823 (59.5) 2753 (68.9) Female, n (%) 832(77.3) 2691 (79.1) 2983 (79.1)
Biack 2193.1) 88(2.9) 131(3.3)
Asian 1566 (22.2) 830 {28.7) 686 (17.2) Race, n (%)
Other 700 8.9 2750.0) 425 (10.8) ¥ . )
Regions, n (%) American Indian or Alaskan Native 53(4.9) 162 (4.8) 168 (4.5)
North America 1745 (24.7) 599 (19.5) 1146 (28.7) . ‘
e Renets 1201 (17.3) 586 (19.1) 635 (15.9) Asian 300 (27.9) 1048 (30.9) 1115(29.6)
Europe 2382(33.7) 95181.0) 1431(35.8) Black or African American 27 (2.5) 80 (2.4) 97 (2.6)
Asia 1673 (23.7) 890 (29.0) 783 {19.6)
ROW 40 {<1.0) 40 (1.3) o Native Hawaiian or other Pacific
Duration of RA since first diagnosis {years), 8.0 (0.0-65.0) 8.3 (0.0-50.1) 7.8(0.0-65.0 : . 0 2(0.1) 2(0.1)
mean Fange) Islanders
DAS28-4(ESR), maan {SD) 6.4 (1.0 6.4 (1.0) 6.4 (1.0) . " 5 N2&4 (6D
1n=6238) (n=2688) (n=3550) White 688 (63.9) 2078 (61.2) 2354 (62.6)
Swallen joint count, mean (SD) 14.98.9) 14.2 85) 1540.1) Multiple 9(0.8) 26 (0.8) 26 (0.7)
n=7007) (n=3049) (n=3958)
Tender joint count, mean (SD) :?:‘37'0("‘)%5) ?-‘“357) (2“-":;(;)5) Duration of RA", years. mean (SD) 8.6(8.2) 7.3(8.1) 7.7 (8.1)
HAQ-DI, mean (SD) 15(0.7) 1.5(0.7) 15(0.7) e
(n=6952) (n=3037) (n=3915) Region, n (%)
BMI (kg/m'), mean (SD) 27.164) 6.7 83) 27.565) United States/Canada 221 (20.5) 641 (18.8) 840 (22.3)
n=7056) (n=3083) (n=3993)
Comortidities, n (%) Central/South America, Mexico 221 (20.5) 738 (21.7) 760 (20.2)
Diabetes malitus 562 (8.0) 276 9.0) 286(7.3)
Cartrigry hert discus ad 5ide 11(1.0 1740 Asia (excluding Japan) 123 (11.4) 432 (12.7) 445 (11.8)
Myocardial infarction 84(1.2) 341 50(13) o
Hypertension 2460 (34.8) 1046 (34.1) 1414 (35.4) Japan 132(12.3) 489 (14.4) 514 (13.6)
COPD 478 6.5 17
Positive for latent TB by lab testing 236 3.3 73 783 (20.8)
QuantiFERON Gold), n (%) ° <17 478 (11.4)
Positive for latent TB by PPD skin test,n (%) | 57 (0.8) 3% 0 I S I I ti ;i{] 60& E A 28 (11.4)
Themapy pror to enrolment, n (%) ra urve l ance < ']-‘ 1911 (50.7)
MTX 5758 (81.5) 27 0 | Y v ' L 50.
csDMARD other than MTX 3587 (50.8) 15 70/ MTX J{ m \ ) m } X 7 b ) 5
TNFi 1138(16.1) a5 0 N\ \ ' | 2979 (79.0)
Non-TNFi biological DMARDs 355 (5.0) 1 5.1 (15!
Concomitant corticosteroids, n {36) 3972 (56.3) 17 o :
~ S eeeete—t——
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Lower C1 2.33 2865 1.70 258 ass 167 103 A a2 o057
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Time (months)
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Overall 0-48 48-96 96-144 144-192 192-240 240-288 288-336 >Week 336 <
IR/100 patient years 0.92 0.57 0.90 1.01 0.97 iz 1.17 0.80 0.98 £
Lower C1 0.77 0.34 o.57 0.64 0.59 077 o.71 0.36 0.27 =
Upper O 1.09 0.91 1.35 1.52 1.4 182 1.83 1.51 2.50
Patient years 15086 3133 2554 2271 2072 1897 1622 1128 410

