





























Xeljanz® (Tofacitinib Citrate)
A3921398 NON-INTERVENTIONAL FINAL STUDY REPORT,
19 July 2022

7. RESEARCH QUESTION AND OBJECTIVES

To understand the patterns of treatment (lines of therapy, and use as combination or
monotherapy), clinical effectiveness, PROs and treatment persistence among Australian adult
patients with PsA treated with tofacitinib. Similar data were also collected for patients treated
with bDMARDs to provide descriptive information about clinical management of PsA in
real-world Australian clinical practice.

Objectives

7.1. Primary Objective

1. To describe tofacitinib, interleukin 17 inhibitor (IL171), and tumor necrosis factor
inhibitor (TNFi) treatment patterns among Australian adult patients with PsA, including:

e Line of use (eg, first-line, second-line);
e Mean dose;
e Proportion of patients receiving monotherapy;

e Proportion of patients using in combination with NSAIDs, corticosteroids and
conventional disease-modifying antirheumatic drugs ((DMARDs);

e Reasons for discontinuation.

7.2. Secondary Objectives

1. To describe treatment persistence to IL17i, TNFi and tofacitinib in Australian patients
with PsA.

2. To describe the clinical effectiveness of tofacitinib, IL17i, and TNF1i, as defined by
disease severity markers Disease Activity Score in 28 joints - erythrocyte sedimentation
rate, (DAS28-ESR) Clinical Disease Activity Index (CDAI), Simple Disease Activity
Index (SDAI), Disease Activity in Psoriatic Arthritis (DAPSA) [if available]) and the
percentage of patients reaching targeted treatment goals (remission or low disease
activity), in Australia.

3. To describe patient reported outcomes (HAQ-DI, FACIT-Fatigue, HCRU) in Australian
adult patients with PsA between those prescribed tofacitinib and those prescribed other
IL17i, or TNFi.
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Section 1: Patient Demographics

Table 11 Demographics - All Eligible Patients

Factor

Tofacitinib

IL-17Ai

TNFi

All

N

406

416

664

1486

Age at index (years), mean
(SD)

55.56 (12.68) (n=406)

52.65 (12.72) (n=416)

50.32 (14.57) (n=664)

52.40 (13.73) (n=1486)

Age at index (years),
median (range)

56.00 (19.00, 93.00)
(n=406)

53.00 (20.00, 79.00)
(n=416)

51.00 (20.00, 83.00)
(n=664)

53.00 (19.00, 93.00)
(n=1486)

Age category at index (years

18-34 years 26 (6.4%) 43 (10.3%) 116 (17.5%) 185 (12.4%)

35-44 years 50 (12.3%) 69 (16.6%) 115 (17.3%) 234 (15.7%)

45-54 years 109 (26.8%) 120 (28.8%) 155 (23.3%) 384 (25.8%)

55-64 years 114 (28.1%) 111 (26.7%) 160 (24.1%) 385 (25.9%)

65-74 years 82 (20.2%) 58 (13.9%) 90 (13.6%) 230 (15.5%)

75-94 years 25 (6.2%) 15 (3.6%) 28 (4.2%) 68 (4.6%)

Gender

Female 306 (75.4%) 254 (61.1%) 430 (64.8%) 990 (66.6%)

Male 96 (23.6%) 156 (37.5%) 222 (33.4%) 474 (31.9%)

Unassigned 4 (1.0%) 0 (0.0%) 6 (0.9%) 10 (0.7%)

0 (0.0%) 6 (1.4%) 6 (0.9%) 12 (0.8%)

One or more co-morbid condition

No 206 (50.7%) 195 (46.9%) 306 (46.1%) 707 (47.6%)
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Yes 200 (49.3%) 221 (53.1%) 358 (53.9%) 779 (52.4%)

Heart disease

Not reported 406 (100.0%) 416 (100.0%) 664 (100.0%) 1486 (100.0%)

Acute myocardial infarction

Not reported 405 (99.8%) 415 (99.8%) 664 (100.0%) 1484 (99.9%)

Yes 1 (0.2%) 1 (0.2%) 0 (0.0%) 2 (0.1%)

Angina

Not reported 406 (100.0%) 416 (100.0%) 664 (100.0%) 1486 (100.0%)

Certain complications following acute myocardial infarction

Not reported 406 (100.0%) 416 (100.0%) 664 (100.0%) 1486 (100.0%)

Factor Tofacitinib IL-17Ai1 TNFi All

N 406 416 664 1486

Other acute ischemic heart disease

Not reported 406 (100.0%) 416 (100.0%) 664 (100.0%) 1486 (100.0%)

Chronic ischaemic heart disease

Not reported 395 (97.3%) 409 (98.3%) 656 (98.8%) 1460 (98.3%)

Yes 11 (2.7%) 7 (1.7%) 8 (1.2%) 26 (1.7%)

Hypertension

Not reported 335 (82.5%) 347 (83.4%) 569 (85.7%) 1251 (84.2%)

Yes 71 (17.5%) 69 (16.6%) 95 (14.3%) 235 (15.8%)

Atrioventricular block

Not reported 406 (100.0%) 416 (100.0%) 664 (100.0%) 1486 (100.0%)
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Peripheral vascular disease

Not reported 402 (99.0%) 413 (99.3%) 660 (99.4%) 1475 (99.3%)
Yes 4 (1.0%) 3 (0.7%) 4 (0.6%) 11 (0.7%)
Chronic obstructive pulmonary disease
Not reported 401 (98.8%) 414 (99.5%) 661 (99.5%) 1476 (99.3%)
Yes 5(1.2%) 2 (0.5%) 3 (0.5%) 10 (0.7%)
Diabetes mellitus
Not reported 387 (95.3%) 393 (94.5%) 636 (95.8%) 1416 (95.3%)
Yes 19 (4.7%) 23 (5.5%) 28 (4.2%) 70 (4.7%)
Hyperlipidaemia
Not reported 363 (89.4%) 389 (93.5%) 625 (94.1%) 1377 (92.7%)
Yes 43 (10.6%) 27 (6.5%) 39 (5.9%) 109 (7.3%)
Obesity
Not reported 397 (97.8%) 402 (96.6%) 646 (97.3%) 1445 (97.2%)
Yes 9 (2.2%) 14 (3.4%) 18 (2.7%) 41 (2.8%)
Hiatal hernia
Not reported 406 (100.0%) 414 (99.5%) 658 (99.1%) 1478 (99.5%)
Yes 0 (0.0%) 2 (0.5%) 6 (0.9%) 8 (0.5%)
Gastrooesophageal reflux disease
Not reported 357 (87.9%) 370 (88.9%) 609 (91.7%) 1336 (89.9%)
Yes 49 (12.1%) 46 (11.1%) 55 (8.3%) 150 (10.1%)
Factor Tofacitinib IL-17Ai TNFi All
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N 406 416 664 1486
Peptic ulcer disease
Not reported 405 (99.8%) 413 (99.3%) 660 (99.4%) 1478 (99.5%)
Yes 1(0.2%) 3(0.7%) 4 (0.6%) 8 (0.5%)
Crohn's disease
Not reported 401 (98.8%) 414 (99.5%) 656 (98.8%) 1471 (99.0%)
Yes 5(1.2%) 2 (0.5%) 8 (1.2%) 15 (1.0%)
Ulcerative colitis
Not reported 398 (98.0%) 415 (99.8%) 655 (98.6%) 1468 (98.8%)
Yes 8 (2.0%) 1 (0.2%) 9 (1.4%) 18 (1.2%)
Non-alcoholic fatty liver disease
Not reported 396 (97.5%) 399 (95.9%) 637 (95.9%) 1432 (96.4%)
Yes 10 (2.5%) 17 (4.1%) 27 (4.1%) 54 (3.6%)
Any tumour
Not reported 406 (100.0%) 416 (100.0%) 664 (100.0%) 1486 (100.0%)
Osteoporosis
Not reported 404 (99.5%) 416 (100.0%) 662 (99.7%) 1482 (99.7%)
Yes 2 (0.5%) 0 (0.0%) 2 (0.3%) 4 (0.3%)
Iridocylitis (uveitis)
Not reported 403 (99.3%) 413 (99.3%) 653 (98.3%) 1469 (98.9%)
Yes 3 (0.7%) 3 (0.7%) 11 (1.7%) 17 (1.1%)
Psoriasis
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Not reported 311 (76.6%) 283 (68.0%) 446 (67.2%) 1040 (70.0%)
Yes 95 (23.4%) 133 (32.0%) 218 (32.8%) 446 (30.0%)
Malignancy

Not reported 355 (87.4%) 372 (89.4%) 596 (89.8%) 1323 (89.0%)
Yes 51 (12.6%) 44 (10.6%) 68 (10.2%) 163 (11.0%)
Table 1ii Demographics - Matched Population: Tofacitinib/IL-17Ai groups

Factor Tofacitinib IL-17Ai All

N 269 269 538

Age at index (years), mean (SD)

53.25 (13.31) (n=269)

54.64 (12.67) (n=269)

53.95 (13.00) (n=538)

Age at index (years), median
(range)

53.00 (19.00, 93.00) (n=269)

55.00 (23.00, 79.00) (n=269)

54.00 (19.00, 93.00) (n=538)

Age category at index (years)

18-34 years 25 (9.3%) 17 (6.3%) 42 (7.8%)
35-44 years 50 (18.6%) 45 (16.7%) 95 (17.7%)
45-54 years 66 (24.5%) 68 (25.3%) 134 (24.9%)
55-64 years 67 (24.9%) 79 (29.4%) 146 (27.1%)
65-74 years 49 (18.2%) 47 (17.5%) 96 (17.8%)
75-94 years 12 (4.5%) 13 (4.8%) 25 (4.6%)
Gender
Female 173 (64.3%) 187 (69.5%) 360 (66.9%)
Male 96 (35.7%) 82 (30.5%) 178 (33.1%)
One or more co-morbid condition
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No 128 (47.6%) 129 (48.0%) 257 (47.8%)
Yes 141 (52.4%) 140 (52.0%) 281 (52.2%)
Heart disease

Not reported 269 (100.0%) 269 (100.0%) 538 (100.0%)
Acute myocardial infarction

Not reported 268 (99.6%) 268 (99.6%) 536 (99.6%)
Yes 1 (0.4%) 1 (0.4%) 2 (0.4%)
Angina

Not reported 269 (100.0%) 269 (100.0%) 538 (100.0%)
Certain complications following acute myocardial infarction

Not reported 269 (100.0%) 269 (100.0%) 538 (100.0%)
Other acute ischemic heart disease

Not reported 269 (100.0%) 269 (100.0%) 538 (100.0%)

Chronic ischaemic heart disease

Not reported 261 (97.0%) 264 (98.1%) 525 (97.6%)
Yes 8 (3.0%) 5(1.9%) 13 (2.4%)
Factor Tofacitinib IL-17Ai All
N 269 269 538
Hypertension
Not reported 217 (80.7%) 219 (81.4%) 436 (81.0%)
Yes 52 (19.3%) 50 (18.6%) 102 (19.0%)
Atrioventricular block
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Not reported 269 (100.0%) 269 (100.0%) 538 (100.0%)

Peripheral vascular disease

Not reported 268 (99.6%) 267 (99.3%) 535 (99.4%)

Yes 1 (0.4%) 2(0.7%) 3 (0.6%)

Chronic obstructive pulmonary disease

Not reported 266 (98.9%) 268 (99.6%) 534 (99.3%)

Yes 3 (1.1%) 1 (0.4%) 4 (0.7%)

Diabetes mellitus

Not reported 259 (96.3%) 252 (93.7%) 511 (95.0%)

Yes 10 (3.7%) 17 (6.3%) 27 (5.0%)

Hyperlipidaemia

Not reported 241 (89.6%) 254 (94.4%) 495 (92.0%)

Yes 28 (10.4%) 15 (5.6%) 43 (8.0%)

Obesity

Not reported 264 (98.1%) 259 (96.3%) 523 (97.2%)

Yes 5 (1.9%) 10 (3.7%) 15 (2.8%)

Hiatal hernia

Not reported 269 (100.0%) 267 (99.3%) 536 (99.6%)

Yes 0 (0.0%) 2 (0.7%) 2 (0.4%)

Gastrooesophageal reflux disease

Not reported 235 (87.4%) 240 (89.2%) 475 (88.3%)

Yes 34 (12.6%) 29 (10.8%) 63 (11.7%)
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Peptic ulcer disease

Not reported 268 (99.6%) 268 (99.6%) 536 (99.6%)

Yes 1 (0.4%) 1 (0.4%) 2 (0.4%)

Crohn's disease

Not reported 265 (98.5%) 267 (99.3%) 532 (98.9%)

Factor Tofacitinib IL-17Ai All

N 269 269 538

Yes 4 (1.5%) 2 (0.7%) 6 (1.1%)

Ulcerative colitis

Not reported 265 (98.5%) 268 (99.6%) 533 (99.1%)

Yes 4 (1.5%) 1 (0.4%) 5 (0.9%)

Non-alcoholic fatty liver disease

Not reported 264 (98.1%) 260 (96.7%) 524 (97.4%)

Yes 5 (1.9%) 9 (3.3%) 14 (2.6%)

Any tumour

Not reported 269 (100.0%) 269 (100.0%) 538 (100.0%)

Osteoporosis

Not reported 267 (99.3%) 269 (100.0%) 536 (99.6%)

Yes 2 (0.7%) 0 (0.0%) 2 (0.4%)

Iridocylitis (uveitis)

Not reported 266 (98.9%) 268 (99.6%) 534 (99.3%)

Yes 3 (1.1%) 1 (0.4%) 4 (0.7%)
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Psoriasis

Not reported 205 (76.2%) 196 (72.9%) 401 (74.5%)
Yes 64 (23.8%) 73 (27.1%) 137 (25.5%)
Malignancy

Not reported 234 (87.0%) 234 (87.0%) 468 (87.0%)
Yes 35 (13.0%) 35 (13.0%) 70 (13.0%)

Table 1iii Demographics - Matched Population: Tofacitinib/TNFi groups

Factor

Tofacitinib

TNFi

All

N

256

256

512

Age at index (years), mean (SD)

53.04 (13.55) (n=256)

53.88 (13.70) (n=256)

53.46 (13.62) (n=512)

Age at index (years), median
(range)

53.00 (19.00, 93.00) (n=256)

54.50 (24.00, 81.00) (n=256)

53.00 (19.00, 93.00) (n=512)

Age category at index (years)

18-34 years 25 (9.8%) 23 (9.0%) 48 (9.4%)
35-44 years 50 (19.5%) 40 (15.6%) 90 (17.6%)
45-54 years 64 (25.0%) 65 (25.4%) 129 (25.2%)
55-64 years 61 (23.8%) 67 (26.2%) 128 (25.0%)
65-74 years 42 (16.4%) 45 (17.6%) 87 (17.0%)
75-94 years 14 (5.5%) 16 (6.2%) 30 (5.9%)
Gender

Female 179 (69.9%) 192 (75.0%) 371 (72.5%)
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Male 77 (30.1%) 64 (25.0%) 141 (27.5%)
One or more co-morbid condition

No 131 (51.2%) 120 (46.9%) 251 (49.0%)
Yes 125 (48.8%) 136 (53.1%) 261 (51.0%)
Heart disease

Not reported 256 (100.0%) 256 (100.0%) 512 (100.0%)
Acute myocardial infarction

Not reported 255 (99.6%) 256 (100.0%) 511 (99.8%)
Yes 1 (0.4%) 0 (0.0%) 1 (0.2%)
Angina

Not reported 256 (100.0%) 256 (100.0%) 512 (100.0%)
Certain complications following acute myocardial infarction

Not reported 256 (100.0%) 256 (100.0%) 512 (100.0%)
Other acute ischemic heart disease

Not reported 256 (100.0%) 256 (100.0%) 512 (100.0%)
Chronic ischaemic heart disease

Not reported 252 (98.4%) 251 (98.0%) 503 (98.2%)
Yes 4 (1.6%) 5(2.0%) 9 (1.8%)
Factor Tofacitinib TNFi All

N 256 256 512
Hypertension

Not reported 209 (81.6%) 214 (83.6%) 423 (82.6%)
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Yes 47 (18.4%) 42 (16.4%) 89 (17.4%)
Atrioventricular block

Not reported 256 (100.0%) 256 (100.0%) 512 (100.0%)
Peripheral vascular disease

Not reported 254 (99.2%) 253 (98.8%) 507 (99.0%)
Yes 2 (0.8%) 3 (1.2%) 5 (1.0%)
Chronic obstructive pulmonary disease

Not reported 254 (99.2%) 256 (100.0%) 510 (99.6%)
Yes 2 (0.8%) 0 (0.0%) 2(0.4%)

Diabetes mellitus

Not reported 246 (96.1%) 245 (95.7%) 491 (95.9%)
Yes 10 (3.9%) 11 (4.3%) 21 (4.1%)
Hyperlipidaemia
Not reported 233 (91.0%) 234 (91.4%) 467 (91.2%)
Yes 23 (9.0%) 22 (8.6%) 45 (8.8%)
Obesity
Not reported 252 (98.4%) 249 (97.3%) 501 (97.9%)
Yes 4 (1.6%) 7 (2.7%) 11 (2.1%)
Hiatal hernia
Not reported 256 (100.0%) 254 (99.2%) 510 (99.6%)
Yes 0 (0.0%) 2 (0.8%) 2 (0.4%)
Gastrooesaphogeal reflux disease
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Not reported 227 (88.7%) 230 (89.8%) 457 (89.3%)
Yes 29 (11.3%) 26 (10.2%) 55 (10.7%)
Peptic ulcer disease
Not reported 255 (99.6%) 256 (100.0%) 511 (99.8%)
Yes 1 (0.4%) 0 (0.0%) 1 (0.2%)
Crohn's disease
Not reported 252 (98.4%) 250 (97.7%) 502 (98.0%)
Factor Tofacitinib TNFi All
N 256 256 512
Yes 4 (1.6%) 6 (2.3%) 10 (2.0%)
Ulcerative colitis
Not reported 253 (98.8%) 254 (99.2%) 507 (99.0%)
Yes 3 (1.2%) 2 (0.8%) 5 (1.0%)
Non-alcoholic fatty liver disease
Not reported 253 (98.8%) 245 (95.7%) 498 (97.3%)
Yes 3 (1.2%) 11 (4.3%) 14 (2.7%)
Any tumour
Not reported 256 (100.0%) 256 (100.0%) 512 (100.0%)
Osteoporosis
Not reported 254 (99.2%) 254 (99.2%) 508 (99.2%)
Yes 2 (0.8%) 2 (0.8%) 4 (0.8%)
Iridocylitis (uveitis)
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Not reported 254 (99.2%) 252 (98.4%) 506 (98.8%)
Yes 2 (0.8%) 4 (1.6%) 6 (1.2%)
Psoriasis

Not reported 200 (78.1%) 182 (71.1%) 382 (74.6%)
Yes 56 (21.9%) 74 (28.9%) 130 (25.4%)
Malignancy

Not reported 227 (88.7%) 230 (89.8%) 457 (89.3%)
Yes 29 (11.3%) 26 (10.2%) 55 (10.7%)

Table 1ai Demographics - All Eligible patients , Subgroup: Monotherapy

Factor

Tofacitinib

IL-17Ai

TNFi

All

N

139

137

175

451

Age at index (years),
mean (SD)

55.27 (12.63) (n=139)

53.69 (13.24) (n=137)

49.26 (15.50) (n=175)

52.46 (14.20) (n=451)

Age at index (years),
median (range)

56.00 (27.00, 93.00)
(n=139)

54.00 (23.00, 79.00)
(n=137)

48.00 (20.00, 83.00)
(n=175)

52.00 (20.00, 93.00)
(n=451)

Age category at index (years)

18-34 years 10 (7.2%) 10 (7.3%) 36 (20.6%) 56 (12.4%)
35-44 years 12 (8.6%) 30 (21.9%) 31 (17.7%) 73 (16.2%)
45-54 years 43 (30.9%) 35 (25.5%) 43 (24.6%) 121 (26.8%)
55-64 years 41 (29.5%) 30 (21.9%) 36 (20.6%) 107 (23.7%)
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65-74 years 25 (18.0%) 23 (16.8%) 15 (8.6%) 63 (14.0%)
75-94 years 8 (5.8%) 9 (6.6%) 14 (8.0%) 31 (6.9%)
Gender
Female 101 (72.7%) 78 (56.9%) 108 (61.7%) 287 (63.6%)
Male 36 (25.9%) 56 (40.9%) 61 (34.9%) 153 (33.9%)
Unassigned 2 (1.4%) 0 (0.0%) 3 (1.7%) 5(1.1%)
0 (0.0%) 3 (2.2%) 3 (1.7%) 6 (1.3%)
One or more co-morbid condition
No 59 (42.4%) 52 (38.0%) 85 (48.6%) 196 (43.5%)
Yes 80 (57.6%) 85 (62.0%) 90 (51.4%) 255 (56.5%)
Heart disease
Not reported 139 (100.0%) 137 (100.0%) 175 (100.0%) 451 (100.0%)
Acute myocardial infarction
Not reported 139 (100.0%) 136 (99.3%) 175 (100.0%) 450 (99.8%)
Yes 0 (0.0%) 1 (0.7%) 0 (0.0%) 1 (0.2%)
Angina
Not reported 139 (100.0%) 137 (100.0%) 175 (100.0%) 451 (100.0%)
Certain complications following acute myocardial infarction
Not reported 139 (100.0%) 137 (100.0%) 175 (100.0%) 451 (100.0%)
Other acute ischemic heart disease
Not reported 139 (100.0%) 137 (100.0%) 175 (100.0%) 451 (100.0%)
Factor Tofacitinib IL-17Ai TNFi All
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N 139 137 175 451
Chronic ischaemic heart disease
Not reported 136 (97.8%) 133 (97.1%) 172 (98.3%) 441 (97.8%)
Yes 3(2.2%) 4 (2.9%) 3 (1.7%) 10 (2.2%)
Hypertension
Not reported 114 (82.0%) 106 (77.4%) 152 (86.9%) 372 (82.5%)
Yes 25 (18.0%) 31 (22.6%) 23 (13.1%) 79 (17.5%)
Atrioventricular block
Not reported 139 (100.0%) 137 (100.0%) 175 (100.0%) 451 (100.0%)
Peripheral vascular diseas
Not reported 139 (100.0%) 136 (99.3%) 174 (99.4%) 449 (99.6%)
Yes 0 (0.0%) 1 (0.7%) 1 (0.6%) 2 (0.4%)
Chronic obstructive pulmonary disease
Not reported 138 (99.3%) 136 (99.3%) 175 (100.0%) 449 (99.6%)
Yes 1 (0.7%) 1 (0.7%) 0 (0.0%) 2 (0.4%)
Diabetes mellitus
Not reported 131 (94.2%) 129 (94.2%) 168 (96.0%) 428 (94.9%)
Yes 8 (5.8%) 8 (5.8%) 7 (4.0%) 23 (5.1%)
Hyperlipidaemia
Not reported 118 (84.9%) 125 (91.2%) 164 (93.7%) 407 (90.2%)
Yes 21 (15.1%) 12 (8.8%) 11 (6.3%) 44 (9.8%)
Obesity
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Not reported 133 (95.7%) 133 (97.1%) 169 (96.6%) 435 (96.5%)

Yes 6 (4.3%) 4 (2.9%) 6 (3.4%) 16 (3.5%)

Hiatal hernia

Not reported 139 (100.0%) 137 (100.0%) 174 (99.4%) 450 (99.8%)

Yes 0 (0.0%) 0 (0.0%) 1 (0.6%) 1 (0.2%)

Gastrooesophageal reflux disease

Not reported 116 (83.5%) 118 (86.1%) 157 (89.7%) 391 (86.7%)

Yes 23 (16.5%) 19 (13.9%) 18 (10.3%) 60 (13.3%)

Peptic ulcer disease

Not reported 139 (100.0%) 137 (100.0%) 174 (99.4%) 450 (99.8%)

Factor Tofacitinib IL-17Ai1 TNFi All

N 139 137 175 451

Yes 0 (0.0%) 0 (0.0%) 1 (0.6%) 1(0.2%)

Crohn's disease

Not reported 138 (99.3%) 136 (99.3%) 174 (99.4%) 448 (99.3%)

Yes 1 (0.7%) 1 (0.7%) 1 (0.6%) 3 (0.7%)

Ulcerative colitis

Not reported 136 (97.8%) 136 (99.3%) 174 (99.4%) 446 (98.9%)

Yes 3 (2.2%) 1 (0.7%) 1 (0.6%) 5(1.1%)

Non-alcoholic fatty liver disease

Not reported 132 (95.0%) 126 (92.0%) 170 (97.1%) 428 (94.9%)

Yes 7 (5.0%) 11 (8.0%) 5(2.9%) 23 (5.1%)
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Any tumour

Not reported 139 (100.0%) 137 (100.0%) 175 (100.0%) 451 (100.0%)
Osteoporosis

Not reported 139 (100.0%) 137 (100.0%) 175 (100.0%) 451 (100.0%)
Iridocylitis (uveitis)

Not reported 138 (99.3%) 136 (99.3%) 175 (100.0%) 449 (99.6%)
Yes 1 (0.7%) 1 (0.7%) 0 (0.0%) 2 (0.4%)
Psoriasis

Not reported 99 (71.2%) 91 (66.4%) 122 (69.7%) 312 (69.2%)
Yes 40 (28.8%) 46 (33.6%) 53 (30.3%) 139 (30.8%)
Malignancy

Not reported 118 (84.9%) 125 (91.2%) 153 (87.4%) 396 (87.8%)
Yes 21 (15.1%) 12 (8.8%) 22 (12.6%) 55 (12.2%)

Table 1aii Demographics - Matched Population: Tofacitinib/IL-17Ai groups , Subgroup: Monotherapy

Factor Tofacitinib IL-17Ai All
N 95 91 186
Age at index (years), mean 53.24 (13.19) (n=95) 55.84 (12.72) (n=91) 54.51 (12.99) (n=186)
(SD)
Age at index (years), median 52.00 (27.00, 93.00) (n=95) 56.00 (23.00, 79.00) (n=91) 54.00 (23.00, 93.00) (n=186)
(range)
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Age category at index (years)

18-34 years 9(9.5%) 4 (4.4%) 13 (7.0%)
35-44 years 12 (12.6%) 15 (16.5%) 27 (14.5%)
45-54 years 32 (33.7%) 24 (26.4%) 56 (30.1%)
55-64 years 23 (24.2%) 24 (26.4%) 47 (25.3%)
65-74 years 15 (15.8%) 16 (17.6%) 31 (16.7%)
75-94 years 4 (4.2%) 8 (8.8%) 12 (6.5%)
Gender

Female 59 (62.1%) 58 (63.7%) 117 (62.9%)
Male 36 (37.9%) 33 (36.3%) 69 (37.1%)
One or more co-morbid condition

No 37 (38.9%) 34 (37.4%) 71 (38.2%)
Yes 58 (61.1%) 57 (62.6%) 115 (61.8%)

Heart disease

Not reported

95 (100.0%)

91 (100.0%)

186 (100.0%)

Acute myocardial infarction

Not reported 95 (100.0%) 90 (98.9%) 185 (99.5%)
Yes 0 (0.0%) 1 (1.1%) 1 (0.5%)
Angina

Not reported 95 (100.0%) 91 (100.0%) 186 (100.0%)
Certain complications following acute myocardial infarction

Not reported 95 (100.0%) 91 (100.0%) 186 (100.0%)
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Other acute ischemic heart disease

Not reported 95 (100.0%) 91 (100.0%) 186 (100.0%)
Chronic ischaemic heart disease

Not reported 92 (96.8%) 87 (95.6%) 179 (96.2%)
Yes 3 (3.2%) 4 (4.4%) 7 (3.8%)
Factor Tofacitinib IL-17Ai All

N 95 91 186
Hypertension

Not reported 74 (77.9%) 65 (71.4%) 139 (74.7%)
Yes 21 (22.1%) 26 (28.6%) 47 (25.3%)
Atrioventricular block

Not reported 95 (100.0%) 91 (100.0%) 186 (100.0%)

Peripheral vascular disease

Not reported 95 (100.0%) 90 (98.9%) 185 (99.5%)
Yes 0 (0.0%) 1 (1.1%) 1 (0.5%)
Chronic obstructive pulmonary disease

Not reported 95 (100.0%) 91 (100.0%) 186 (100.0%)

Diabetes mellitus

Not reported 88 (92.6%) 83 (91.2%) 171 (91.9%)

Yes 7 (7.4%) 8 (8.8%) 15 (8.1%)

Hyperlipidaemia

Not reported 79 (83.2%) 84 (92.3%) 163 (87.6%)
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Yes 16 (16.8%) 7 (7.7%) 23 (12.4%)
Obesity

Not reported 91 (95.8%) 89 (97.8%) 180 (96.8%)
Yes 4 (4.2%) 2 (2.2%) 6 (3.2%)
Hiatal hernia

Not reported 95 (100.0%) 91 (100.0%) 186 (100.0%)
Gastrooesophageal reflux disease

Not reported 78 (82.1%) 79 (86.8%) 157 (84.4%)
Yes 17 (17.9%) 12 (13.2%) 29 (15.6%)
Peptic ulcer disease

Not reported 95 (100.0%) 91 (100.0%) 186 (100.0%)

Crohn's disease

Not reported 95 (100.0%) 90 (98.9%) 185 (99.5%)

Yes 0 (0.0%) 1 (1.1%) 1 (0.5%)

Ulcerative colitis

Not reported 93 (97.9%) 90 (98.9%) 183 (98.4%)

Factor Tofacitinib IL-17Ai All

N 95 91 186

Yes 2 (2.1%) 1 (1.1%) 3 (1.6%)

Non-alcoholic fatty liver disease

Not reported 92 (96.8%) 85 (93.4%) 177 (95.2%)

Yes 3 (3.2%) 6 (6.6%) 9 (4.8%)
PFIZER CONFIDENTIAL

Page 58 of 142




Xeljanz® (Tofacitinib Citrate)

A3921398 NON-INTERVENTIONAL FINAL STUDY REPORT,

19 July 2022

Any tumour

Not reported 95 (100.0%) 91 (100.0%) 186 (100.0%)
Osteoporosis

Not reported 95 (100.0%) 91 (100.0%) 186 (100.0%)
Iridocylitis (uveitis)

Not reported 94 (98.9%) 90 (98.9%) 184 (98.9%)
Yes 1 (1.1%) 1 (1.1%) 2 (1.1%)
Psoriasis

Not reported 68 (71.6%) 65 (71.4%) 133 (71.5%)
Yes 27 (28.4%) 26 (28.6%) 53 (28.5%)
Malignancy

Not reported 79 (83.2%) 81 (89.0%) 160 (86.0%)
Yes 16 (16.8%) 10 (11.0%) 26 (14.0%)
Table laiii Demographics - Matched Population: Tofacitinib/TNFi groups , Subgroup: Monotherapy

Factor Tofacitinib TNFi All

N 71 71 142

Age at index (years), mean
(SD)

52.38 (14.40) (n=71)

51.15 (14.30) (n=71)

51.77 (14.31) (n=142)

Age at index (years), median
(range)

50.00 (27.00, 93.00) (n=71)

50.00 (26.00, 81.00) (n=71)

50.00 (26.00, 93.00) (n=142)

Age category at index (years)
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18-34 years 9 (12.7%) 9 (12.7%) 18 (12.7%)
35-44 years 12 (16.9%) 13 (18.3%) 25 (17.6%)
45-54 years 21 (29.6%) 22 (31.0%) 43 (30.3%)
55-64 years 15 (21.1%) 14 (19.7%) 29 (20.4%)
65-74 years 10 (14.1%) 6 (8.5%) 16 (11.3%)
75-94 years 4 (5.6%) 7 (9.9%) 11 (7.7%)
Gender

Female 48 (67.6%) 51 (71.8%) 99 (69.7%)
Male 23 (32.4%) 20 (28.2%) 43 (30.3%)
One or more co-morbid condition

No 30 (42.3%) 32 (45.1%) 62 (43.7%)
Yes 41 (57.7%) 39 (54.9%) 80 (56.3%)
Heart disease

Not reported 71 (100.0%) 71 (100.0%) 142 (100.0%)
Acute myocardial infarction

Not reported 71 (100.0%) 71 (100.0%) 142 (100.0%)
Angina

Not reported 71 (100.0%) 71 (100.0%) 142 (100.0%)
Certain complications following acute myocardial infarction

Not reported 71 (100.0%) 71 (100.0%) 142 (100.0%)
Other acute ischemic heart disease

Not reported 71 (100.0%) 71 (100.0%) 142 (100.0%)
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Chronic ischaemic heart disease

Not reported 71 (100.0%) 69 (97.2%) 140 (98.6%)
Yes 0 (0.0%) 2 (2.8%) 2 (1.4%)
Hypertension

Factor Tofacitinib TNFi All

N 71 71 142

Not reported 56 (78.9%) 61 (85.9%) 117 (82.4%)
Yes 15 (21.1%) 10 (14.1%) 25 (17.6%)

Atrioventricular block

Not reported

71 (100.0%)

71 (100.0%)

142 (100.0%)

Peripheral vascular disease

Not reported 71 (100.0%) 70 (98.6%) 141 (99.3%)
Yes 0 (0.0%) 1 (1.4%) 1 (0.7%)
Chronic obstructive pulmonary disease
Not reported 71 (100.0%) 71 (100.0%) 142 (100.0%)
Diabetes mellitus
Not reported 65 (91.5%) 69 (97.2%) 134 (94.4%)
Yes 6 (8.5%) 2 (2.8%) 8 (5.6%)
Hyperlipidaemia
Not reported 61 (85.9%) 67 (94.4%) 128 (90.1%)
Yes 10 (14.1%) 4 (5.6%) 14 (9.9%)
Obesity
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Not reported 68 (95.8%) 69 (97.2%) 137 (96.5%)
Yes 3 (4.2%) 2 (2.8%) 5(3.5%)
Hiatal hernia

Not reported 71 (100.0%) 70 (98.6%) 141 (99.3%)
Yes 0 (0.0%) 1 (1.4%) 1 (0.7%)

Gastrooesophageal reflux disease

Not reported 59 (83.1%) 64 (90.1%) 123 (86.6%)
Yes 12 (16.9%) 7 (9.9%) 19 (13.4%)
Peptic ulcer disease

Not reported 71 (100.0%) 71 (100.0%) 142 (100.0%)

Crohn's disease

Not reported 71 (100.0%) 70 (98.6%) 141 (99.3%)
Yes 0 (0.0%) 1 (1.4%) 1 (0.7%)
Ulcerative colitis
Not reported 70 (98.6%) 71 (100.0%) 141 (99.3%)
Factor Tofacitinib TNFi All
N 71 71 142
Yes 1 (1.4%) 0 (0.0%) 1 (0.7%)
Non-alcoholic fatty liver disease
Not reported 70 (98.6%) 68 (95.8%) 138 (97.2%)
Yes 1(1.4%) 3 (4.2%) 4 (2.8%)
Any tumour
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Not reported 71 (100.0%) 71 (100.0%) 142 (100.0%)
Osteoporosis

Not reported 71 (100.0%) 71 (100.0%) 142 (100.0%)

Iridocylitis (uveitis)

Not reported 71 (100.0%) 71 (100.0%) 142 (100.0%)
Psoriasis

Not reported 54 (76.1%) 49 (69.0%) 103 (72.5%)
Yes 17 (23.9%) 22 (31.0%) 39 (27.5%)
Malignancy

Not reported 61 (85.9%) 62 (87.3%) 123 (86.6%)
Yes 10 (14.1%) 9 (12.7%) 19 (13.4%)
Table 1bi Demographics - All Eligible patients , Subgroup: Combination

Factor Tofacitinib IL-17Ai TNFi All

N 267 279 489 1035
Age at(énd)ex (years), 55.71 (12.72) (n=267) 52.14 (12.45) (n=279) 50.70 (14.22) (n=489) 52.38 (13.53) (n=1035)
mean (SD

Age at index (years),
median (range)

57.00 (19.00, 84.00)
(n=267)

53.00 (20.00, 79.00)
(n=279)

52.00 (21.00, 82.00)
(n=489)

53.00 (19.00, 84.00)
(n=1035)

Age category at index (years)

18-34 years

16 (6.0%)

33 (11.8%)

80 (16.4%)

129 (12.5%)
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35-44 years 38 (14.2%) 39 (14.0%) 84 (17.2%) 161 (15.6%)
45-54 years 66 (24.7%) 85 (30.5%) 112 (22.9%) 263 (25.4%)
55-64 years 73 (27.3%) 81 (29.0%) 124 (25.4%) 278 (26.9%)
65-74 years 57 (21.3%) 35 (12.5%) 75 (15.3%) 167 (16.1%)
75-94 years 17 (6.4%) 6 (2.2%) 14 (2.9%) 37 (3.6%)
Gender

Female 205 (76.8%) 176 (63.1%) 322 (65.8%) 703 (67.9%)
Male 60 (22.5%) 100 (35.8%) 161 (32.9%) 321 (31.0%)
Unassigned 2 (0.7%) 0 (0.0%) 3 (0.6%) 5(0.5%)

0 (0.0%) 3 (1.1%) 3 (0.6%) 6 (0.6%)

One or more co-morbid condition

No 147 (55.1%) 143 (51.3%) 221 (45.2%) 511 (49.4%)
Yes 120 (44.9%) 136 (48.7%) 268 (54.8%) 524 (50.6%)
Heart disease

Not reported 267 (100.0%) 279 (100.0%) 489 (100.0%) 1035 (100.0%)
Acute myocardial infarction

Not reported 266 (99.6%) 279 (100.0%) 489 (100.0%) 1034 (99.9%)
Yes 1 (0.4%) 0 (0.0%) 0 (0.0%) 1 (0.1%)
Angina

Not reported 267 (100.0%) 279 (100.0%) 489 (100.0%) 1035 (100.0%)

Certain complications following acute myocardial infarction

Not reported

267 (100.0%)

279 (100.0%)

489 (100.0%)

1035 (100.0%)
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Other acute ischemic heart disease

Not reported 267 (100.0%) 279 (100.0%) 489 (100.0%) 1035 (100.0%)
Factor Tofacitinib IL-17Ai TNFi All

N 267 279 489 1035

Chronic ischaemic heart disease

Not reported 259 (97.0%) 276 (98.9%) 484 (99.0%) 1019 (98.5%)
Yes 8 (3.0%) 3 (1.1%) 5 (1.0%) 16 (1.5%)
Hypertension

Not reported 221 (82.8%) 241 (86.4%) 417 (85.3%) 879 (84.9%)
Yes 46 (17.2%) 38 (13.6%) 72 (14.7%) 156 (15.1%)
Atrioventricular block

Not reported 267 (100.0%) 279 (100.0%) 489 (100.0%) 1035 (100.0%)

Peripheral vascular diseas

S

Not reported 263 (98.5%) 277 (99.3%) 486 (99.4%) 1026 (99.1%)
Yes 4 (1.5%) 2 (0.7%) 3 (0.6%) 9 (0.9%)
Chronic obstructive pulmonary disease
Not reported 263 (98.5%) 278 (99.6%) 486 (99.4%) 1027 (99.2%)
Yes 4 (1.5%) 1 (0.4%) 3 (0.6%) 8 (0.8%)
Diabetes mellitus
Not reported 256 (95.9%) 264 (94.6%) 468 (95.7%) 988 (95.5%)
Yes 11 (4.1%) 15 (5.4%) 21 (4.3%) 47 (4.5%)
Hyperlipidaemia
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Not reported 245 (91.8%) 264 (94.6%) 461 (94.3%) 970 (93.7%)

Yes 22 (8.2%) 15 (5.4%) 28 (5.7%) 65 (6.3%)

Obesity

Not reported 264 (98.9%) 269 (96.4%) 477 (97.5%) 1010 (97.6%)

Yes 3 (1.1%) 10 (3.6%) 12 (2.5%) 25 (2.4%)

Hiatal hernia

Not reported 267 (100.0%) 277 (99.3%) 484 (99.0%) 1028 (99.3%)

Yes 0 (0.0%) 2 (0.7%) 5 (1.0%) 7 (0.7%)

Gastrooesophageal reflux disease

Not reported 241 (90.3%) 252 (90.3%) 452 (92.4%) 945 (91.3%)

Yes 26 (9.7%) 27 (9.7%) 37 (7.6%) 90 (8.7%)

Peptic ulcer disease

Not reported 266 (99.6%) 276 (98.9%) 486 (99.4%) 1028 (99.3%)

Factor Tofacitinib IL-17A1 TNFi All

N 267 279 489 1035

Yes 1 (0.4%) 3 (1.1%) 3 (0.6%) 7 (0.7%)

Crohn's disease

Not reported 263 (98.5%) 278 (99.6%) 482 (98.6%) 1023 (98.8%)

Yes 4 (1.5%) 1 (0.4%) 7 (1.4%) 12 (1.2%)