60/1456 (4.1) 122/2911 (4.2) 42/1451 (29)

62/1455 (4.3)

No. of Patients with First Event/Total No. (%)

No. of Patient-Yr

5482.30
077 (0.55-1.04)

10,803.19

1.13 (0.94-1.35)

5311.71
1.13 (0.86-1.45)

5491.48
1.13 (0.37-1.45)

275
55

276

55

Incidence Rate per 100 Patient.Yr (95% Cl)

NNH (patient.yr) vs. TNF Inhibitor
NNH (over S5-yr period) vs. TNF Inhibitor
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\:

1.5+
Tofa Bari
" a -
s_ ri
Table 3 IRs for AEs of interest (95% Cl) % (&) .
Average tofacitinib Average tofacitinib ‘uf 32 1.0
All tofacitinib doses 5 mg BID* 10 mg BID* = 8 . T - .
N=7061 N=3066 N=3995 8 —
i-LTEFFZEDMACE at risk population | §§ " T "
Bari-LTERR D at risk population | §s
T3 % ¥ Bari DMACESEEE(X0.70/100 | 22 g ! '
e
> > iEOral S il o %
AFERY, ZnEO0ral Surveillanced | ¢% l T 1w
NFiZ% 0.73/I00AFE L RA%ETH 3 = ) '" )
TNFiZf 0.7 BZETH L |
(n=38) i (n=11) ' (n=27) 0.0 T T T T T T T T #
Malignancy 0.8 (0.7 to 0.9) 0.8 (0.6 to 1.0) 0.8 (0.6 t0 0.9) Overall | 0-48 48-96  96-144  144-192 192-240 240-288 288-336 >Week 336
(excluding NMSC) (n=177) (n=64) (n=113) IR/100 patient years 0.51 0.50 0.58 0.54 039 0.64 038 0.63 0.00
NMSC 0.6(0.5t00.7) 0.4 (03 t00.6) 0.6 (051t00.8) Lo O 0.0 027 031 0.28 017 033 0.14 025 NA
(n=129) (n=36) =83 Upper C1 0.64 0.84 0.97 0.94 0.77 112 0.82 131 1.35
Qe patinte) (=0) b=12 =18 Number of patients 3251 | 3251 2840 2515 2322 2150 1889 1533 752
Lung cancer 0.1(0.1t002) 0.1(01 t00.3) 0.1(01 t00.2) with » 1 1 12 s 12 6 7 0
(n=30) (n=12) (n=18) N wihovents | )
Lymphoma® 0.05 (0.03 to 0.09) 0.01 (0.00 to 0.07) 0.07 (0.04 to 0.13) 8 201
(n=12) (n=1) (n=11) 154
Gl perforations 0.1(0.1t002) 0.1(0.0t00.2) 0.2 (01 t00.2) - / \
(n=28) (n=6) (n=22) g 101 } { .
DVT 0.2(0.1t002) 0.2 (0.1 t0 0.3) 0.2(0.1t00.2) 8 {
(n=36) (n=13) (n=23) r a § 051
PE 0.1(0.1t002) 0.1(00t00.2) 0.1(041 t00.2) § b0
(n=28) (n=8) (n=20) ° = Tofacitinib, Tofacitinib, Combined TNF Inhibitor
VTES 0.3 (0.2t0 0.3) 0.2 (0.1 t0 0.4) 0.3(021t00.4) s u r‘ v e l a n C 5 mg Twice 10 mg Twice Tofacitinib
(n=59) (n=19) (n=40) Daily Daily Doses
ATE 0.4 (0.3t0 0.5) 0.3 (02 t0 0.5) 0.4 (03 t00.5) ' '
(n=84) {(n=28) (n=56) No. of Patients with First Event/Total No. (%) 4771455 (3.2) 5171456 (3.5) 9872911 (3.4) 37/1451 (2.5)
MACE 0.4 (0.3t0 0.5) 0.4 (0.3 t0 0.6) 0.4 (0.3 10 0.5) No. of Patient-Yr ) 5166.32 4871.96 10,038.28 5045.27
(n=85) (n=31) (n=54) Incidence Rate per 100 Patient-Yr (95% Cl) 091 (0.67-1.21)  1.05(0.78-1.38) | 0.98 (0.79-1.19) 073 (0.52-1.01)
) NNH (patient-yr) vs. TNF Inhibitor 567 319
NNH (over 5-yr period) vs. TNF Inhibitor 113 64