Ulcerative colitis

Not reported 262 (98.1%) 279 (100.0%) 481 (98.4%) 1022 (98.7%)

Yes 5(1.9%) 0 (0.0%) 8 (1.6%) 13 (1.3%)
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Non-alcoholic fatty liver disease

Not reported 264 (98.9%) 273 (97.8%) 467 (95.5%) 1004 (97.0%)
Yes 3 (1.1%) 6 (2.2%) 22 (4.5%) 31 (3.0%)
Any tumour

Not reported 267 (100.0%) 279 (100.0%) 489 (100.0%) 1035 (100.0%)
Osteoporosis

Not reported 265 (99.3%) 279 (100.0%) 487 (99.6%) 1031 (99.6%)
Yes 2 (0.7%) 0 (0.0%) 2 (0.4%) 4 (0.4%)
Iridocylitis (uveitis)

Not reported 265 (99.3%) 277 (99.3%) 478 (97.8%) 1020 (98.6%)
Yes 2 (0.7%) 2 (0.7%) 11 (2.2%) 15 (1.4%)
Psoriasis

Not reported 212 (79.4%) 192 (68.8%) 324 (66.3%) 728 (70.3%)
Yes 55 (20.6%) 87 (31.2%) 165 (33.7%) 307 (29.7%)
Malignancy

Not reported 237 (88.8%) 247 (88.5%) 443 (90.6%) 927 (89.6%)
Yes 30 (11.2%) 32 (11.5%) 46 (9.4%) 108 (10.4%)

Table 1bii Demographics - Matched Population: Tofacitinib/IL-17Ai groups , Subgroup: Combination

Factor Tofacitinib IL-17Ai All

N 174 178 352

Age at index (years), mean 53.26 (13.41) (n=174) 54.03 (12.64) (n=178) 53.65 (13.01) (n=352)
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(SD)

Age at index (years), median
(range)

54.00 (19.00, 84.00) (n=174)

55.00 (24.00, 79.00) (n=178)

55.00 (19.00, 84.00) (n=352)

Age category at index (years)

18-34 years 16 (9.2%) 13 (7.3%) 29 (8.2%)
35-44 years 38 (21.8%) 30 (16.9%) 68 (19.3%)
45-54 years 34 (19.5%) 44 (24.7%) 78 (22.2%)
55-64 years 44 (25.3%) 55 (30.9%) 99 (28.1%)
65-74 years 34 (19.5%) 31 (17.4%) 65 (18.5%)
75-94 years 8 (4.6%) 5(2.8%) 13 (3.7%)
Gender
Female 114 (65.5%) 129 (72.5%) 243 (69.0%)
Male 60 (34.5%) 49 (27.5%) 109 (31.0%)
One or more co-morbid condition
No 91 (52.3%) 95 (53.4%) 186 (52.8%)
Yes 83 (47.7%) 83 (46.6%) 166 (47.2%)
Heart disease
Not reported 174 (100.0%) 178 (100.0%) 352 (100.0%)
Acute myocardial infarction
Not reported 173 (99.4%) 178 (100.0%) 351 (99.7%)
Yes 1 (0.6%) 0 (0.0%) 1 (0.3%)
Angina
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Not reported 174 (100.0%) 178 (100.0%) 352 (100.0%)
Certain complications following acute myocardial infarction
Not reported 174 (100.0%) 178 (100.0%) 352 (100.0%)
Other acute ischemic heart disease
Not reported 174 (100.0%) 178 (100.0%) 352 (100.0%)
Chronic ischaemic heart disease
Not reported 169 (97.1%) 177 (99.4%) 346 (98.3%)
Yes 5(2.9%) 1 (0.6%) 6 (1.7%)
Factor Tofacitinib IL-17Ai1 All
N 174 178 352
Hypertension
Not reported 143 (82.2%) 154 (86.5%) 297 (84.4%)
Yes 31 (17.8%) 24 (13.5%) 55 (15.6%)
Atrioventricular block
Not reported 174 (100.0%) 178 (100.0%) 352 (100.0%)
Peripheral vascular disease
Not reported 173 (99.4%) 177 (99.4%) 350 (99.4%)
Yes 1 (0.6%) 1 (0.6%) 2 (0.6%)
Chronic obstructive pulmonary disease
Not reported 171 (98.3%) 177 (99.4%) 348 (98.9%)
Yes 3 (1.7%) 1 (0.6%) 4 (1.1%)
Diabetes mellitus
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Not reported 171 (98.3%) 169 (94.9%) 340 (96.6%)

Yes 3 (1.7%) 9 (5.1%) 12 (3.4%)

Hyperlipidaemia

Not reported 162 (93.1%) 170 (95.5%) 332 (94.3%)

Yes 12 (6.9%) 8 (4.5%) 20 (5.7%)

Obesity

Not reported 173 (99.4%) 170 (95.5%) 343 (97.4%)

Yes 1 (0.6%) 8 (4.5%) 9 (2.6%)

Hiatal hernia

Not reported 174 (100.0%) 176 (98.9%) 350 (99.4%)

Yes 0 (0.0%) 2 (1.1%) 2 (0.6%)

Gastrooesophageal reflux disease

Not reported 157 (90.2%) 161 (90.4%) 318 (90.3%)

Yes 17 (9.8%) 17 (9.6%) 34 (9.7%)

Peptic ulcer disease

Not reported 173 (99.4%) 177 (99.4%) 350 (99.4%)

Yes 1 (0.6%) 1 (0.6%) 2 (0.6%)

Crohn's disease

Not reported 170 (97.7%) 177 (99.4%) 347 (98.6%)

Factor Tofacitinib IL-17Ai All

N 174 178 352

Yes 4 (2.3%) 1 (0.6%) 5 (1.4%)
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Ulcerative colitis

Not reported 172 (98.9%) 178 (100.0%) 350 (99.4%)
Yes 2 (1.1%) 0 (0.0%) 2 (0.6%)
Non-alcoholic fatty liver disease

Not reported 172 (98.9%) 175 (98.3%) 347 (98.6%)
Yes 2 (1.1%) 3 (1.7%) 5(1.4%)
Any tumour

Not reported 174 (100.0%) 178 (100.0%) 352 (100.0%)
Osteoporosis

Not reported 172 (98.9%) 178 (100.0%) 350 (99.4%)
Yes 2 (1.1%) 0 (0.0%) 2 (0.6%)
Iridocylitis (uveitis)

Not reported 172 (98.9%) 178 (100.0%) 350 (99.4%)
Yes 2 (1.1%) 0 (0.0%) 2 (0.6%)
Psoriasis

Not reported 137 (78.7%) 131 (73.6%) 268 (76.1%)
Yes 37 (21.3%) 47 (26.4%) 84 (23.9%)
Malignancy

Not reported 155 (89.1%) 153 (86.0%) 308 (87.5%)
Yes 19 (10.9%) 25 (14.0%) 44 (12.5%)

Table 1biii Demographics - Matched Population: Tofacitinib/TNFi groups , Subgroup: Combination
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Factor Tofacitinib TNFi All

N 185 185 370

Age at index (years), mean 53.29 (13.23) (n=185) 54.92 (13.36) (n=185) 54.11 (13.30) (n=370)

(SD)

Age at index (years), median 53.00 (19.00, 84.00) (n=185) 57.00 (24.00, 80.00) (n=185) 55.00 (19.00, 84.00) (n=370)

(range)

Age category at index (years)

18-34 years 16 (8.6%) 14 (7.6%) 30 (8.1%)

35-44 years 38 (20.5%) 27 (14.6%) 65 (17.6%)

45-54 years 43 (23.2%) 43 (23.2%) 86 (23.2%)

55-64 years 46 (24.9%) 53 (28.6%) 99 (26.8%)

65-74 years 32 (17.3%) 39 (21.1%) 71 (19.2%)

75-94 years 10 (5.4%) 9 (4.9%) 19 (5.1%)

Gender

Female 131 (70.8%) 141 (76.2%) 272 (73.5%)

Male 54 (29.2%) 44 (23.8%) 98 (26.5%)

One or more co-morbid condition

No 101 (54.6%) 88 (47.6%) 189 (51.1%)

Yes 84 (45.4%) 97 (52.4%) 181 (48.9%)

Heart disease

Not reported 185 (100.0%) 185 (100.0%) 370 (100.0%)

Acute myocardial infarction

Not reported 184 (99.5%) 185 (100.0%) 369 (99.7%)
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Yes 1 (0.5%) 0 (0.0%) 1 (0.3%)
Angina

Not reported 185 (100.0%) 185 (100.0%) 370 (100.0%)
Certain complications following acute myocardial infarction

Not reported 185 (100.0%) 185 (100.0%) 370 (100.0%)
Other acute ischemic heart disease

Not reported 185 (100.0%) 185 (100.0%) 370 (100.0%)

Chronic ischaemic heart disease

Not reported 181 (97.8%) 182 (98.4%) 363 (98.1%)

Yes 4 (2.2%) 3 (1.6%) 7 (1.9%)

Factor Tofacitinib TNFi All

N 185 185 370

Hypertension

Not reported 153 (82.7%) 153 (82.7%) 306 (82.7%)

Yes 32 (17.3%) 32 (17.3%) 64 (17.3%)

Atrioventricular block

Not reported 185 (100.0%) 185 (100.0%) 370 (100.0%)

Peripheral vascular disease

Not reported 183 (98.9%) 183 (98.9%) 366 (98.9%)

Yes 2 (1.1%) 2 (1.1%) 4 (1.1%)

Chronic obstructive pulmonary disease

Not reported 183 (98.9%) 185 (100.0%) 368 (99.5%)
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Yes 2 (1.1%) 0 (0.0%) 2 (0.5%)
Diabetes mellitus
Not reported 181 (97.8%) 176 (95.1%) 357 (96.5%)
Yes 4 (2.2%) 9 (4.9%) 13 (3.5%)
Hyperlipidaemia
Not reported 172 (93.0%) 167 (90.3%) 339 (91.6%)
Yes 13 (7.0%) 18 (9.7%) 31 (8.4%)
Obesity
Not reported 184 (99.5%) 180 (97.3%) 364 (98.4%)
Yes 1 (0.5%) 5(2.7%) 6 (1.6%)
Hiatal hernia
Not reported 185 (100.0%) 184 (99.5%) 369 (99.7%)
Yes 0 (0.0%) 1 (0.5%) 1 (0.3%)
Gastrooesophageal reflux disease
Not reported 168 (90.8%) 166 (89.7%) 334 (90.3%)
Yes 17 (9.2%) 19 (10.3%) 36 (9.7%)
Peptic ulcer disease
Not reported 184 (99.5%) 185 (100.0%) 369 (99.7%)
Yes 1 (0.5%) 0 (0.0%) 1 (0.3%)
Crohn's disease
Not reported 181 (97.8%) 180 (97.3%) 361 (97.6%)
Factor Tofacitinib TNFi All
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N 185 185 370

Yes 4 (2.2%) 5(2.7%) 9 (2.4%)

Ulcerative colitis

Not reported 183 (98.9%) 183 (98.9%) 366 (98.9%)

Yes 2 (1.1%) 2 (1.1%) 4 (1.1%)

Non-alcoholic fatty liver disease

Not reported 183 (98.9%) 177 (95.7%) 360 (97.3%)

Yes 2 (1.1%) 8 (4.3%) 10 (2.7%)

Any tumour

Not reported 185 (100.0%) 185 (100.0%) 370 (100.0%)

Osteoporosis

Not reported 183 (98.9%) 183 (98.9%) 366 (98.9%)

Yes 2 (1.1%) 2 (1.1%) 4 (1.1%)

Iridocylitis (uveitis)

Not reported 183 (98.9%) 181 (97.8%) 364 (98.4%)

Yes 2 (1.1%) 4 (2.2%) 6 (1.6%)

Psoriasis

Not reported 146 (78.9%) 133 (71.9%) 279 (75.4%)

Yes 39 (21.1%) 52 (28.1%) 91 (24.6%)

Malignancy

Not reported 166 (89.7%) 168 (90.8%) 334 (90.3%)

Yes 19 (10.3%) 17 (9.2%) 36 (9.7%)
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Table 1ci Demographics - All Eligible patients , Subgroup: First Line

Factor Tofacitinib IL-17Ai TNFi All

N 78 174 417 669

Age at index (years), 57.71 (13.41) (n=78) 50.96 (13.31) (n=174) 50.05 (14.85) (n=417) 51.18 (14.48) (n=669)

mean (SD)

Age at index (years), 59.50 (29.00, 84.00) 52.00 (24.00, 79.00) 50.00 (20.00, 83.00) 52.00 (20.00, 84.00)

median (range) (n=78) (n=174) (n=417) (n=669)

Age category at index (years)

18-34 years 5 (6.4%) 29 (16.7%) 75 (18.0%) 109 (16.3%)

35-44 years 10 (12.8%) 27 (15.5%) 78 (18.7%) 115 (17.2%)

45-54 years 14 (17.9%) 46 (26.4%) 92 (22.1%) 152 (22.7%)

55-64 years 22 (28.2%) 44 (25.3%) 96 (23.0%) 162 (24.2%)

65-74 years 19 (24.4%) 22 (12.6%) 55 (13.2%) 96 (14.3%)

75-94 years 8 (10.3%) 6 (3.4%) 21 (5.0%) 35 (5.2%)

Gender

Female 56 (71.8%) 108 (62.1%) 252 (60.4%) 416 (62.2%)

Male 21 (26.9%) 61 (35.1%) 157 (37.6%) 239 (35.7%)

Unassigned 1 (1.3%) 0 (0.0%) 3 (0.7%) 4 (0.6%)

0 (0.0%) 5(2.9%) 5 (1.2%) 10 (1.5%)

One or more co-morbid condition

No 40 (51.3%) 74 (42.5%) 186 (44.6%) 300 (44.8%)

Yes 38 (48.7%) 100 (57.5%) 231 (55.4%) 369 (55.2%)
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Heart disease

Not reported 78 (100.0%) 174 (100.0%) 417 (100.0%) 669 (100.0%)
Acute myocardial infarction

Not reported 77 (98.7%) 174 (100.0%) 417 (100.0%) 668 (99.9%)
Yes 1 (1.3%) 0 (0.0%) 0 (0.0%) 1 (0.1%)
Angina

Not reported 78 (100.0%) 174 (100.0%) 417 (100.0%) 669 (100.0%)
Certain complications following acute myocardial infarction

Not reported 78 (100.0%) 174 (100.0%) 417 (100.0%) 669 (100.0%)
Other acute ischemic heart disease

Not reported 78 (100.0%) 174 (100.0%) 417 (100.0%) 669 (100.0%)
Factor Tofacitinib IL-17Ai TNFi All

N 78 174 417 669

Chronic ischaemic heart disease

Not reported 77 (98.7%) 173 (99.4%) 413 (99.0%) 663 (99.1%)
Yes 1 (1.3%) 1 (0.6%) 4 (1.0%) 6 (0.9%)
Hypertension
Not reported 64 (82.1%) 152 (87.4%) 355 (85.1%) 571 (85.4%)
Yes 14 (17.9%) 22 (12.6%) 62 (14.9%) 98 (14.6%)
Atrioventricular block
Not reported 78 (100.0%) 174 (100.0%) 417 (100.0%) 669 (100.0%)
Peripheral vascular disease
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Not reported 78 (100.0%) 173 (99.4%) 416 (99.8%) 667 (99.7%)
Yes 0 (0.0%) 1 (0.6%) 1(0.2%) 2(0.3%)
Chronic obstructive pulmonary disease

Not reported 77 (98.7%) 173 (99.4%) 416 (99.8%) 666 (99.6%)
Yes 1 (1.3%) 1 (0.6%) 1 (0.2%) 3 (0.4%)
Diabetes mellitus

Not reported 75 (96.2%) 168 (96.6%) 401 (96.2%) 644 (96.3%)
Yes 3 (3.8%) 6 (3.4%) 16 (3.8%) 25 (3.7%)
Hyperlipidaemia

Not reported 73 (93.6%) 164 (94.3%) 396 (95.0%) 633 (94.6%)
Yes 5 (6.4%) 10 (5.7%) 21 (5.0%) 36 (5.4%)
Obesity

Not reported 75 (96.2%) 169 (97.1%) 408 (97.8%) 652 (97.5%)
Yes 3 (3.8%) 5(2.9%) 9(2.2%) 17 (2.5%)
Hiatal hernia

Not reported 78 (100.0%) 173 (99.4%) 413 (99.0%) 664 (99.3%)
Yes 0 (0.0%) 1 (0.6%) 4 (1.0%) 5(0.7%)
Gastrooesophageal reflux disease

Not reported 72 (92.3%) 153 (87.9%) 383 (91.8%) 608 (90.9%)
Yes 6 (7.7%) 21 (12.1%) 34 (8.2%) 61 (9.1%)
Peptic ulcer disease

Not reported 78 (100.0%) 171 (98.3%) 413 (99.0%) 662 (99.0%
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Factor Tofacitinib IL-17Ai TNFi All

N 78 174 417 669

Yes 0 (0.0%) 3 (1.7%) 4 (1.0%) 7 (1.0%)

Crohn's disease

Not reported 77 (98.7%) 174 (100.0%) 414 (99.3%) 665 (99.4%)

Yes 1 (1.3%) 0 (0.0%) 3 (0.7%) 4 (0.6%)

Ulcerative colitis

Not reported 78 (100.0%) 174 (100.0%) 414 (99.3%) 666 (99.6%)

Yes 0 (0.0%) 0 (0.0%) 3 (0.7%) 3 (0.4%)

Non-alcoholic fatty liver disease

Not reported 78 (100.0%) 171 (98.3%) 406 (97.4%) 655 (97.9%)

Yes 0 (0.0%) 3 (1.7%) 11 (2.6%) 14 (2.1%)

Any tumour

Not reported 78 (100.0%) 174 (100.0%) 417 (100.0%) 669 (100.0%)

Osteoporosis

Not reported 78 (100.0%) 174 (100.0%) 416 (99.8%) 668 (99.9%)

Yes 0 (0.0%) 0 (0.0%) 1 (0.2%) 1 (0.1%)

Iridocylitis (uveitis)

Not reported 78 (100.0%) 173 (99.4%) 409 (98.1%) 660 (98.7%)

Yes 0 (0.0%) 1 (0.6%) 8 (1.9%) 9 (1.3%)

Psoriasis

Not reported 57 (73.1%) 107 (61.5%) 270 (64.7%) 434 (64.9%)
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Yes 21 (26.9%) 67 (38.5%) 147 (35.3%) 235 (35.1%)
Malignancy

Not reported 68 (87.2%) 155 (89.1%) 370 (88.7%) 593 (88.6%)
Yes 10 (12.8%) 19 (10.9%) 47 (11.3%) 76 (11.4%)

Table 1cii Demographics - Matched Population: Tofacitinib/IL-17Ai groups , Subgroup: First Line

Factor

Tofacitinib

IL-17Ai

All

N

77

67

144

Age at index (years), mean
(SD)

57.66 (13.49) (n=77)

54.90 (13.23) (n=67)

56.38 (13.40) (n=144)

Age at index (years), median
(range)

59.00 (29.00, 84.00) (n=77)

57.00 (24.00, 79.00) (n=67)

57.50 (24.00, 84.00) (n=144)

Age category at index (years)

18-34 years 5(6.5%) 5(7.5%) 10 (6.9%)
35-44 years 10 (13.0%) 11 (16.4%) 21 (14.6%)
45-54 years 14 (18.2%) 14 (20.9%) 28 (19.4%)
55-64 years 21 (27.3%) 21 (31.3%) 42 (29.2%)
65-74 years 19 (24.7%) 12 (17.9%) 31 (21.5%)
75-94 years 8 (10.4%) 4 (6.0%) 12 (8.3%)
Gender

Female 56 (72.7%) 44 (65.7%) 100 (69.4%)
Male 21 (27.3%) 23 (34.3%) 44 (30.6%)
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One or more co-morbid condition

No 39 (50.6%) 27 (40.3%) 66 (45.8%)
Yes 38 (49.4%) 40 (59.7%) 78 (54.2%)
Heart disease

Not reported 77 (100.0%) 67 (100.0%) 144 (100.0%)
Acute myocardial infarction

Not reported 76 (98.7%) 67 (100.0%) 143 (99.3%)
Yes 1 (1.3%) 0 (0.0%) 1 (0.7%)
Angina

Not reported 77 (100.0%) 67 (100.0%) 144 (100.0%)
Certain complications following acute myocardial infarction

Not reported 77 (100.0%) 67 (100.0%) 144 (100.0%)
Other acute ischemic heart disease

Not reported 77 (100.0%) 67 (100.0%) 144 (100.0%)
Chronic ischaemic heart disease

Not reported 76 (98.7%) 66 (98.5%) 142 (98.6%)
Yes 1 (1.3%) 1 (1.5%) 2 (1.4%)
Factor Tofacitinib IL-17A1 All

N 77 67 144
Hypertension

Not reported 63 (81.8%) 56 (83.6%) 119 (82.6%)
Yes 14 (18.2%) 11 (16.4%) 25 (17.4%)
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Atrioventricular block

Not reported 77 (100.0%) 67 (100.0%) 144 (100.0%)

Peripheral vascular disease

Not reported 77 (100.0%) 67 (100.0%) 144 (100.0%)

Chronic obstructive pulmonary disease

Not reported 76 (98.7%) 67 (100.0%) 143 (99.3%)

Yes 1(1.3%) 0 (0.0%) 1 (0.7%)

Diabetes mellitus

Not reported 74 (96.1%) 65 (97.0%) 139 (96.5%)

Yes 3 (3.9%) 2 (3.0%) 5(3.5%)

Hyperlipidaemia

Not reported 72 (93.5%) 63 (94.0%) 135 (93.8%)

Yes 5(6.5%) 4 (6.0%) 9 (6.2%)

Obesity

Not reported 74 (96.1%) 64 (95.5%) 138 (95.8%)

Yes 3 (3.9%) 3 (4.5%) 6 (4.2%)

Hiatal hernia

Not reported 77 (100.0%) 66 (98.5%) 143 (99.3%)

Yes 0 (0.0%) 1 (1.5%) 1 (0.7%)

Gastrooesophageal reflux disease

Not reported 71 (92.2%) 57 (85.1%) 128 (88.9%)

Yes 6 (7.8%) 10 (14.9%) 16 (11.1%)
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Peptic ulcer disease

Not reported 77 (100.0%) 66 (98.5%) 143 (99.3%)
Yes 0 (0.0%) 1 (1.5%) 1 (0.7%)
Crohn's disease

Not reported 76 (98.7%) 67 (100.0%) 143 (99.3%)
Yes 1 (1.3%) 0 (0.0%) 1 (0.7%)
Factor Tofacitinib IL-17Ai1 All

N 77 67 144
Ulcerative colitis

Not reported 77 (100.0%) 67 (100.0%) 144 (100.0%)
Non-alcoholic fatty liver disease

Not reported 77 (100.0%) 67 (100.0%) 144 (100.0%)
Any tumour

Not reported 77 (100.0%) 67 (100.0%) 144 (100.0%)
Osteoporosis

Not reported 77 (100.0%) 67 (100.0%) 144 (100.0%)
Iridocylitis (uveitis)

Not reported 77 (100.0%) 67 (100.0%) 144 (100.0%)
Psoriasis

Not reported 56 (72.7%) 46 (68.7%) 102 (70.8%)
Yes 21 (27.3%) 21 (31.3%) 42 (29.2%)
Malignancy
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Not reported 67 (87.0%) 56 (83.6%) 123 (85.4%)
Yes 10 (13.0%) 11 (16.4%) 21 (14.6%)

Table 1ciii Demographics - Matched Population: Tofacitinib/TNFi

roups , Subgroup: First Line

Factor Tofacitinib TNFi All

N 77 79 156

Age at index (years), mean 57.66 (13.49) (n=77) 57.54 (14.04) (n=79) 57.60 (13.73) (n=156)
(SD)

Age at index (years), median 59.00 (29.00, 84.00) (n=77) 60.00 (24.00, 81.00) (n=79) 60.00 (24.00, 84.00) (n=156)
(range)

Age category at index (years)

18-34 years 5(6.5%) 5(6.3%) 10 (6.4%)

35-44 years 10 (13.0%) 10 (12.7%) 20 (12.8%)

45-54 years 14 (18.2%) 14 (17.7%) 28 (17.9%)

55-64 years 21 (27.3%) 21 (26.6%) 42 (26.9%)

65-74 years 19 (24.7%) 20 (25.3%) 39 (25.0%)

75-94 years 8 (10.4%) 9 (11.4%) 17 (10.9%)

Gender

Female 56 (72.7%) 57 (72.2%) 113 (72.4%)

Male 21 (27.3%) 22 (27.8%) 43 (27.6%)

One or more co-morbid condition

No 39 (50.6%) 31(39.2%) 70 (44.9%)
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Yes 38 (49.4%) 48 (60.8%) 86 (55.1%)
Heart disease
Not reported 77 (100.0%) 79 (100.0%) 156 (100.0%)
Acute myocardial infarction
Not reported 76 (98.7%) 79 (100.0%) 155 (99.4%)
Yes 1 (1.3%) 0 (0.0%) 1 (0.6%)
Angina
Not reported 77 (100.0%) 79 (100.0%) 156 (100.0%)
Certain complications following acute myocardial infarction
Not reported 77 (100.0%) 79 (100.0%) 156 (100.0%)
Other acute ischemic heart disease
Not reported 77 (100.0%) 79 (100.0%) 156 (100.0%)
Chronic ischaemic heart disease
Not reported 76 (98.7%) 78 (98.7%) 154 (98.7%
Factor Tofacitinib TNFi All
N 77 79 156
Hypertension
Not reported 63 (81.8%) 62 (78.5%) 125 (80.1%)
Yes 14 (18.2%) 17 (21.5%) 31 (19.9%)
Atrioventricular block
Not reported 77 (100.0%) 79 (100.0%) 156 (100.0%)
Peripheral vascular disease
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Not reported 77 (100.0%) 79 (100.0%) 156 (100.0%)
Chronic obstructive pulmonary disease
Not reported 76 (98.7%) 79 (100.0%) 155 (99.4%)
Yes 1(1.3%) 0 (0.0%) 1 (0.6%)
Diabetes mellitus
Not reported 74 (96.1%) 75 (94.9%) 149 (95.5%)
Yes 3 (3.9%) 4 (5.1%) 7 (4.5%)
Hyperlipidaemia
Not reported 72 (93.5%) 71 (89.9%) 143 (91.7%)
Yes 5(6.5%) 8 (10.1%) 13 (8.3%)
Obesity
Not reported 74 (96.1%) 78 (98.7%) 152 (97.4%)
Yes 3 (3.9%) 1 (1.3%) 4 (2.6%)
Hiatal hernia
Not reported 77 (100.0%) 78 (98.7%) 155 (99.4%)
Yes 0 (0.0%) 1 (1.3%) 1 (0.6%)
Gastrooesophageal reflux disease
Not reported 71 (92.2%) 71 (89.9%) 142 (91.0%)
Yes 6 (7.8%) 8 (10.1%) 14 (9.0%)
Peptic ulcer disease
Not reported 77 (100.0%) 79 (100.0%) 156 (100.0%)
Crohn's disease
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Not reported 76 (98.7%) 77 (97.5%) 153 (98.1%)

Yes 1 (1.3%) 2 (2.5%) 3 (1.9%)

Ulcerative colitis

Factor Tofacitinib TNFi All

N 77 79 156

Not reported 77 (100.0%) 78 (98.7%) 155 (99.4%)

Yes 0 (0.0%) 1 (1.3%) 1 (0.6%)

Non-alcoholic fatty liver disease

Not reported 77 (100.0%) 79 (100.0%) 156 (100.0%)

Any tumour

Not reported 77 (100.0%) 79 (100.0%) 156 (100.0%)

Osteoporosis

Not reported 77 (100.0%) 78 (98.7%) 155 (99.4%)

Yes 0 (0.0%) 1 (1.3%) 1 (0.6%)

Iridocylitis (uveitis)

Not reported 77 (100.0%) 77 (97.5%) 154 (98.7%)

Yes 0 (0.0%) 2 (2.5%) 2 (1.3%)

Psoriasis

Not reported 56 (72.7%) 51 (64.6%) 107 (68.6%)

Yes 21 (27.3%) 28 (35.4%) 49 (31.4%)

Malignancy

Not reported 67 (87.0%) 65 (82.3%) 132 (84.6%)
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Yes 10 (13.0%) 14 (17.7%) 24 (15.4%)
Table 1di Demographics - All Eligible patients , Subgroup: Second or later Line
Factor Tofacitinib IL-17Ai TNFi All
N 328 242 247 817
Age at index (years), 55.05 (12.46) (n=328) 53.86 (12.17) (n=242) 50.78 (14.10) (n=247) 53.41 (13.01) (n=817)
mean (SD)
Age at index (years), 56.00 (19.00, 93.00) 54.00 (20.00, 77.00) 52.00 (23.00, 80.00) 54.00 (19.00, 93.00)
median (range) (n=328) (n=242) (n=247) (n=817)
Age category at index (years)
18-34 years 21 (6.4%) 14 (5.8%) 41 (16.6%) 76 (9.3%)
35-44 years 40 (12.2%) 42 (17.4%) 37 (15.0%) 119 (14.6%)
45-54 years 95 (29.0%) 74 (30.6%) 63 (25.5%) 232 (28.4%)
55-64 years 92 (28.0%) 67 (27.7%) 64 (25.9%) 223 (27.3%)
65-74 years 63 (19.2%) 36 (14.9%) 35 (14.2%) 134 (16.4%)
75-94 years 17 (5.2%) 9 (3.7%) 7 (2.8%) 33 (4.0%)
Gender
Female 250 (76.2%) 146 (60.3%) 178 (72.1%) 574 (70.3%)
Male 75 (22.9%) 95 (39.3%) 65 (26.3%) 235 (28.8%)
Unassigned 3 (0.9%) 0 (0.0%) 3 (1.2%) 6 (0.7%)
0 (0.0%) 1 (0.4%) 1 (0.4%) 2 (0.2%)
One or more co-morbid condition
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No 166 (50.6%) 121 (50.0%) 120 (48.6%) 407 (49.8%)
Yes 162 (49.4%) 121 (50.0%) 127 (51.4%) 410 (50.2%)
Heart disease
Not reported 328 (100.0%) 242 (100.0%) 247 (100.0%) 817 (100.0%)
Acute myocardial infarction
Not reported 328 (100.0%) 241 (99.6%) 247 (100.0%) 816 (99.9%)
Yes 0 (0.0%) 1 (0.4%) 0 (0.0%) 1 (0.1%)
Angina
Not reported 328 (100.0%) 242 (100.0%) 247 (100.0%) 817 (100.0%)
Certain complications following acute myocardial infarction
Not reported 328 (100.0%) 242 (100.0%) 247 (100.0%) 817 (100.0%)
Other acute ischemic heart disease
Not reported 328 (100.0%) 242 (100.0%) 247 (100.0%) 817 (100.0%)
Factor Tofacitinib IL-17A1 TNFi All
N 328 242 247 817
Chronic ischaemic heart disease
Not reported 318 (97.0%) 236 (97.5%) 243 (98.4%) 797 (97.6%)
Yes 10 (3.0%) 6 (2.5%) 4 (1.6%) 20 (2.4%)
Hypertension
Not reported 271 (82.6%) 195 (80.6%) 214 (86.6%) 680 (83.2%)
Yes 57 (17.4%) 47 (19.4%) 33 (13.4%) 137 (16.8%)
Atrioventricular block
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Not reported 328 (100.0%) 242 (100.0%) 247 (100.0%) 817 (100.0%)
Peripheral vascular disease

Not reported 324 (98.8%) 240 (99.2%) 244 (98.8%) 808 (98.9%)
Yes 4 (1.2%) 2 (0.8%) 3 (1.2%) 9 (1.1%)

Chronic obstructive pulmonary disease

Not reported 324 (98.8%) 241 (99.6%) 245 (99.2%) 810 (99.1%)

Yes 4 (1.2%) 1(0.4%) 2 (0.8%) 7 (0.9%)

Diabetes mellitus

Not reported 312 (95.1%) 225 (93.0%) 235 (95.1%) 772 (94.5%)

Yes 16 (4.9%) 17 (7.0%) 12 (4.9%) 45 (5.5%)

Hyperlipidaemia

Not reported 290 (88.4%) 225 (93.0%) 229 (92.7%) 744 (91.1%)

Yes 38 (11.6%) 17 (7.0%) 18 (7.3%) 73 (8.9%)

Obesity

Not reported 322 (98.2%) 233 (96.3%) 238 (96.4%) 793 (97.1%)

Yes 6 (1.8%) 9 (3.7%) 9 (3.6%) 24 (2.9%)

Hiatal hernia

Not reported 328 (100.0%) 241 (99.6%) 245 (99.2%) 814 (99.6%)

Yes 0 (0.0%) 1 (0.4%) 2 (0.8%) 3 (0.4%)

Gastrooesophageal reflux disease

Not reported 285 (86.9%) 217 (89.7%) 226 (91.5%) 728 (89.1%)

Yes 43 (13.1%) 25 (10.3%) 21 (8.5%) 89 (10.9%)
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Peptic ulcer disease

Not reported 327 (99.7%) 242 (100.0%) 247 (100.0%) 816 (99.9%)

Factor Tofacitinib IL-17Ai TNFi All

N 328 242 247 817

Yes 1 (0.3%) 0 (0.0%) 0 (0.0%) 1 (0.1%)

Crohn's disease

Not reported 324 (98.8%) 240 (99.2%) 242 (98.0%) 806 (98.7%)

Yes 4 (1.2%) 2 (0.8%) 5(2.0%) 11 (1.3%)

Ulcerative colitis

Not reported 320 (97.6%) 241 (99.6%) 241 (97.6%) 802 (98.2%)

Yes 8 (2.4%) 1 (0.4%) 6 (2.4%) 15 (1.8%)

Non-alcoholic fatty liver disease

Not reported 318 (97.0%) 228 (94.2%) 231 (93.5%) 777 (95.1%)

Yes 10 (3.0%) 14 (5.8%) 16 (6.5%) 40 (4.9%)

Any tumour

Not reported 328 (100.0%) 242 (100.0%) 247 (100.0%) 817 (100.0%)

Osteoporosis

Not reported 326 (99.4%) 242 (100.0%) 246 (99.6%) 814 (99.6%)

Yes 2 (0.6%) 0 (0.0%) 1 (0.4%) 3 (0.4%)

Iridocylitis (uveitis)

Not reported 325 (99.1%) 240 (99.2%) 244 (98.8%) 809 (99.0%)

Yes 3 (0.9%) 2 (0.8%) 3 (1.2%) 8 (1.0%)
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Psoriasis

Not reported 254 (77.4%) 176 (72.7%) 176 (71.3%) 606 (74.2%)
Yes 74 (22.6%) 66 (27.3%) 71 (28.7%) 211 (25.8%)
Malignancy

Not reported 287 (87.5%) 217 (89.7%) 226 (91.5%) 730 (89.4%)
Yes 41 (12.5%) 25 (10.3%) 21 (8.5%) 87 (10.6%)

Table 1dii Demographics - Matched Population: Tofacitinib/IL-17Ai groups , Subgroup: Second or later Line

Factor

Tofacitinib

IL-17Ai

All

N

192

202

394

Age at index (years), mean
(SD)

51.48 (12.85) (n=192)

54.55 (12.52) (n=202)

53.06 (12.75) (n=394)

Age at index (years), median
(range)

50.00 (19.00, 93.00) (n=192)

55.00 (23.00, 77.00) (n=202)

53.00 (19.00, 93.00) (n=394)

Age category at index (years)

18-34 years 20 (10.4%) 12 (5.9%) 32 (8.1%)
35-44 years 40 (20.8%) 34 (16.8%) 74 (18.8%)
45-54 years 52 (27.1%) 54 (26.7%) 106 (26.9%)
55-64 years 46 (24.0%) 58 (28.7%) 104 (26.4%)
65-74 years 30 (15.6%) 35(17.3%) 65 (16.5%)
75-94 years 4 (2.1%) 9 (4.5%) 13 (3.3%)
Gender
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Female 117 (60.9%) 143 (70.8%) 260 (66.0%)
Male 75 (39.1%) 59 (29.2%) 134 (34.0%)
One or more co-morbid condition

No 89 (46.4%) 102 (50.5%) 191 (48.5%)
Yes 103 (53.6%) 100 (49.5%) 203 (51.5%)
Heart disease

Not reported 192 (100.0%) 202 (100.0%) 394 (100.0%)

Acute myocardial infarction

Not reported 192 (100.0%) 201 (99.5%) 393 (99.7%)
Yes 0 (0.0%) 1 (0.5%) 1 (0.3%)
Angina
Not reported 192 (100.0%) 202 (100.0%) 394 (100.0%)
Certain complications following acute myocardial infarction
Not reported 192 (100.0%) 202 (100.0%) 394 (100.0%)
Other acute ischemic heart disease
Not reported 192 (100.0%) 202 (100.0%) 394 (100.0%)
Chronic ischaemic heart disease
Not reported 185 (96.4%) 198 (98.0%) 383 (97.2%)
Yes 7 (3.6%) 4 (2.0%) 11 (2.8%)
Factor Tofacitinib IL-17Ai All
N 192 202 394
Hypertension
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Not reported 154 (80.2%) 163 (80.7%) 317 (80.5%)
Yes 38 (19.8%) 39 (19.3%) 77 (19.5%)
Atrioventricular block

Not reported 192 (100.0%) 202 (100.0%) 394 (100.0%)
Peripheral vascular disease

Not reported 191 (99.5%) 200 (99.0%) 391 (99.2%)
Yes 1 (0.5%) 2 (1.0%) 3 (0.8%)

Chronic obstructive pulmonary disease

Not reported 190 (99.0%) 201 (99.5%) 391 (99.2%)

Yes 2 (1.0%) 1 (0.5%) 3 (0.8%)

Diabetes mellitus

Not reported 185 (96.4%) 187 (92.6%) 372 (94.4%)

Yes 7 (3.6%) 15 (7.4%) 22 (5.6%)

Hyperlipidaemia

Not reported 169 (88.0%) 191 (94.6%) 360 (91.4%)

Yes 23 (12.0%) 11 (5.4%) 34 (8.6%)

Obesity

Not reported 190 (99.0%) 195 (96.5%) 385 (97.7%)

Yes 2 (1.0%) 7 (3.5%) 9 (2.3%)

Hiatal hernia

Not reported 192 (100.0%) 201 (99.5%) 393 (99.7%)

Yes 0 (0.0%) 1 (0.5%) 1 (0.3%)
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Gastrooesophageal reflux disease

Not reported 164 (85.4%) 183 (90.6%) 347 (88.1%)

Yes 28 (14.6%) 19 (9.4%) 47 (11.9%)

Peptic ulcer disease

Not reported 191 (99.5%) 202 (100.0%) 393 (99.7%)

Yes 1 (0.5%) 0 (0.0%) 1 (0.3%)

Crohn's disease

Not reported 189 (98.4%) 200 (99.0%) 389 (98.7%)

Factor Tofacitinib IL-17Ai All

N 192 202 394

Yes 3 (1.6%) 2 (1.0%) 5(1.3%)

Ulcerative colitis

Not reported 188 (97.9%) 201 (99.5%) 389 (98.7%)

Yes 4 (2.1%) 1 (0.5%) 5(1.3%)

Non-alcoholic fatty liver disease

Not reported 187 (97.4%) 193 (95.5%) 380 (96.4%)

Yes 5(2.6%) 9 (4.5%) 14 (3.6%)

Any tumour

Not reported 192 (100.0%) 202 (100.0%) 394 (100.0%)

Osteoporosis

Not reported 190 (99.0%) 202 (100.0%) 392 (99.5%)

Yes 2 (1.0%) 0 (0.0%) 2 (0.5%)
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Iridocylitis (uveitis)

Not reported 189 (98.4%) 201 (99.5%) 390 (99.0%)
Yes 3 (1.6%) 1 (0.5%) 4 (1.0%)
Psoriasis

Not reported 149 (77.6%) 150 (74.3%) 299 (75.9%)
Yes 43 (22.4%) 52 (25.7%) 95 (24.1%)
Malignancy

Not reported 167 (87.0%) 178 (88.1%) 345 (87.6%)
Yes 25 (13.0%) 24 (11.9%) 49 (12.4%)

Table 1diii Demographics - Matched Population: Tofacitinib/TNFi groups , Subgroup: Second or later Line

Factor

Tofacitinib

TNFi

All

N

179

177

356

Age at index (years), mean
(SD)

51.05 (13.11) (n=179)

52.24 (13.26) (n=177)

51.64 (13.18) (n=356)

Age at index (years), median
(range)

50.00 (19.00, 93.00) (n=179)

52.00 (25.00, 80.00) (n=177)

51.00 (19.00, 93.00) (n=356)