=/




DVTO#ERE: Tofa 0.2, Bari 0.35/100A%E,
(Oral Surveillance Tofa 0.8%, TNFi 0.5% (AL L) 4FERH)

Tofa =

Bari
Table 3 |IRs for AEs of interest (95% ClI) S o
Average tofacitinib Average tofacitinib g O 1.5+
All tofacitinib doses 5 mg BID* 10 mg BID* 8 °\° )
N=7061 N=3066 N=3995 T 0
-

22874.5PY 8171.3 PY 14 703.2 PY Q ;"
Serious infection events’ 25231027 2.8(25103.2) 23(21102.6) g ; 1.0= T

(n=576) (n=233) (n=343) % o
HZ 3.6(3.41t03.9) 3.5(3.1103.9) 3.7(34t04.1) T :
(non-serious and serious) (n=782) (n=269) (n=513) £ g T
HZ (serious) 0.2(0.2t0 0.3) 0.3 (02 t00.4) 0.2(021t0.3 2

(n=57) (n=23) (n=34) ) E % 0.5+ - [
Opportunistic infection (excluding TB) 0.4 (0.3t0 0.5) 0.3(02t00.5) 0.4 (03 t00.5) (=] = i

(n=90) (n=28) (n=62) _l_
TB 0.2(0.1t002) 0.1 (01 t00.2) 0.2 (0.1 t0 0.3) -

{e09) st h=27) 0'0 ) L ) | | |} 1 |} 1 dl-
Malgnancy 201209 0806404.) 95190 550.9) Overall| 048 4896  96-144 144.192 192240 240268 288-336 >Week 336
(excluding NMSC) (n=177) (n=64) (n=113)
NMSC 06(0.5t007) 0.4(03100.6) 0.6 (0.5 t00.8) IR/100 patient years 035 0.32 031 0.44 0.34 0.21 0.37 0.45 0.49

(n=129) (n=36) (n=93) Lower CI 0.26 0.15 014 0.21 0.14 0.06 0.14 0.14 0.06
Breast cancer 0.2(0.11002) 0.2 (0.1 t00.3) 0.1(011t00.2) Upper CI 0.45 0.59 0.62 0.81 0.70 0.54 0.81 1.04 1.78
Gemale patients) (n=30) (=12) (=18 Patient years 15026 [ 3131 2549 2262 2060 1886 1612 1120 406
Lung cancer 0.1(0.1t002) 0.1(0.1 100.3) 0.1(0.1 t00.2) Number of patients 70| M0 306G B BB A5 W6 16 L

(n=30) (n=12) (n=18) Patients with events 52 10 8 10 7 5 6 5 2
Lymphoma* 0.05 (0.03 t0 0.09) 0.01 (0.00 to 0.07) 0.07 (0.04 to 0.13)

(n=12) (n=1) (n=11)
Gl perforations 0.1(0.1t002) 0.1 (0.0 t00.2) 0.2 (01 t0 0.2)

(n=28) (n=6) (n=22)
DVT 0.2(0.11t0 0.2) 0.2 (01 t0 0.3) 0.2(01 t00.2)

(n=36) (n=13) (n=23)
PE 0.1(0.1t002) 0.1(0.0 0 0.2) 0.1(0.1 t00.2)

(n=28) (n=8) (n=20)
VTES 0.3(0.2t0 0.3) 0.2 (01 to 0.4) 0.3(02t00.4)