Age category at index (years)

18-34 years 20 (11.2%) 18 (10.2%) 38 (10.7%)

35-44 years 40 (22.3%) 30 (16.9%) 70 (19.7%)

45-54 years 50 (27.9%) 51 (28.8%) 101 (28.4%)

55-64 years 40 (22.3%) 46 (26.0%) 86 (24.2%)
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65-74 years 23 (12.8%) 25 (14.1%) 48 (13.5%)
75-94 years 6 (3.4%) 7 (4.0%) 13 (3.7%)
Gender
Female 123 (68.7%) 135 (76.3%) 258 (72.5%)
Male 56 (31.3%) 42 (23.7%) 98 (27.5%)
One or more co-morbid condition
No 92 (51.4%) 89 (50.3%) 181 (50.8%)
Yes 87 (48.6%) 88 (49.7%) 175 (49.2%)
Heart disease
Not reported 179 (100.0%) 177 (100.0%) 356 (100.0%)
Acute myocardial infarction
Not reported 179 (100.0%) 177 (100.0%) 356 (100.0%)
Angina
Not reported 179 (100.0%) 177 (100.0%) 356 (100.0%)
Certain complications following acute myocardial infarction
Not reported 179 (100.0%) 177 (100.0%) 356 (100.0%)
Other acute ischemic heart disease
Not reported 179 (100.0%) 177 (100.0%) 356 (100.0%)
Chronic ischaemic heart disease
Not reported 176 (98.3%) 173 (97.7%) 349 (98.0%)
Yes 3 (1.7%) 4 (2.3%) 7 (2.0%)
Hypertension
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Factor Tofacitinib TNFi All

N 179 177 356

Not reported 146 (81.6%) 152 (85.9%) 298 (83.7%)
Yes 33 (18.4%) 25 (14.1%) 58 (16.3%)
Atrioventricular block

Not reported 179 (100.0%) 177 (100.0%) 356 (100.0%)

Peripheral vascular disease

Not reported 177 (98.9%) 174 (98.3%) 351 (98.6%)
Yes 2 (1.1%) 3 (1.7%) 5(1.4%)
Chronic obstructive pulmonary disease
Not reported 178 (99.4%) 177 (100.0%) 355 (99.7%)
Yes 1 (0.6%) 0 (0.0%) 1 (0.3%)
Diabetes mellitus
Not reported 172 (96.1%) 170 (96.0%) 342 (96.1%)
Yes 7 (3.9%) 7 (4.0%) 14 (3.9%)
Hyperlipidaemia
Not reported 161 (89.9%) 163 (92.1%) 324 (91.0%)
Yes 18 (10.1%) 14 (7.9%) 32 (9.0%)
Obesity
Not reported 178 (99.4%) 171 (96.6%) 349 (98.0%)
Yes 1 (0.6%) 6 (3.4%) 7 (2.0%)
Hiatal hernia
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Not reported 179 (100.0%) 176 (99.4%) 355 (99.7%)
Yes 0 (0.0%) 1 (0.6%) 1(0.3%)
Gastrooesophageal reflux disease
Not reported 156 (87.2%) 159 (89.8%) 315 (88.5%)
Yes 23 (12.8%) 18 (10.2%) 41 (11.5%)
Peptic ulcer disease
Not reported 178 (99.4%) 177 (100.0%) 355 (99.7%)
Yes 1 (0.6%) 0 (0.0%) 1 (0.3%)
Crohn's disease
Not reported 176 (98.3%) 173 (97.7%) 349 (98.0%)
Yes 3 (1.7%) 4 (2.3%) 7 (2.0%)
Factor Tofacitinib TNFi All
N 179 177 356
Ulcerative colitis
Not reported 176 (98.3%) 176 (99.4%) 352 (98.9%)
Yes 3 (1.7%) 1 (0.6%) 4 (1.1%)
Non-alcoholic fatty liver disease
Not reported 176 (98.3%) 166 (93.8%) 342 (96.1%)
Yes 3 (1.7%) 11 (6.2%) 14 (3.9%)
Any tumour
Not reported 179 (100.0%) 177 (100.0%) 356 (100.0%)
Osteoporosis
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Not reported 177 (98.9%) 176 (99.4%) 353 (99.2%)
Yes 2 (1.1%) 1 (0.6%) 3 (0.8%)
Iridocylitis (uveitis)

Not reported 177 (98.9%) 175 (98.9%) 352 (98.9%)
Yes 2 (1.1%) 2 (1.1%) 4 (1.1%)
Psoriasis

Not reported 144 (80.4%) 131 (74.0%) 275 (77.2%)
Yes 35 (19.6%) 46 (26.0%) 81 (22.8%)
Malignancy

Not reported 160 (89.4%) 165 (93.2%) 325 (91.3%)
Yes 19 (10.6%) 12 (6.8%) 31 (8.7%)

Table 2i Clinical Characteristics at Index - All Eligible patients

Factor

Tofacitinib

IL-17Ai

TNFi

All

N

406

416

664

1486

Time from symptom
onset(months), mean (SD)

140.98 (107.90) (n=182)

141.61 (106.88) (n=172)

107.26 (97.16) (n=267)

126.66 (104.33) (n=621)

Time from symptom
onset(months), median

(range)

110.44 (4.96, 614.60)
(n=182)

113.31 (2.14, 481.03)
(n=172)

72.22 (0.66, 592.74)
(n=267)

94.44 (0.66, 614.60)
(n=621)

Time since first
seen(months), mean (SD)

66.53 (61.53) (n=139)

70.75 (72.15) (n=141)

46.36 (60.35) (n=202)

59.31 (65.17) (n=482)

Time since first
seen(months), median

48.09 (0.00, 312.06)
(n=139)

49.57 (0.00, 407.23)

(n=141)

24.75 (0.00, 414.20)
(n=202)

39.12 (0.00, 414.20)
(n=482)
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(range)

DAS28CRP, mean (SD)

3.53 (1.38) (n=66)

3.45 (1.55) (n=80)

3.96 (1.56) (n=145)

3.72 (1.53) (n=291)

DAS28CRP, median
(range)

3.40 (1.30, 6.40) (n=66)

3.25 (1.20, 8.10) (n=80)

3.80 (1.30, 7.40) (n=145)

3.60 (1.20, 8.10) (n=291)

DAS28CRP Category

Remission 20 (4.9%) 26 (6.2%) 33 (5.0%) 79 (5.3%)
Low 9 (2.2%) 12 (2.9%) 13 (2.0%) 34 (2.3%)
Moderate 28 (6.9%) 32 (7.7%) 69 (10.4%) 129 (8.7%)
High 9 (2.2%) 10 (2.4%) 30 (4.5%) 49 (3.3%)
Missing 340 (83.7%) 336 (80.8%) 519 (78.2%) 1195 (80.4%)

DAS28CRP(3), mean
(SD)

3.31 (1.39) (n=171)

3.50 (1.46) (n=174)

3.86 (1.47) (n=293)

3.62 (1.46) (n=638)

DAS28CRP(3), median
(range)

3.17 (1.28, 7.59) (n=171)

3.25 (1.15, 7.58) (n=174)

3.83 (1.28, 7.10) (n=293)

3.47 (1.15, 7.59) (n=638)

DAS28CRP3 Category

Remission 59 (14.5%) 54 (13.0%) 63 (9.5%) 176 (11.8%)
Low 29 (7.1%) 30 (7.2%) 39 (5.9%) 98 (6.6%)
Moderate 62 (15.3%) 64 (15.4%) 124 (18.7%) 250 (16.8%)
High 21 (5.2%) 26 (6.2%) 67 (10.1%) 114 (7.7%)
Missing 235 (57.9%) 242 (58.2%) 371 (55.9%) 848 (57.1%)

DAS28ESR, mean (SD)

3.34 (1.57) (n=65)

3.40 (1.81) (n=78)

3.78 (1.67) (n=144)

3.58 (1.70) (n=287)

DAS28ESR, median
(range)

3.30 (0.50, 7.50) (n=65)

3.50 (0.00, 8.90) (n=78)

3.60 (0.10, 7.90) (n=144)

3.50 (0.00, 8.90) (n=287)

PFIZER CONFIDENTIAL

Page 101 of 142




Xeljanz® (Tofacitinib Citrate)

A3921398 NON-INTERVENTIONAL FINAL STUDY REPORT,

19 July 2022
Factor Tofacitinib IL-17Ai TNFi All
N 406 416 664 1486
DAS28ESR Category
Remission 22 (5.4%) 28 (6.7%) 39 (5.9%) 89 (6.0%)
Low 9 (2.2%) 9 (2.2%) 20 (3.0%) 38 (2.6%)
Moderate 25 (6.2%) 26 (6.2%) 50 (7.5%) 101 (6.8%)
High 9 (2.2%) 15 (3.6%) 35 (5.3%) 59 (4.0%)
Missing 341 (84.0%) 338 (81.2%) 520 (78.3%) 1199 (80.7%)
SDAI, mean (SD) 17.15 (12.91) (n=61) 16.93 (15.84) (n=78) 22.53 (17.47) (n=142) 19.81 (16.31) (n=281)
SDAI Category
Remission 10 (2.5%) 13 (3.1%) 12 (1.8%) 35 (2.4%)
Low 13 (3.2%) 23 (5.5%) 27 (4.1%) 63 (4.2%)
Moderate 26 (6.4%) 25 (6.0%) 59 (8.9%) 110 (7.4%)
High 12 (3.0%) 17 (4.1%) 44 (6.6%) 73 (4.9%)
Missing 345 (85.0%) 338 (81.2%) 522 (78.6%) 1205 (81.1%)
CDAI, mean (SD) 16.48 (12.86) (n=61) 16.26 (15.09) (n=82) 21.64 (17.12) (n=146) 19.03 (15.91) (n=289)
CDAI Category
Remission 9 (2.2%) 13 (3.1%) 14 (2.1%) 36 (2.4%)
Low 14 (3.4%) 24 (5.8%) 29 (4.4%) 67 (4.5%)
Moderate 22 (5.4%) 21 (5.0%) 43 (6.5%) 86 (5.8%)
High 16 (3.9%) 24 (5.8%) 60 (9.0%) 100 (6.7%)
Missing 345 (85.0%) 334 (80.3%) 518 (78.0%) 1197 (80.6%)
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DAPSA, mean (SD)

29.16 (21.91) (n=61)

32.19 (34.35) (n=66)

41.80 (36.63) (n=128)

36.29 (33.44) (n=255)

DAPSA Category

Remission 3 (0.7%) 3 (0.7%) 6 (0.9%) 12 (0.8%)

Low 17 (4.2%) 16 (3.8%) 20 (3.0%) 53 (3.6%)

High 13 (3.2%) 19 (4.6%) 35 (5.3%) 67 (4.5%)

Very High 28 (6.9%) 28 (6.7%) 67 (10.1%) 123 (8.3%)
Missing 345 (85.0%) 350 (84.1%) 536 (80.7%) 1231 (82.8%)
TJC28, mean (SD) 4.85 (6.24) (n=177) 5.60 (6.66) (n=183) 7.42 (7.78) (n=301) 6.23 (7.17) (n=661)
Factor Tofacitinib IL-17Ai TNFi All

N 406 416 664 1486

TJC28, median (range)

2.00 (0.00, 25.00) (n=177)

2.00 (0.00, 25.00) (n=183)

4.00 (0.00, 28.00) (n=301)

4.00 (0.00, 28.00) (n=661)

TJC68, mean (SD)

7.94 (11.23) (n=177)

9.91 (12.00) (n=183)

13.38 (14.62) (n=301)

10.96 (13.26) (n=661)

TJC68, median (range)

4.00 (0.00, 57.00) (n=177)

5.00 (0.00, 58.00) (n=183)

8.00 (0.00, 61.00) (n=301)

6.00 (0.00, 61.00) (n=661)

SJC28, mean (SD)

422 (5.73) (n=177)

5.25 (6.45) (n=183)

6.82 (7.57) (n=301)

5.69 (6.89) (n=661)

SJC28, median (range)

2.00 (0.00, 25.00) (n=177)

2.00 (0.00, 25.00) (n=183)

4.00 (0.00, 28.00) (n=301)

3.00 (0.00, 28.00) (n=661)

SJC66, mean (SD)

6.15 (8.87) (n=177)

8.94 (11.50) (n=183)

11.47 (13.73) (n=301)

9.34 (12.16) (n=661)

SJC66, median (range)

3.00 (0.00, 56.00) (n=177)

4.00 (0.00, 58.00) (n=183)

6.00 (0.00, 60.00) (n=301)

5.00 (0.00, 60.00) (n=661)

CRP, mean (SD)

7.19 (10.63) (n=171)

6.84 (10.15) (n=174)

9.16 (24.35) (n=294)

8.00 (18.21) (n=639)

CRP, median (range)

4.00 (0.40, 99.00) (n=171)

4.20 (0.00, 96.00) (n=174)

4.00 (0.00, 353.00)
(n=294)

4.00 (0.00, 353.00)
(n=639)

Physician Skin
Assessment, mean (SD)

12.36 (19.50) (n=55)

18.09 (20.37) (n=65)

16.32 (21.58) (n=139)

15.92 (20.87) (n=259)

Physician Skin

5.00 (0.00, 84.00) (n=55)

10.00 (0.00, 90.00) (n=65)

10.00 (0.00, 100.00)

10.00 (0.00, 100.00)
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Assessment, median
(range)

(n=139)

(n=259)

Patient Skin Assessment,
mean (SD)

13.85 (20.95) (n=54)

23.72 (26.22) (n=58)

20.13 (24.82) (n=128)

19.59 (24.50) (n=240)

Patient Skin Assessment,
median (range)

6.50 (0.00, 82.00) (n=54)

15.00 (0.00, 90.00) (n=58)

10.00 (0.00, 94.00)
(n=128)

10.00 (0.00, 94.00)
(n=240)

HAQDI13, mean (SD) 0.77 (0.58) (n=15) 0.92 (0.50) (n=14) 0.69 (0.61) (n=21) 0.78 (0.57) (n=50)

HAQDI13, median 0.80 (0.00, 2.20) (n=15) 0.90 (0.30, 2.30) (n=14) 0.40 (0.00, 2.10) (n=21) 0.80 (0.00, 2.30) (n=50)

(range)

HCRU Q1 Dr/nurse visits?

No 22 (5.4%) 18 (4.3%) 26 (3.9%) 66 (4.4%)

Yes 4 (1.0%) 2 (0.5%) 6 (0.9%) 12 (0.8%)

Missing 380 (93.6%) 396 (95.2%) 632 (95.2%) 1408 (94.8%)

HCRU Q2 seen in

emergency?

Factor Tofacitinib IL-17Ai TNFi All

N 406 416 664 1486

No 1 (0.2%) 5 (1.2%) 3 (0.5%) 9 (0.6%)

Yes 25 (6.2%) 15 (3.6%) 29 (4.4%) 69 (4.6%)

Missing 380 (93.6%) 396 (95.2%) 632 (95.2%) 1408 (94.8%)

HCRU Q3 hospitalised?

No 2 (0.5%) 1 (0.2%) 1 (0.2%) 4 (0.3%)

Yes 24 (5.9%) 19 (4.6%) 31 (4.7%) 74 (5.0%)

Missing 380 (93.6%) 396 (95.2%) 632 (95.2%) 1408 (94.8%)
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HCRU Q4 outpatients operations?

No 4 (1.0%) 2 (0.5%) 7 (1.1%) 13 (0.9%)
Yes 22 (5.4%) 18 (4.3%) 25 (3.8%) 65 (4.4%)
Missing 380 (93.6%) 396 (95.2%) 632 (95.2%) 1408 (94.8%)
HCRU QS5 seen allied HPs?

No 10 (2.5%) 3 (0.7%) 11 (1.7%) 24 (1.6%)
Yes 16 (3.9%) 17 (4.1%) 21 (3.2%) 54 (3.6%)
Missing 380 (93.6%) 396 (95.2%) 632 (95.2%) 1408 (94.8%)
HCRU Q6 seen alternative HPs?

No 5(1.2%) 1 (0.2%) 7 (1.1%) 13 (0.9%)
Yes 21 (5.2%) 19 (4.6%) 25 (3.8%) 65 (4.4%)
Missing 380 (93.6%) 396 (95.2%) 632 (95.2%) 1408 (94.8%)

FACIT Score, mean (SD)

29.74 (11.90) (n=27)

28.45 (12.74) (n=20)

31.71 (12.69) (n=35)

30.27 (12.37) (n=82)

FACIT Score, median
(range)

29.00 (4.00, 48.00) (n=27)

26.00 (6.00, 47.00) (n=20)

34.00 (5.00, 50.00) (n=35)

31.50 (4.00, 50.00) (n=82)

NSAID

No 219 (53.9%) 203 (48.8%) 366 (55.1%) 788 (53.0%)
Yes 187 (46.1%) 213 (51.2%) 298 (44.9%) 698 (47.0%)
corticosteroid

No 207 (51.0%) 211 (50.7%) 307 (46.2%) 725 (48.8%)
Yes 199 (49.0%) 205 (49.3%) 357 (53.8%) 761 (51.2%)

Number of Prior biologics
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0 78 (19.2%) 174 (41.8%) 417 (62.8%) 669 (45.0%)

1 101 (24.9%) 119 (28.6%) 145 (21.8%) 365 (24.6%)

Factor Tofacitinib IL-17Ai TNFi All

N 406 416 664 1486

2 91 (22.4%) 68 (16.3%) 64 (9.6%) 223 (15.0%)

3 71 (17.5%) 33 (7.9%) 23 (3.5%) 127 (8.5%)

>=4 65 (16.0%) 22 (5.3%) 15 (2.3%) 102 (6.9%)

Duration of prior bDMARD (total)

>() to <12 weeks 9 (2.2%) 0 (0.0%) 1 (0.2%) 10 (0.7%)

12 to <24 weeks 22 (5.4%) 8 (1.9%) 5 (0.8%) 35 (2.4%)

24 to <52 weeks 37 (9.1%) 9 (2.2%) 16 (2.4%) 62 (4.2%)

52 to <76 weeks 22 (5.4%) 12 (2.9%) 12 (1.8%) 46 (3.1%)

76 to <104 weeks 22 (5.4%) 21 (5.0%) 16 (2.4%) 59 (4.0%)

104 weeks or more 94 (23.2%) 75 (18.0%) 58 (8.7%) 227 (15.3%)

N/A (no prior 78 (19.2%) 174 (41.8%) 417 (62.8%) 669 (45.0%)

bDMARD)

Missing 122 (30.0%) 117 (28.1%) 139 (20.9%) 378 (25.4%)

Number of Prior cDMARDs

0 51 (12.6%) 74 (17.8%) 106 (16.0%) 231 (15.5%)

1 100 (24.6%) 140 (33.7%) 185 (27.9%) 425 (28.6%)

2 180 (44.3%) 157 (37.7%) 284 (42.8%) 621 (41.8%)

3 69 (17.0%) 39 (9.4%) 83 (12.5%) 191 (12.9%)
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4 5(1.2%) 6 (1.4%) 6 (0.9%) 17 (1.1%)

5 1 (0.2%) 0 (0.0%) 0 (0.0%) 1 (0.1%)

Prior Methotrexate dose, | 3.29 (3.49) (n=286) 3.08 (2.88) (n=271) 3.04 (3.06) (n=421) 3.12 (3.14) (n=978)
mean (SD)

Prior Sulfasalazine dose, 1887.60 (654.94) (n=40) 1546.60 (968.49) (n=43) 1731.30 (923.37) (n=106) | 1722.36 (887.49) (n=189)
mean (SD)

Combination information

With Meth + other 113 (27.8%) 124 (29.8%) 237 (35.7%) 474 (31.9%)
cDMARD

With Methotrexate only | 97 (23.9%) 95 (22.8%) 147 (22.1%) 339 (22.8%)
With other cDMARD 57 (14.0%) 60 (14.4%) 105 (15.8%) 222 (14.9%)
bDMARD monotherapy| 139 (34.2%) 137 (32.9%) 175 (26.4%) 451 (30.3%)

Note: Doses displayed are as captured in mgdoseperday field - dosing schedule may vary Note: insufficient information to summarise dose for
previous cDMARDs other than Methotrexate and Sulfasalazine Note: HCRU information and FACIT scores only summarised where >5 patients
in total have this information recorded Note: A window of -3 months to 1.5 months around the index date has been applied. Where there are
multiple readings within this period, readings prior to Index are prioritised, followed by readings that are the closest to the Index date

Table 2ii Clinical Characteristics at Index - Matched Population: Tofacitinib/IL-17Ai groups