(n=59) n=19) (n=40)
ATE 0.4 (0.3t0 0.5) 0.3 (02 t00.5) 0.4 (0.3 t0 0.5)

(n=84) (n=28) (n=56)
MACE 0.4(0.3t0 0.5) 0.4 (0310 0.6) 0.4(03100.5)

(n=85) (n=31) (n=54)




(Oral Surveilance Tofa |.8%, TNFi

Tofa

B‘TE: Tofa 0.3, Bari 0.56/100 A%,
1.2% (AFEERZTWL) 4FR])

Table 2 IRs (85% Cl) of AEs and SAEs (all-cause)

Bari

Average tofacitinib

Average tofacitinib

All tofacitinib doses 5 mg BID* 10 mg BID*
N=7061 N=3066 N=3995
22874.5PY 8171.3PY 14 703.2 PY

Median PY of exposure 3.1 14! 4.0

AEs 130.3 129.7 130.7
(127.0 to 133.6) (124.7 to 134.9) (126.5 to 135.0)
(n=6117) (n=2484) (n=3633)

Discontinuations due to AEs 7.16.8t07.5) 80(7.4t08.7) 6.6(6.2t07.0)
(n=1634) (n=6064) (n=970)

SAEs 9.0(8.6t09.4) 9.6(8.91010.3) 86(8.1t09.1)
(n=1857) (n=717) (n=1140)

[ Mortality? 0.3(0.2100.3) ] 0.3(0.2t00.5) 0.2{0.1100.3)

(n=58) (n=29) (n=30)

Table 2 Exposure-adjusted incidence rates of adverse events
of special interest in the 2 mg and 4 mg subsets of the All-bari-RA

analysis set

Ever on 2mg Ever on 4mg All-bari-RA
(N=1077) (N=3401) (N=3770)
(PYE=2678) (PYE=11872) (PYE=14744)
EAIR (95% Cl) EAIR (95%Cl) IR (95%Cl)
Death 056(0311t00.92) 0.57(0.44100.73) KO.SB (0.45 to 0.70ﬂ
Serious infections 2.13(1.61t02.76) 2.62 (2.34t02.93) 2.58 (2.33 0 2.86)
Thromboembolic events
DVT/PE 0.49 (0.26t0 0.83)  0.51 (0.39 to 0.66) 0.49 (0.38 t0 0.61)
DVT 0.41(0.21t00.73) 0.35(0.25t0 0.48) 0.35 (0.26 to 0.45)
PE 0.26(0.11t0 0.54)  0.27 (0.18 to 0.38) 0.26 (0.18 to 0.35)
MACE* 0.42 (0.211t00.74)  0.54 (0.41 to0 0.69) 0.51 (0.40 to 0.64)

*Positively adjudicated events of myocardial infarction, stroke and cardiovascular deaths.

bari, baricitinib; DVT, deep vein thrombosis; EAIR, exposure-adjusted incidence rate; IR, incidence rate;
MACE, major adverse cardiovascular events; N, number of patients in the analysis set; PE, pulmonary
embolism; PYE, patient-years of exposure; RA, rheumatoid arthritis.
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* Bari OMACEDSERE (0.5/100AF) (XTNFi0.62/100AF ¥ A%
(Curis JR RMD Open 2019)

« RKEFZEDMACE at risk population THEE4T I % ¥ Bari HMACESE
E130.707% Y, Z#iL0ral Surveillance®TNFiE$ 0.73/100
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« Oral SurveillanceD#ERIZZNF THTofad & UBari DEHF
RAEBROAIBIFTDT =S UILHIITENTEY., ZTNIEEZ S
. FHEBHPGWVW Y, SIMEV R I %2HFH ->TE=APNRETH
53067155

* INFilZlZH ¥ b L BHAREEIL Z 406 L S EA R MEEZ TS
5FELDH B, INFIiXZTDL S REFICEIVDTH-> T, JAKi
NEVNOTIERWHIHEH LN GARELE—RAONZD ! R
J e IZENRRVWHH LN W)

Barnabe C et al., Arthritis Care Res 2011, 63: 522
Ridker PM et al., N Engl J Med 2017, 377: 1119