Factor Tofacitinib IL-17Ai All

N 269 269 538

Time from symptom 139.38 (115.43) (n=127) 148.98 (101.54) (n=122) 144.09 (108.73) (n=249)

onset(months), mean (SD)

Time from symptom 101.84 (4.96, 614.60) (n=127) 124.56 (13.45,474.79) (n=122) | 113.28 (4.96, 614.60) (n=249)

onset(months), median (range)

Time since first seen(months), 62.09 (69.65) (n=92) 77.99 (74.20) (n=102) 70.45 (72.33) (n=194)
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mean (SD)

Time since first seen(months),
median (range)

37.84 (0.00, 312.06) (n=92)

52.83 (0.00, 407.23) (n=102)

45.17 (0.00, 407.23) (n=194)

DAS28CRP, mean (SD)

3.73 (1.29) (n=44)

3.32 (1.52) (n=60)

3.49 (1.44) (n=104)

DAS28CRP, median (range)

3.90 (1.30, 6.40) (n=44)

3.10 (1.20, 7.30) (n=60)

3.35 (1.20, 7.30) (n=104)

DAS28CRP Category

Remission 9 (3.3%) 21 (7.8%) 30 (5.6%)
Low 7 (2.6%) 11 (4.1%) 18 (3.3%)
Moderate 22 (8.2%) 21 (7.8%) 43 (8.0%)
High 6 (2.2%) 7 (2.6%) 13 (2.4%)
Missing 225 (83.6%) 209 (77.7%) 434 (80.7%)

DAS28CRP(3), mean (SD)

3.54 (1.40) (n=112)

3.28 (1.41) (n=119)

3.41 (1.41) (n=231)

DAS28CRP(3), median (range)

3.41 (1.28, 7.59) (n=112)

3.03 (1.15, 7.06) (n=119)

3.17 (1.15, 7.59) (n=231)

DAS28CRP3 Category

Remission 30 (11.2%) 45 (16.7%) 75 (13.9%)
Low 20 (7.4%) 23 (8.6%) 43 (8.0%)
Moderate 44 (16.4%) 37 (13.8%) 81 (15.1%)
High 18 (6.7%) 14 (5.2%) 32 (5.9%)
Missing 157 (58.4%) 150 (55.8%) 307 (57.1%)

DAS28ESR, mean (SD)

3.48 (1.42) (n=43)

3.27 (1.80) (n=58)

3.36 (1.64) (n=101)

DAS28ESR, median (range)

3.50 (0.50, 6.80) (n=43)

3.00 (0.00, 7.90) (n=58)

3.40 (0.00, 7.90) (n=101)

DAS28ESR Category
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Remission 10 (3.7%) 23 (8.6%) 33 (6.1%)
Low 7 (2.6%) 7 (2.6%) 14 (2.6%)
Moderate 21 (7.8%) 18 (6.7%) 39 (7.2%)
High 5 (1.9%) 10 (3.7%) 15 (2.8%)
Factor Tofacitinib IL-17Ai All

N 269 269 538
Missing 226 (84.0%) 211 (78.4%) 437 (81.2%)
SDAI, mean (SD) 19.40 (13.11) (n=42) 16.00 (15.19) (n=60) 17.40 (14.40) (n=102)
SDAI Category

Remission 4 (1.5%) 10 (3.7%) 14 (2.6%)
Low 8 (3.0%) 20 (7.4%) 28 (5.2%)
Moderate 21 (7.8%) 18 (6.7%) 39 (7.2%)
High 9 (3.3%) 12 (4.5%) 21 (3.9%)
Missing 227 (84.4%) 209 (77.7%) 436 (81.0%)
CDAI, mean (SD) 18.70 (13.07) (n=42) 15.48 (14.78) (n=064) 16.76 (14.15) (n=106)
CDAI Category

Remission 3 (1.1%) 10 (3.7%) 13 (2.4%)
Low 9 (3.3%) 22 (8.2%) 31 (5.8%)
Moderate 17 (6.3%) 15 (5.6%) 32 (5.9%)
High 13 (4.8%) 17 (6.3%) 30 (5.6%)
Missing 227 (84.4%) 205 (76.2%) 432 (80.3%)

DAPSA, mean (SD)

31.52 (22.34) (n=40)

29.73 (26.20) (n=48)

30.54 (24.40) (n=88)
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DAPSA Category

Remission 1 (0.4%) 3 (1.1%) 4 (0.7%)
Low 9 (3.3%) 10 (3.7%) 19 (3.5%)
High 10 (3.7%) 16 (5.9%) 26 (4.8%)
Very High 20 (7.4%) 19 (7.1%) 39 (7.2%)
Missing 229 (85.1%) 221 (82.2%) 450 (83.6%)

TJC28, mean (SD)

5.76 (6.72) (n=117)

4.68 (6.24) (n=127)

5.20 (6.49) (n=244)

TJC28, median (range)

4.00 (0.00, 25.00) (n=117)

2.00 (0.00, 24.00) (n=127)

2.00 (0.00, 25.00) (n=244)

TJC68, mean (SD)

9.45 (12.63) (n=117)

8.28 (10.95) (n=127)

8.84 (11.77) (n=244)

TJC68, median (range)

5.00 (0.00, 57.00) (n=117)

4.00 (0.00, 46.00) (n=127)

4.00 (0.00, 57.00) (n=244)

SJC28, mean (SD)

5.15 (6.21) (n=117)

431 (5.74) (n=127)

4.71 (5.98) (n=244)

SJC28, median (range)

3.00 (0.00, 25.00) (n=117)

2.00 (0.00, 24.00) (n=127)

2.00 (0.00, 25.00) (n=244)

Factor Tofacitinib IL-17Ai All

N 269 269 538

SJC66, mean (SD) 7.57 (9.84) (n=117) 7.20 (9.89) (n=127) 7.38 (9.85) (n=244)
SJC66, median (range) 4.00 (0.00, 56.00) (n=117) 3.00 (0.00, 45.00) (n=127) 4.00 (0.00, 56.00) (n=244)

CRP, mean (SD)

7.00 (11.44) (n=112)

6.83 (8.05) (n=119)

6.91 (9.82) (n=231)

CRP, median (range)

4.15 (0.40, 99.00) (n=112)

5.00 (0.00, 51.00) (n=119)

4.70 (0.00, 99.00) (n=231)

Physician Skin Assessment,
mean (SD)

9.78 (13.05) (n=37)

13.37 (15.25) (n=49)

11.83 (14.37) (n=86)

Physician Skin Assessment,
median (range)

7.00 (0.00, 54.00) (n=37)

10.00 (0.00, 58.00) (n=49)

8.00 (0.00, 58.00) (n=86)

Patient Skin Assessment, mean

10.94 (15.09) (n=35)

18.42 (20.91) (n=45)

15.15 (18.85) (n=80)
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(SD)

Patient Skin Assessment, 8.00 (0.00, 60.00) (n=35) 10.00 (0.00, 86.00) (n=45) 10.00 (0.00, 86.00) (n=80)
median (range)

HAQDII13, mean (SD) 0.72 (0.43) (n=11) 0.88 (0.33) (n=9) 0.79 (0.39) (n=20)
HAQDI13, median (range) 0.80 (0.00, 1.30) (n=11) 1.10 (0.30, 1.20) (n=9) 0.80 (0.00, 1.30) (n=20)
HCRU Q1 Dr/nurse visits?

No 14 (5.2%) 12 (4.5%) 26 (4.8%)

Yes 4 (1.5%) 2(0.7%) 6 (1.1%)

Missing 251 (93.3%) 255 (94.8%) 506 (94.1%)
HCRU Q2 seen in emergency?

No 0 (0.0%) 5 (1.9%) 5(0.9%)

Yes 18 (6.7%) 9 (3.3%) 27 (5.0%)
Missing 251 (93.3%) 255 (94.8%) 506 (94.1%)
HCRU Q3 hospitalised?

No 1 (0.4%) 1 (0.4%) 2 (0.4%)

Yes 17 (6.3%) 13 (4.8%) 30 (5.6%)
Missing 251 (93.3%) 255 (94.8%) 506 (94.1%)
HCRU Q4 outpatients operations?

No 3 (1.1%) 1 (0.4%) 4 (0.7%)

Yes 15 (5.6%) 13 (4.8%) 28 (5.2%)
Missing 251 (93.3%) 255 (94.8%) 506 (94.1%)

HCRU Q5 seen allied HPs?
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No 6 (2.2%) 3 (1.1%) 9 (1.7%)
Factor Tofacitinib IL-17Ai1 All

N 269 269 538

Yes 12 (4.5%) 11 (4.1%) 23 (4.3%)
Missing 251 (93.3%) 255 (94.8%) 506 (94.1%)
HCRU Q6 seen alternative HPs?

No 3 (1.1%) 1 (0.4%) 4 (0.7%)
Yes 15 (5.6%) 13 (4.8%) 28 (5.2%)
Missing 251 (93.3%) 255 (94.8%) 506 (94.1%)

FACIT Score, mean (SD)

29.19 (11.83) (n=19)

28.64 (12.19) (n=14)

28.96 (11.80) (n=33)

FACIT Score, median (range)

27.00 (15.00, 48.00) (n=19)

28.00 (6.00, 45.00) (n=14)

27.00 (6.00, 48.00) (n=33)

NSAID

No 138 (51.3%) 132 (49.1%) 270 (50.2%)
Yes 131 (48.7%) 137 (50.9%) 268 (49.8%)
corticosteroid

No 139 (51.7%) 140 (52.0%) 279 (51.9%)
Yes 130 (48.3%) 129 (48.0%) 259 (48.1%)
Number of Prior biologics

0 77 (28.6%) 67 (24.9%) 144 (26.8%)
1 99 (36.8%) 79 (29.4%) 178 (33.1%)
2 36 (13.4%) 68 (25.3%) 104 (19.3%)
3 33 (12.3%) 33 (12.3%) 66 (12.3%)
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>=4 24 (8.9%) 22 (8.2%) 46 (8.6%)
Duration of prior bDMARD (total)

>0 to <12 weeks 7 (2.6%) 0 (0.0%) 7 (1.3%)

12 to <24 weeks 17 (6.3%) 7 (2.6%) 24 (4.5%)
24 to <52 weeks 24 (8.9%) 6 (2.2%) 30 (5.6%)
52 to <76 weeks 12 (4.5%) 11 (4.1%) 23 (4.3%)
76 to <104 weeks 14 (5.2%) 18 (6.7%) 32 (5.9%)
104 weeks or more 46 (17.1%) 63 (23.4%) 109 (20.3%)
N/A (no prior bDMARD) 77 (28.6%) 67 (24.9%) 144 (26.8%)
Missing 72 (26.8%) 97 (36.1%) 169 (31.4%)
Number of Prior cDOMARDs

Factor Tofacitinib IL-17Ai All

N 269 269 538

0 43 (16.0%) 41 (15.2%) 84 (15.6%)
1 59 (21.9%) 88 (32.7%) 147 (27.3%)
2 120 (44.6%) 106 (39.4%) 226 (42.0%)
3 44 (16.4%) 28 (10.4%) 72 (13.4%)
4 2 (0.7%) 6 (2.2%) 8 (1.5%)

5 1 (0.4%) 0 (0.0%) 1 (0.2%)

Prior Methotrexate dose, mean
(SD)

3.22 (3.17) (n=173)

3.27 (3.38) (n=191)

3.25 (3.28) (n=364)

Prior Sulfasalazine dose, mean
(SD)

2018.00 (615.39) (n=28)

1553.71 (1012.10) (n=28)

1785.86 (862.34) (n=56)
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Combination information

With Meth + other 70 (26.0%) 68 (25.3%) 138 (25.7%)
cDMARD

With Methotrexate only 63 (23.4%) 72 (26.8%) 135 (25.1%)
With other cDOMARD 41 (15.2%) 38 (14.1%) 79 (14.7%)
bDMARD monotherapy 95 (35.3%) 91 (33.8%) 186 (34.6%)

Note: Doses displayed are as captured in mgdoseperday field - dosing schedule may vary Note: insufficient information to summarise dose for
previous cDMARDs other than Methotrexate and Sulfasalazine Note: HCRU information and FACIT scores only summarised where >5 patients
in total have this information recorded Note: A window of -3 months to 1.5 months around the index date has been applied. Where there are

multiple readings within this period, readings prior to Index are prioritised, followed by readings that are the closest to the Index date

Table 2iii Clinical Characteristics at Index - Matched Population: Tofacitinib/TNFi groups

Factor

Tofacitinib

TNFi

All

N

256

256

512

Time from symptom
onset(months), mean (SD)

137.71 (116.93) (n=122)

111.38 (85.83) (n=111)

125.17 (103.91) (n=233)

Time from symptom
onset(months), median (range)

94.41 (4.96, 614.60) (n=122)

81.56 (0.66, 414.20) (n=111)

87.84 (0.66, 614.60) (n=233)

Time since first seen(months),
mean (SD)

53.01 (58.84) (n=86)

54.25 (60.49) (n=86)

53.63 (59.50) (n=172)

Time since first seen(months),
median (range)

36.69 (0.00, 280.64) (n=86)

31.28 (0.00, 414.20) (n=86)

35.52(0.00, 414.20) (n=172)

DAS28CRP, mean (SD)

3.79 (1.26) (n=43)

3.52 (1.31) (n=58)

3.63 (1.29) (n=101)

DAS28CRP, median (range)

4.00 (1.50, 6.40) (n=43)

3.35 (1.60, 6.80) (n=58)

3.50 (1.50, 6.80) (n=101)
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DAS28CRP Category

Remission 8 (3.1%) 16 (6.2%) 24 (4.7%)
Low 7(2.7%) 9 (3.5%) 16 (3.1%)
Moderate 22 (8.6%) 28 (10.9%) 50 (9.8%)
High 6 (2.3%) 5(2.0%) 11 (2.1%)
Missing 213 (83.2%) 198 (77.3%) 411 (80.3%)

DAS28CRP(3), mean (SD)

3.52 (1.35) (n=106)

3.50 (1.39) (n=118)

3.51 (1.37) (n=224)

DAS28CRP(3), median (range)

3.43 (1.28, 6.61) (n=106)

3.26 (1.36, 7.10) (n=118)

3.35 (1.28, 7.10) (n=224)

DAS28CRP3 Category

Remission 29 (11.3%) 36 (14.1%) 65 (12.7%)
Low 18 (7.0%) 22 (8.6%) 40 (7.8%)
Moderate 43 (16.8%) 42 (16.4%) 85 (16.6%)
High 16 (6.2%) 18 (7.0%) 34 (6.6%)
Missing 150 (58.6%) 138 (53.9%) 288 (56.2%)

DAS28ESR, mean (SD)

3.61 (1.40) (n=42)

3.29 (1.40) (n=57)

3.42 (1.40) (n=99)

DAS28ESR, median (range)

3.50 (0.50, 6.80) (n=42)

3.10 (0.50, 6.10) (n=57)

3.30 (0.50, 6.80) (n=99)

DAS28ESR Category

Remission 9 (3.5%) 19 (7.4%) 28 (5.5%)

Low 7 (2.7%) 10 (3.9%) 17 (3.3%)

Moderate 20 (7.8%) 21 (8.2%) 41 (8.0%)

High 6 (2.3%) 7 (2.7%) 13 (2.5%)

Missing 214 (83.6%) 199 (77.7%) 413 (80.7%)
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Factor Tofacitinib TNFi All
N 256 256 512
SDAI mean (SD) 19.96 (13.04) (n=41) 17.16 (13.70) (n=58) 18.32 (13.44) (n=99)
SDAI Category
Remission 3(1.2%) 5(2.0%) 8 (1.6%)
Low 8 (3.1%) 16 (6.2%) 24 (4.7%)
Moderate 20 (7.8%) 26 (10.2%) 46 (9.0%)
High 10 (3.9%) 11 (4.3%) 21 (4.1%)
Missing 215 (84.0%) 198 (77.3%) 413 (80.7%)
CDALI mean (SD) 19.25 (13.02) (n=41) 16.71 (13.60) (n=62) 17.72 (13.37) (n=103)
CDAI Category
Remission 3(1.2%) 8 (3.1%) 11 (2.1%)
Low 8 (3.1%) 15 (5.9%) 23 (4.5%)
Moderate 16 (6.2%) 20 (7.8%) 36 (7.0%)
High 14 (5.5%) 19 (7.4%) 33 (6.4%)
Missing 215 (84.0%) 194 (75.8%) 409 (79.9%)
DAPSA, mean (SD) 32.37 (22.41) (n=38) 28.71 (22.34) (n=50) 30.29 (22.31) (n=88)
DAPSA Category
Remission 0 (0.0%) 1 (0.4%) 1 (0.2%)
Low 9 (3.5%) 10 (3.9%) 19 (3.7%)
High 10 (3.9%) 23 (9.0%) 33 (6.4%)
Very High 19 (7.4%) 16 (6.2%) 35 (6.8%)
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Missing

218 (85.2%)

206 (80.5%)

424 (82.8%)

TJC28, mean (SD)

5.67 (6.43) (n=109)

5.89 (7.07) (n=123)

5.79 (6.76) (n=232)

TJC28, median (range)

4.00 (0.00, 24.00) (n=109)

3.00 (0.00, 26.00) (n=123)

3.00 (0.00, 26.00) (n=232)

TJC68, mean (SD)

9.16 (11.88) (n=109)

10.45 (12.85) (n=123)

9.84 (12.39) (n=232)

TJC68, median (range)

5.00 (0.00, 57.00) (n=109)

5.00 (0.00, 58.00) (n=123)

5.00 (0.00, 58.00) (n=232)

SJC28, mean (SD)

5.18 (6.10) (n=109)

5.33 (6.93) (n=123)

5.26 (6.53) (n=232)

SJC28, median (range)

3.00 (0.00, 24.00) (n=109)

2.00 (0.00, 26.00) (n=123)

2.50 (0.00, 26.00) (n=232)

SJC66, mean (SD)

7.64 (9.69) (n=109)

8.63 (11.84) (n=123)

8.16 (10.87) (n=232)

Factor

Tofacitinib

TNFi

All

N

256

256

512

SJC66, median (range)

4.00 (0.00, 56.00) (n=109)

4.00 (0.00, 58.00) (n=123)

4.00 (0.00, 58.00) (n=232)

CRP, mean (SD)

6.53 (7.88) (n=106)

7.37 (14.96) (n=119)

6.98 (12.13) (n=225)

CRP, median (range)

4.45 (0.40, 49.00) (n=106)

4.00 (0.30, 137.00) (n=119)

4.00 (0.30, 137.00) (n=225)

Physician Skin Assessment,
mean (SD)

8.91 (11.37) (n=35)

13.00 (20.88) (n=55)

11.41 (17.83) (n=90)

Physician Skin Assessment,
median (range)

7.00 (0.00, 54.00) (n=35)

6.00 (0.00, 87.00) (n=55)

6.00 (0.00, 87.00) (n=90)

Patient Skin Assessment, mean
(SD)

10.09 (13.78) (n=33)

17.96 (24.33) (n=51)

14.87 (21.09) (n=84)

Patient Skin Assessment,
median (range)

8.00 (0.00, 60.00) (n=33)

7.00 (0.00, 89.00) (n=51)

7.50 (0.00, 89.00) (n=84)

HAQDI13, mean (SD)

0.72 (0.43) (n=11)

0.79 (0.66) (n=9)

0.75 (0.53) (n=20)

HAQDI13, median (range)

0.80 (0.00, 1.30) (n=11)

0.50 (0.00, 2.10) (n=9)

0.65 (0.00, 2.10) (n=20)

HCRU Q1 Dr/nurse visits?
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No 15 (5.9%) 12 (4.7%) 27 (5.3%)
Yes 4 (1.6%) 3 (1.2%) 7 (1.4%)
Missing 237 (92.6%) 241 (94.1%) 478 (93.4%)
HCRU Q2 seen in emergency?
No 0 (0.0%) 2 (0.8%) 2 (0.4%)
Yes 19 (7.4%) 13 (5.1%) 32 (6.2%)
Missing 237 (92.6%) 241 (94.1%) 478 (93.4%)
HCRU Q3 hospitalised?
No 2 (0.8%) 1 (0.4%) 3 (0.6%)
Yes 17 (6.6%) 14 (5.5%) 31 (6.1%)
Missing 237 (92.6%) 241 (94.1%) 478 (93.4%)
HCRU Q4 outpatients operations?
No 3 (1.2%) 3 (1.2%) 6 (1.2%)
Yes 16 (6.2%) 12 (4.7%) 28 (5.5%)
Missing 237 (92.6%) 241 (94.1%) 478 (93.4%)
HCRU Q5 seen allied HPs?
No 6 (2.3%) 5 (2.0%) 11 (2.1%)
Yes 13 (5.1%) 10 (3.9%) 23 (4.5%)
Missing 237 (92.6%) 241 (94.1%) 478 (93.4%)
Factor Tofacitinib TNFi All
N 256 256 512
HCRU Q6 seen alternative HPs?
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No 4 (1.6%) 3 (1.2%) 7 (1.4%)
Yes 15 (5.9%) 12 (4.7%) 27 (5.3%)
Missing 237 (92.6%) 241 (94.1%) 478 (93.4%)
FACIT Score, mean (SD) 29.58 (11.64) (n=20) 34.60 (13.73) (n=15) 31.73 (12.64) (n=35)
FACIT Score, median (range) 28.00 (15.00, 48.00) (n=20) 38.00 (5.00, 50.00) (n=15) 33.00 (5.00, 50.00) (n=35)
NSAID
No 129 (50.4%) 146 (57.0%) 275 (53.7%)
Yes 127 (49.6%) 110 (43.0%) 237 (46.3%)
corticosteroid
No 128 (50.0%) 126 (49.2%) 254 (49.6%)
Yes 128 (50.0%) 130 (50.8%) 258 (50.4%)
Number of Prior biologics
0 77 (30.1%) 79 (30.9%) 156 (30.5%)
1 101 (39.5%) 82 (32.0%) 183 (35.7%)
2 28 (10.9%) 61 (23.8%) 89 (17.4%)
3 27 (10.5%) 20 (7.8%) 47 (9.2%)
>=4 23 (9.0%) 14 (5.5%) 37 (7.2%)
Duration of prior bDMARD (total)
>0 to <12 weeks 5(2.0%) 1 (0.4%) 6 (1.2%)
12 to <24 weeks 15 (5.9%) 4 (1.6%) 19 (3.7%)
24 to <52 weeks 23 (9.0%) 7 (2.7%) 30 (5.9%)
52 to <76 weeks 10 (3.9%) 11 (4.3%) 21 (4.1%)
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76 to <104 weeks 10 (3.9%) 8 (3.1%) 18 (3.5%)
104 weeks or more 42 (16.4%) 49 (19.1%) 91 (17.8%)
N/A (no prior bDMARD) 77 (30.1%) 79 (30.9%) 156 (30.5%)
Missing 74 (28.9%) 97 (37.9%) 171 (33.4%)
Number of Prior cDOMARDs

0 39 (15.2%) 33 (12.9%) 72 (14.1%)
1 57 (22.3%) 75 (29.3%) 132 (25.8%)
Factor Tofacitinib TNFi All

N 256 256 512

2 114 (44.5%) 109 (42.6%) 223 (43.6%)
3 42 (16.4%) 36 (14.1%) 78 (15.2%)
4 3 (1.2%) 3 (1.2%) 6 (1.2%)

5 1 (0.4%) 0 (0.0%) 1 (0.2%)

Prior Methotrexate dose,
mean (SD)

3.40 (4.05) (n=170)

2.69 (1.56) (n=180)

3.04 (3.05) (n=350)

Prior Sulfasalazine dose,
mean (SD)

2037.19 (516.89) (n=27)

1719.61 (993.86) (n=41)

1845.71 (847.29) (n=68)

Combination information

With Meth + other 76 (29.7%) 70 (27.3%) 146 (28.5%)

cDMARD

With Methotrexate only 59 (23.0%) 68 (26.6%) 127 (24.8%)

With other cDMARD 50 (19.5%) 47 (18.4%) 97 (18.9%)
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bDMARD monotherapy 71 (27.7%) 71 (27.7%) 142 (27.7%)

Note: Doses displayed are as captured in mgdoseperday field - dosing schedule may vary Note: insufficient information to summarise dose for
previous cDMARDs other than Methotrexate and Sulfasalazine Note: HCRU information and FACIT scores only summarised where >5 patients
in total have this information recorded Note: A window of -3 months to 1.5 months around the index date has been applied. Where there are

multiple readings within this period, readings prior to Index are prioritised, followed by readings that are the closest to the Index date

Table 2ai Clinical Characteristics at Index - All Eligible patients , Subgroup: Monotherapy

Factor

Tofacitinib

IL-17Ai

TNFi

All

N

139

137

175

451

Time from symptom
onset(months), mean
(SD)

144.37 (110.48) (n=74)

149.87 (101.51) (n=55)

123.40 (111.21) (n=74)

138.22 (108.47) (n=203)

Time from symptom
onset(months), median

(range)

115.06 (4.96, 444.44)
(n=74)

133.14 (2.14, 437.51)
(n=55)

84.04 (9.50, 592.74)
(n=74)

111.24 (2.14, 592.74)
(n=203)

Time since first
seen(months), mean
(SD)

73.80 (64.60) (n=57)

89.03 (76.41) (n=49)

45.57 (40.30) (n=49)

69.69 (64.45) (n=155)

Time since first
seen(months), median

(range)

61.31 (0.00, 312.06)
(n=57)

65.35 (0.00, 271.43)
(n=49)

32.94 (0.00, 159.89)
(n=49)

48.36 (0.00, 312.06)
(n=155)

DAS28CRP, mean (SD)

3.09 (1.39) (n=17)

3.45 (1.70) (n=22)

3.64 (1.70) (n=32)

3.45 (1.62) (n=71)

DAS28CRP, median
(range)

3.10 (1.30, 5.80) (n=17)

3.00 (1.30, 7.30) (n=22)

3.45 (1.40, 6.80) (n=32)

3.10 (1.30, 7.30) (n=71)

DAS28CRP Category

Remission

8 (5.8%)

8 (5.8%)

11 (6.3%)

27 (6.0%)
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Low 2 (1.4%) 4(2.9%) 4(2.3%) 10 (2.2%)
Moderate 5 (3.6%) 6 (4.4%) 11 (6.3%) 22 (4.9%)
High 2 (1.4%) 4(2.9%) 6 (3.4%) 12 (2.7%)
Missing 122 (87.8%) 115 (83.9%) 143 (81.7%) 380 (84.3%)

DAS28CRP(3), mean
(SD)

2.99 (1.43) (n=59)

3.47 (1.65) (n=42)

3.60 (1.49) (n=74)

3.36 (1.52) (n=175)

DAS28CRP(3), median
(range)

2.67 (1.28,7.59) (n=59)

3.09 (1.15, 6.55) (n=42)

3.55 (1.28, 7.10) (n=74)

3.13 (1.15, 7.59) (n=175)

DAS28CRP3 Category

Remission 27 (19.4%) 17 (12.4%) 22 (12.6%) 66 (14.6%)
Low 11 (7.9%) 5 (3.6%) 11 (6.3%) 27 (6.0%)
Moderate 14 (10.1%) 12 (8.8%) 29 (16.6%) 55 (12.2%)
High 7 (5.0%) 8 (5.8%) 12 (6.9%) 27 (6.0%)
Missing 80 (57.6%) 95 (69.3%) 101 (57.7%) 276 (61.2%)

DAS28ESR, mean (SD)

2.59 (1.49) (n=17)

3.49 (1.87) (n=22)

3.53 (1.84) (n=32)

3.29 (1.79) (n=71)

DAS28ESR, median
(range)

2.60 (0.50, 5.50) (n=17)

3.00 (0.60, 6.60) (n=22)

3.75 (0.50, 7.20) (n=32)

2.90 (0.50, 7.20) (n=71)

DAS28ESR Category

Remission 9 (6.5%) 9 (6.6%) 12 (6.9%) 30 (6.7%)

Low 3 (2.2%) 3 (2.2%) 3 (1.7%) 9 (2.0%)

Factor Tofacitinib IL-17Ai TNFi All

N 139 137 175 451

Moderate 4 (2.9%) 4 (2.9%) 9 (5.1%) 17 (3.8%)
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High 1 (0.7%) 6 (4.4%) 8 (4.6%) 15 (3.3%)
Missing 122 (87.8%) 115 (83.9%) 143 (81.7%) 380 (84.3%)
SDAI mean (SD) 14.88 (13.10) (n=16) 18.25 (17.77) (n=22) 19.27 (18.60) (n=33) 17.96 (17.11) (n=71)
SDAI Category
Remission 3 (2.2%) 2 (1.5%) 7 (4.0%) 12 (2.7%)
Low 5 (3.6%) 8 (5.8%) 7 (4.0%) 20 (4.4%)
Moderate 5 (3.6%) 6 (4.4%) 11 (6.3%) 22 (4.9%)
High 3 (2.2%) 6 (4.4%) 8 (4.6%) 17 (3.8%)
Missing 123 (88.5%) 115 (83.9%) 142 (81.1%) 380 (84.3%)
CDALI mean (SD) 14.38 (12.98) (n=16) 18.18 (17.44) (n=23) 18.21 (18.32) (n=35) 17.37 (16.88) (n=74)
CDAI Category
Remission 2 (1.4%) 2 (1.5%) 8 (4.6%) 12 (2.7%)
Low 6 (4.3%) 8 (5.8%) 8 (4.6%) 22 (4.9%)
Moderate 4 (2.9%) 5(3.6%) 7 (4.0%) 16 (3.5%)
High 4 (2.9%) 8 (5.8%) 12 (6.9%) 24 (5.3%)
Missing 123 (88.5%) 114 (83.2%) 140 (80.0%) 377 (83.6%)
DAPSA, mean (SD) 22.82 (16.93) (n=17) 33.48 (29.28) (n=19) 33.48 (33.18) (n=29) 30.70 (28.58) (n=65)
DAPSA Category
Remission 1 (0.7%) 0 (0.0%) 3 (1.7%) 4 (0.9%)
Low 6 (4.3%) 6 (4.4%) 10 (5.7%) 22 (4.9%)
High 4 (2.9%) 5(3.6%) 3 (1.7%) 12 (2.7%)
Very High 6 (4.3%) 8 (5.8%) 13 (7.4%) 27 (6.0%)
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Missing

122 (87.8%)

118 (86.1%)

146 (83.4%)

386 (85.6%)

TJC28, mean (SD)

3.86 (6.37) (n=64)

6.05 (7.66) (n=44)

6.36 (7.49) (n=78)

5.42 (7.22) (n=186)

TJC28, median (range)

2.00 (0.00, 25.00)
(n=64)

2.00 (0.00, 24.00)
(n=44)

4.00 (0.00, 26.00)
(n=78)

2.00 (0.00, 26.00)
(n=186)

TJC68, mean (SD)

6.62 (11.93) (n=64)

10.34 (14.17) (n=44)

10.37 (13.94) (n=78)

9.08 (13.39) (n=186)

TJC68, median (range)

2.00 (0.00, 56.00)
(n=64)

4.00 (0.00, 54.00)
(n=44)

6.00 (0.00, 60.00)
(n=78)

4.00 (0.00, 60.00)
(n=186)

SJC28, mean (SD)

3.41 (5.97) (n=64)

5.30 (7.48) (n=44)

5.94 (7.21) (n=78)

4.91 (6.93) (n=186)

Factor Tofacitinib IL-17A1 TNFi All

N 139 137 175 451

SJC28, median (range) 1.00 (0.00, 25.00) 1.50 (0.00, 24.00) 3.50 (0.00, 26.00) 2.00 (0.00, 26.00)
(n=64) (n=44) (n=78) (n=186)

SJC66, mean (SD)

5.09 (9.98) (n=64)

8.70 (13.51) (n=44)

9.28 (12.78) (n=78)

7.70 (12.16) (n=186)

SJC66, median (range)

2.00 (0.00, 56.00)
(n=64)

3.00 (0.00, 56.00)
(n=44)

5.00 (0.00, 60.00)
(n=78)

2.00 (0.00, 60.00)
(n=186)

CRP, mean (SD)

7.24 (13.90) (n=59)

7.95 (9.57) (n=42)

6.72 (9.05) (n=74)

7.19 (10.98) (n=175)

CRP, median (range)

4.00 (0.40, 99.00)
(n=59)

5.00 (0.00, 51.00)
(n=42)

3.00 (0.30, 40.00)
(n=74)

4.00 (0.00, 99.00)
(n=175)

Physician Skin
Assessment, mean (SD)

14.58 (23.87) (n=19)

14.05 (15.31) (n=19)

19.64 (25.48) (n=36)

16.91 (22.73) (n=74)

Physician Skin
Assessment, median
(range)

5.00 (0.00, 84.00)
(n=19)

10.00 (0.00, 42.00)
(n=19)

9.00 (0.00, 87.00)
(n=36)

7.50 (0.00, 87.00) (n=74)

Patient Skin Assessment,
mean (SD)

15.89 (25.05) (n=18)

17.47 (19.17) (n=15)

20.63 (26.74) (n=30)

18.52 (24.37) (n=63)

Patient Skin Assessment,

4.00 (0.00, 82.00)

10.00 (0.00, 50.00)

7.00 (0.00, 89.00)

5.00 (0.00, 89.00) (n=63)
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median (range) (n=18) (n=15) (n=30)

HAQDI13, mean (SD) . (1) (n=0) 0.90 (0.32) (n=4) 0.32 (0.02) (n=2) 0.71 (0.39) (n=6)
HAQDI13, median . (- 2) (n=0) 0.95 (0.50, 1.20) (n=4) 0.32 (0.30, 0.33) (n=2) 0.65 (0.30, 1.20) (n=6)
(range)

HCRU Q1 Dr/nurse visits?

No 0 (0.0%) 5 (3.6%) 5(2.9%) 10 (2.2%)

Missing 139 (100.0%) 132 (96.4%) 170 (97.1%) 441 (97.8%)

HCRU Q2 seen in emergency?

No 0 (0.0%) 1 (0.7%) 0 (0.0%) 1 (0.2%)

Yes 0 (0.0%) 4 (2.9%) 5(2.9%) 9 (2.0%)

Missing 139 (100.0%) 132 (96.4%) 170 (97.1%) 441 (97.8%)

HCRU Q3 hospitalised?

Yes 0 (0.0%) 5(3.6%) 5(2.9%) 10 (2.2%)

Missing 139 (100.0%) 132 (96.4%) 170 (97.1%) 441 (97.8%)

HCRU Q4 outpatients operations?

No 0 (0.0%) 0 (0.0%) 2 (1.1%) 2 (0.4%)

Yes 0 (0.0%) 5 (3.6%) 3 (1.7%) 8 (1.8%)

Missing 139 (100.0%) 132 (96.4%) 170 (97.1%) 441 (97.8%)

Factor Tofacitinib IL-17A1 TNFi All

N 139 137 175 451

HCRU QS5 seen allied HPs?

No 0 (0.0%) 1 (0.7%) 1 (0.6%) 2 (0.4%)
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Yes 0 (0.0%) 4 (2.9%) 4 (2.3%) 8 (1.8%)

Missing 139 (100.0%) 132 (96.4%) 170 (97.1%) 441 (97.8%)
HCRU Q6 seen alternative HPs?

No 0 (0.0%) 1 (0.7%) 1 (0.6%) 2 (0.4%)

Yes 0 (0.0%) 4 (2.9%) 4 (2.3%) 8 (1.8%)

Missing 139 (100.0%) 132 (96.4%) 170 (97.1%) 441 (97.8%)
FACIT Score, mean . (1) (n=0) 24.00 (12.57) (n=5) 34.64 (11.75) (n=6) 29.80 (12.77) (n=11)
(SD)

FACIT Score, median . (., ) (n=0) 25.00 (6.00, 41.00) 37.42 (14.00, 46.00) 29.00 (6.00, 46.00)
(range) (n=5) (n=6) (n=11)

NSAID

No 82 (59.0%) 72 (52.6%) 112 (64.0%) 266 (59.0%)

Yes 57 (41.0%) 65 (47.4%) 63 (36.0%) 185 (41.0%)
corticosteroid

No 88 (63.3%) 90 (65.7%) 114 (65.1%) 292 (64.7%)

Yes 51 (36.7%) 47 (34.3%) 61 (34.9%) 159 (35.3%)

Number of Prior biologics

0 15 (10.8%) 46 (33.6%) 97 (55.4%) 158 (35.0%)
1 33 (23.7%) 42 (30.7%) 40 (22.9%) 115 (25.5%)
2 37 (26.6%) 22 (16.1%) 18 (10.3%) 77 (17.1%)
3 25 (18.0%) 12 (8.8%) 9 (5.1%) 46 (10.2%)
>=4 29 (20.9%) 15 (10.9%) 11 (6.3%) 55 (12.2%)
Duration of prior bDMARD (total)
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>() to <12 weeks 5(3.6%) 0 (0.0%) 0 (0.0%) 5(1.1%)

12 to <24 weeks 11 (7.9%) 4 (2.9%) 1 (0.6%) 16 (3.5%)

24 to <52 weeks 18 (12.9%) 5(3.6%) 5(2.9%) 28 (6.2%)

52 to <76 weeks 11 (7.9%) 6 (4.4%) 4 (2.3%) 21 (4.7%)

76 to <104 weeks 8 (5.8%) 8 (5.8%) 7 (4.0%) 23 (5.1%)

104 weeks or more 43 (30.9%) 42 (30.7%) 29 (16.6%) 114 (25.3%)

N/A (no prior 15 (10.8%) 46 (33.6%) 97 (55.4%) 158 (35.0%)

bDMARD)

Factor Tofacitinib IL-17Ai TNFi All

N 139 137 175 451

Missing 28 (20.1%) 26 (19.0%) 32 (18.3%) 86 (19.1%)

Number of Prior cDMARDs

0 36 (25.9%) 52 (38.0%) 63 (36.0%) 151 (33.5%)

1 26 (18.7%) 31 (22.6%) 32 (18.3%) 89 (19.7%)

2 52 (37.4%) 40 (29.2%) 55 (31.4%) 147 (32.6%)

3 23 (16.5%) 11 (8.0%) 25 (14.3%) 59 (13.1%)

4 2 (1.4%) 3 (2.2%) 0 (0.0%) 5(1.1%)

Prior Methotrexate dose, | 2.78 (0.63) (n=80) 2.62 (0.97) (n=67) 3.05 (2.82) (n=88) 2.84 (1.84) (n=235)

mean (SD)

Prior Sulfasalazine dose, | 1958.33 (689.48) (n=12) | 875.00 (1246.42) (n=8) | 1625.17 (1085.72) 1579.64 (1067.04)

mean (SD) (n=24) (n=44)

Combination information

bDMARD 139 (100.0%) 137 (100.0%) 175 (100.0%) 451 (100.0%)
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monotherapy

Note: Doses displayed are as captured in mgdoseperday field - dosing schedule may vary Note: insufficient information to summarise dose for
previous cDMARDs other than Methotrexate and Sulfasalazine Note: HCRU information and FACIT scores only summarised where >5 patients
in total have this information recorded Note: A window of -3 months to 1.5 months around the index date has been applied. Where there are
multiple readings within this period, readings prior to Index are prioritised, followed by readings that are the closest to the Index date

Table 2aii Clinical Characteristics at Index - Matched Population: Tofacitinib/IL-17Ai groups , Subgroup: Monotherapy

Factor Tofacitinib IL-17Ai All
N 95 91 186
Time from symptom 144.50 (117.64) (n=54) 167.31 (102.86) (n=38) 153.92 (111.75) (n=92)
onset(months), mean (SD)
Time from symptom 115.06 (4.96, 444.44) (n=54) 155.33 (22.06, 437.51) (n=38) 127.35 (4.96, 444.44) (n=92)
onset(months), median (range)
Time since first seen(months), | 72.54 (72.20) (n=40) 104.07 (79.52) (n=33) 86.79 (76.70) (n=73)
mean (SD)
Time since first seen(months), | 48.60 (0.00, 312.06) (n=40) 77.61 (0.00, 271.43) (n=33) 61.31 (0.00, 312.06) (n=73)
median (range)
DAS28CRP, mean (SD) 3.04 (1.56) (n=10) 3.74 (1.71) (n=18) 3.49 (1.66) (n=28)
DAS28CRP, median (range) 2.80 (1.30, 5.80) (n=10) 3.35(1.30, 7.30) (n=18) 3.10 (1.30, 7.30) (n=28)
DAS28CRP Category
Remission 5(5.3%) 5(5.5%) 10 (5.4%)
Low 1(1.1%) 4 (4.4%) 5(2.7%)
Moderate 3(3.2%) 5(5.5%) 8 (4.3%)
High 1(1.1%) 4 (4.4%) 5(2.7%)
Missing 85 (89.5%) 73 (80.2%) 158 (84.9%)
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DAS28CRP(3), mean (SD)

3.18 (1.57) (n=40)

3.40 (1.53) (n=30)

3.28 (1.54) (n=70)

DAS28CRP(3), median (range)

3.08 (1.28, 7.59) (n=40)

3.03 (1.15, 6.55) (n=30)

3.07 (1.15, 7.59) (n=70)

DAS28CRP3 Category

Remission 16 (16.8%) 13 (14.3%) 29 (15.6%)
Low 9 (9.5%) 4 (4.4%) 13 (7.0%)
Moderate 8 (8.4%) 9 (9.9%) 17 (9.1%)
High 7 (7.4%) 4 (4.4%) 11 (5.9%)
Missing 55 (57.9%) 61 (67.0%) 116 (62.4%)

DAS28ESR, mean (SD)

2.66 (1.67) (n=10)

3.84 (1.84) (n=18)

3.42 (1.85) (n=28)

DAS28ESR, median (range)

2.65 (0.50, 5.50) (n=10)

3.75 (0.80, 6.60) (n=18)

3.00 (0.50, 6.60) (n=28)

DAS28ESR Category

Remission 5(5.3%) 6 (6.6%) 11 (5.9%)

Low 2 (2.1%) 2 (2.2%) 4 (2.2%)

Moderate 2 (2.1%) 4 (4.4%) 6 (3.2%)

High 1 (1.1%) 6 (6.6%) 7 (3.8%)

Missing 85 (89.5%) 73 (80.2%) 158 (84.9%)

Factor Tofacitinib IL-17Ai All

N 95 91 186

SDAI mean (SD) 14.53 (14.87) (n=10) 20.98 (18.54) (n=18) 18.68 (17.32) (n=28)

SDAI Category

Remission 2 (2.1%) 1 (1.1%) 3 (1.6%)

Low 4 (4.2%) 6 (6.6%) 10 (5.4%)
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Moderate 2 (2.1%) 5(5.5%) 7 (3.8%)

High 2 (2.1%) 6 (6.6%) 8(4.3%)

Missing 85 (89.5%) 73 (80.2%) 158 (84.9%)

CDALI mean (SD) 14.09 (14.73) (n=10) 20.85 (18.06) (n=19) 18.52 (17.03) (n=29)
CDALI Category

Remission 1(1.1%) 1(1.1%) 2 (1.1%)

Low 5(5.3%) 6 (6.6%) 11 (5.9%)
Moderate 1(1.1%) 4 (4.4%) 52.7%)

High 3 (3.2%) 8 (8.8%) 11 (5.9%)

Missing 85 (89.5%) 72 (79.1%) 157 (84.4%)
DAPSA, mean (SD) 20.79 (18.67) (n=10) 37.81 (30.03) (n=16) 31.26 (27.17) (n=26)
DAPSA Category

Remission 1(1.1%) 0 (0.0%) 1 (0.5%)

Low 4 (4.2%) 3 (3.3%) 7 (3.8%)

High 2 (2.1%) 5(5.5%) 7 (3.8%)

Very High 3 (3.2%) 8 (8.8%) 11 (5.9%)

Missing 85 (89.5%) 75 (82.4%) 160 (86.0%)

TJC28, mean (SD)

4.86 (7.30) (n=44)

5.58 (7.25) (n=31)

5.16 (7.24) (n=75)

TJC28, median (range)

2.00 (0.00, 25.00) (n=44)

2.00 (0.00, 24.00) (n=31)

2.00 (0.00, 25.00) (n=75)

TJC68, mean (SD)

7.89 (13.72) (n=44)

9.42 (13.02) (n=31)

8.52 (13.37) (n=75)

TJC68, median (range)

2.00 (0.00, 56.00) (n=44)

4.00 (0.00, 45.00) (n=31)

3.00 (0.00, 56.00) (n=75)

SJC28, mean (SD)

4.50 (6.88) (n=44)

4.65 (6.63) (n=31)

4.56 (6.73) (n=75)
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SJC28, median (range)

2.00 (0.00, 25.00) (n=44)

1.00 (0.00, 24.00) (n=31)

2.00 (0.00, 25.00) (n=75)

SJC66, mean (SD)

6.70 (11.65) (n=44)

7.35 (11.37) (n=31)

6.97 (11.46) (n=75)

SJC66, median (range)

2.00 (0.00, 56.00) (n=44)

3.00 (0.00, 45.00) (n=31)

2.00 (0.00, 56.00) (n=75)

CRP, mean (SD)

7.48 (15.98) (n=40)

8.76 (10.30) (n=30)

8.03 (13.76) (n=70)

CRP, median (range)

4.00 (0.40, 99.00) (n=40)

5.50 (0.00, 51.00) (n=30)

4.90 (0.00, 99.00) (n=70)

Factor

Tofacitinib

IL-17Ai

All

N

95

91

186

Physician Skin Assessment,
mean (SD)

9.83 (14.63) (n=12)

14.40 (15.81) (n=15)

12.37 (15.18) (n=27)

Physician Skin Assessment,
median (range)

4.00 (0.00, 50.00) (n=12)

10.00 (0.00, 42.00) (n=15)

5.00 (0.00, 50.00) (n=27)

Patient Skin Assessment, mean
(SD)

9.30 (15.79) (n=10)

20.17 (20.09) (n=12)

15.23 (18.68) (n=22)

Patient Skin Assessment,
median (range)

1.50 (0.00, 50.00) (n=10)

17.50 (0.00, 50.00) (n=12)

6.50 (0.00, 50.00) (n=22)

HAQDI13, mean (SD) . () (n=0) 1.03 (0.21) (n=3) 1.03 (0.21) (n=3)
HAQDI13, median (range) (., ) (n=0) 1.10 (0.80, 1.20) (n=3) 1.10 (0.80, 1.20) (n=3)
HCRU Q1 Dr/nurse visits?

No 0 (0.0%) 4 (4.4%) 4 (2.2%)

Missing 95 (100.0%) 87 (95.6%) 182 (97.8%)

HCRU Q2 seen in emergency?

No 0 (0.0%) 1 (1.1%) 1 (0.5%)

Yes 0 (0.0%) 3 (3.3%) 3 (1.6%)

Missing 95 (100.0%) 87 (95.6%) 182 (97.8%)
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HCRU Q3 hospitalised?

Yes 0 (0.0%) 4 (4.4%) 4 (2.2%)
Missing 95 (100.0%) 87 (95.6%) 182 (97.8%)
HCRU Q4 outpatients operations?

Yes 0 (0.0%) 4 (4.4%) 4 (2.2%)

Missing 95 (100.0%) 87 (95.6%) 182 (97.8%)
HCRU QS5 seen allied HPs?
No 0 (0.0%) 1 (1.1%) 1 (0.5%)
Yes 0 (0.0%) 3 (3.3%) 3 (1.6%)
Missing 95 (100.0%) 87 (95.6%) 182 (97.8%)
HCRU Q6 seen alternative HPs?
No 0 (0.0%) 1 (1.1%) 1 (0.5%)
Yes 0 (0.0%) 3 (3.3%) 3 (1.6%)
Missing 95 (100.0%) 87 (95.6%) 182 (97.8%)
FACIT Score, mean (SD) . (1) (n=0) 23.25 (14.38) (n=4) 23.25 (14.38) (n=4)
FACIT Score, median (range) . (,) (m=0) 23.00 (6.00, 41.00) (n=4) 23.00 (6.00,41.00) (n=4)
NSAID
No 57 (60.0%) 52 (57.1%) 109 (58.6%)
Factor Tofacitinib IL-17Ai All
N 95 91 186
Yes 38 (40.0%) 39 (42.9%) 77 (41.4%)
corticosteroid
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No 62 (65.3%) 59 (64.8%) 121 (65.1%)
Yes 33 (34.7%) 32 (35.2%) 65 (34.9%)

Number of Prior biologics

0

15 (15.8%)

15 (16.5%)

30 (16.1%)

1 33 (34.7%) 27 (29.7%) 60 (32.3%)
2 19 (20.0%) 22 (24.2%) 41 (22.0%)
3 13 (13.7%) 12 (13.2%) 25 (13.4%)
>=4 15 (15.8%) 15 (16.5%) 30 (16.1%)
Duration of prior bDMARD (total)

>0 to <12 weeks 3 (3.2%) 0 (0.0%) 3 (1.6%)
12 to <24 weeks 9(9.5%) 4 (4.4%) 13 (7.0%)
24 to <52 weeks 12 (12.6%) 3 (3.3%) 15 (8.1%)
52 to <76 weeks 5(5.3%) 5(5.5%) 10 (5.4%)
76 to <104 weeks 7 (7.4%) 6 (6.6%) 13 (7.0%)
104 weeks or more 24 (25.3%) 35 (38.5%) 59 (31.7%)

N/A (no prior bDMARD) 15 (15.8%) 15 (16.5%) 30 (16.1%)
Missing 20 (21.1%) 23 (25.3%) 43 (23.1%)
Number of Prior cDMARDs

0 30 (31.6%) 28 (30.8%) 58 (31.2%)
1 14 (14.7%) 22 (24.2%) 36 (19.4%)
2 35 (36.8%) 30 (33.0%) 65 (34.9%)
3 15 (15.8%) 8 (8.8%) 23 (12.4%)
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4

1(1.1%)

3 (3.3%)

4(2.2%)

Prior Methotrexate dose, mean
(SD)

2.83 (0.66) (n=46)

2.63 (1.04) (n=51)

2.72 (0.88) (n=97)

Prior Sulfasalazine dose, mean
(SD)

2055.56 (726.48) (n=9)

1250.00 (1500.00) (n=4)

1807.69 (1031.55) (n=13)

Combination information

bDMARD monotherapy

95 (100.0%)

91 (100.0%)

186 (100.0%)

Note: Doses displayed are as captured in mgdoseperday field - dosing schedule may vary Note: insufficient information to summarise dose for
previous cDMARDs other than Methotrexate and Sulfasalazine
Note: HCRU information and FACIT scores only summarised where >5 patients in total have this information recorded Note: A window of -3
months to 1.5 months around the index date has been applied. Where there are multiple readings within this period, readings prior to Index are

prioritised, followed by readings that are the closest to the Index date

Table 2aiii Clinical Characteristics at Index - Matched Population: Tofacitinib/TNFi groups , Subgroup: Monotherapy

Factor

Tofacitinib

TNFi

All

N

71

71

142

Time from symptom
onset(months), mean (SD)

136.38 (121.05) (n=43)

120.87 (76.04) (n=35)

129.42 (102.99) (n=78)

Time from symptom
onset(months), median (range)

89.05 (4.96, 444.44) (n=43)

102.70 (10.95, 310.55) (n=35)

95.23 (4.96, 444.44) (n=78)

Time since first seen(months),
mean (SD)

56.39 (58.45) (n=30)

65.27 (44.49) (n=20)

59.94 (52.99) (n=50)

Time since first seen(months),
median (range)

29.90 (0.00, 202.47) (n=30)

48.96 (4.27, 159.89) (n=20)

42.54 (0.00, 202.47) (n=50)

DAS28CRP, mean (SD)

3.40 (1.54) (n=8)

3.32 (1.50) (n=13)

3.35 (1.47) (n=21)

DAS28CRP, median (range)

3.25 (1.50, 5.80) (n=8)

2.80 (1.60, 6.80) (n=13)

3.00 (1.50, 6.80) (n=21)
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DAS28CRP Category

Remission 3 (4.2%) 5(7.0%) 8 (5.6%)
Low 1 (1.4%) 3 (4.2%) 4 (2.8%)
Moderate 3 (4.2%) 4 (5.6%) 7 (4.9%)
High 1 (1.4%) 1 (1.4%) 2 (1.4%)
Missing 63 (88.7%) 58 (81.7%) 121 (85.2%)

DAS28CRP(3), mean (SD)

3.13 (1.47) (n=29)

3.36 (1.42) (n=36)

3.26 (1.44) (n=65)

DAS28CRP(3), median (range)

3.09 (1.28, 6.04) (n=29)

3.07 (1.53, 7.10) (n=36)

3.09 (1.28, 7.10) (n=65)

DAS28CRP3 Category

Remission 12 (16.9%) 13 (18.3%) 25 (17.6%)
Low 6 (8.5%) 8 (11.3%) 14 (9.9%)
Moderate 6 (8.5%) 12 (16.9%) 18 (12.7%)
High 5 (7.0%) 3 (4.2%) 8 (5.6%)
Missing 42 (59.2%) 35 (49.3%) 77 (54.2%)

DAS28ESR, mean (SD)

3.01 (1.70) (n=8)

2.91 (1.45) (n=13)

2.95 (1.51) (n=21)

DAS28ESR, median (range)

2.90 (0.50, 5.50) (n=8)

2.90 (0.50, 5.30) (n=13)

2.90 (0.50, 5.50) (n=21)

DAS28ESR Category

Remission 3 (4.2%) 5(7.0%) 8 (5.6%)
Low 2 (2.8%) 3 (4.2%) 5 (3.5%)
Moderate 2 (2.8%) 4 (5.6%) 6 (4.2%)
High 1 (1.4%) 1 (1.4%) 2 (1.4%)
Missing 63 (88.7%) 58 (81.7%) 121 (85.2%)
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Factor Tofacitinib TNFi All

N 71 71 142

SDAI mean (SD) 17.08 (15.71) (n=8) 14.87 (15.53) (n=14) 15.68 (15.26) (n=22)
SDAI Category

Remission 1 (1.4%) 2 (2.8%) 3(2.1%)

Low 3 (4.2%) 5(7.0%) 8 (5.6%)
Moderate 2 (2.8%) 5(7.0%) 7 (4.9%)

High 2 (2.8%) 2 (2.8%) 4 (2.8%)

Missing 63 (88.7%) 57 (80.3%) 120 (84.5%)

CDAI, mean (SD) 16.55 (15.62) (n=8) 14.18 (15.29) (n=16) 14.97 (15.10) (n=24)
CDAI Category

Remission 1 (1.4%) 4 (5.6%) 5(3.5%)

Low 3 (4.2%) 5(7.0%) 8 (5.6%)
Moderate 1 (1.4%) 3 (4.2%) 4 (2.8%)

High 3 (4.2%) 4 (5.6%) 7 (4.9%)

Missing 63 (88.7%) 55 (77.5%) 118 (83.1%)
DAPSA, mean (SD) 24.24 (19.38) (n=8) 26.68 (26.38) (n=12) 25.70 (23.30) (n=20)
DAPSA Category

Low 3 (4.2%) 6 (8.5%) 9 (6.3%)

High 2 (2.8%) 2 (2.8%) 4 (2.8%)

Very High 3 (4.2%) 4 (5.6%) 7 (4.9%)

Missing 63 (88.7%) 59 (83.1%) 122 (85.9%)
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TJC28, mean (SD)

4.71 (6.79) (n=31)

4.69 (5.96) (n=39)

4.70 (6.29) (n=70)

TJC28, median (range)

2.00 (0.00, 24.00) (n=31)

2.00 (0.00, 26.00) (n=39)

2.00 (0.00, 26.00) (n=70)

TJC68, mean (SD)

7.29 (12.28) (n=31)

7.18 (9.81) (n=39)

7.23 (10.89) (n=70)

TJC68, median (range)

2.00 (0.00, 56.00) (n=31)

3.00 (0.00, 38.00) (n=39)

2.50 (0.00, 56.00) (n=70)

SJC28, mean (SD)

4.94 (7.01) (n=31)

4.62 (6.04) (n=39)

4.76 (6.44) (n=70)

SJC28, median (range)

2.00 (0.00, 24.00) (n=31)

2.00 (0.00, 26.00) (n=39)

2.00 (0.00, 26.00) (n=70)

SJC66, mean (SD)

7.55 (12.32) (n=31)

6.97 (9.71) (n=39)

7.23 (10.87) (n=70)

SJC66, median (range)

2.00 (0.00, 56.00) (n=31)

2.00 (0.00, 36.00) (n=39)

2.00 (0.00, 56.00) (n=70)

CRP, mean (SD)

5.25 (6.49) (n=29)

6.34 (7.64) (n=36)

5.86 (7.12) (n=65)

CRP, median (range)

4.00 (0.40, 31.00) (n=29)

4.45 (0.30, 39.00) (n=36)

4.00 (0.30, 39.00) (n=65)

Physician Skin Assessment, mean
(SD)

6.80 (7.84) (n=10)

24.35 (30.51) (n=17)

17.85 (25.86) (n=27)

Factor

Tofacitinib

TNFi

All

N

71

71

142

Physician Skin Assessment,
median (range)

4.00 (0.00, 20.00) (n=10)

8.00 (0.00, 87.00) (n=17)

5.00 (0.00, 87.00) (n=27)

Patient Skin Assessment, mean
(SD)

5.38 (7.35) (n=8)

31.79 (32.78) (n=14)

22.18 (29.19) (n=22)

Patient Skin Assessment, median
(range)

1.50 (0.00, 20.00) (n=8)

23.00 (0.00, 89.00) (n=14)

7.50 (0.00, 89.00) (n=22)

HAQDI3, mean (SD) . () (n=0) 0.33 () (n=1) 0.33 () (n=1)
HAQDI13, median (range) (., ) (n=0) 0.33 (0.33, 0.33) (n=1) 0.33 (0.33, 0.33) (n=1)
NSAID
No 42 (59.2%) 50 (70.4%) 92 (64.8%)
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Yes 29 (40.8%) 21 (29.6%) 50 (35.2%)
corticosteroid

No 46 (64.8%) 47 (66.2%) 93 (65.5%)
Yes 25 (35.2%) 24 (33.8%) 49 (34.5%)

Number of Prior biologics

0 15 (21.1%) 16 (22.5%) 31 (21.8%)
1 33 (46.5%) 23 (32.4%) 56 (39.4%)
2 8 (11.3%) 16 (22.5%) 24 (16.9%)
3 7 (9.9%) 6 (8.5%) 13 (9.2%)
>=4 8 (11.3%) 10 (14.1%) 18 (12.7%)
Duration of prior bDMARD (total)
>0 to <12 weeks 1(1.4%) 0 (0.0%) 1 (0.7%)
12 to <24 weeks 7 (9.9%) 1 (1.4%) 8 (5.6%)
24 to <52 weeks 10 (14.1%) 4 (5.6%) 14 (9.9%)
52 to <76 weeks 4 (5.6%) 3 (4.2%) 7 (4.9%)
76 to <104 weeks 3 (4.2%) 3 (4.2%) 6 (4.2%)
104 weeks or more 15 (21.1%) 25 (35.2%) 40 (28.2%)
N/A (no prior bDMARD) 15 (21.1%) 16 (22.5%) 31 (21.8%)
Missing 16 (22.5%) 19 (26.8%) 35 (24.6%)
Number of Prior cDOMARDs
0 25 (35.2%) 16 (22.5%) 41 (28.9%)
1 10 (14.1%) 13 (18.3%) 23 (16.2%)
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2 25 (35.2%) 32 (45.1%) 57 (40.1%)

3 10 (14.1%) 10 (14.1%) 20 (14.1%)
Factor Tofacitinib TNFi All

N 71 71 142

4 1 (1.4%) 0 (0.0%) 1 (0.7%)

Prior Methotrexate dose, mean | 2.86 (0.63) (n=34) 2.94 (2.72) (n=45) 2.90 (2.08) (n=79)
(SD)

Prior Sulfasalazine dose, mean | 2142.86 (377.96) (n=7) 1889.33 (780.53) (n=9) 2000.25 (631.61) (n=16)
(SD)

Combination information

bDMARD monotherapy 71 (100.0%) 71 (100.0%) 142 (100.0%)

Note: Doses displayed are as captured in mgdoseperday field - dosing schedule may vary Note: insufficient information to summarise dose for
previous cDMARDs other than Methotrexate and Sulfasalazine Note: HCRU information and FACIT scores only summarised where >5 patients
in total have this information recorded Note: A window of -3 months to 1.5 months around the index date has been applied. Where there are
multiple readings within this period, readings prior to Index are prioritised, followed by readings that are the closest to the Index date

PFIZER CONFIDENTIAL

Page 139 of 142









Xeljanz® (Tofacitinib Citrate)
A3921398 NON-INTERVENTIONAL FINAL STUDY REPORT,
14 July 2022

ANNEX 1. LIST OF STAND ALONE DOCUMENTS

Number Document Date Title
reference
number
Number 1 Not applicable | 19 July 2022 | Abstract: Real-world evaluation of

effectiveness, persistence and usage
patterns of tofacitinib in treatment of
psoriatic arthritis in Australia.

ANNEX 2. ENCEPP CHECKLIST FOR STUDY PROTOCOLS
Not required.

ANNEX 3. ADDITIONAL INFORMATION
Not applicable.
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