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Serum cytokines and steroidal hormones in
polymyalgia rheumatica and elderly-onset
rheumatoid arthritis
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Supplementary Table 1. Glucocorticoid taper schedule

Glucocorticoid (Prednisone/Prednisolone) Dose,
Dose at ma/day

Baseline® 15 14 13 12 11 10

Week 1 15 14 13 12 11 10

Week 2 15 14 13 12 11

Week 3 12 12 12 10 10

Week 4 10 10 10 10

Week 5 10 10 10
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Week 23

Week 24 0 0 0

% At baseline, patients took the same dose of glucocorticoid they had been taking
before the baseline visit, rounded up to the nearest 1 mg, to a maximum of 15 mg.
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Methods: Participants
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Table 1. Baseline demographics and disease characteristics (full analysis set)”
ABBV-154
Placebo 40 mg 150 mg 340 mg
Characteristic (n =50) (n=42) (n=45) (n=44)
Female.n (98) - - — 334660 ____ 20(Z14) ____ 25(856) . ___ 29.(659)
Age, y, mean + SD 71.0+72 67.5+ 8.0 69.8+83 69.1+6.2
27 2 I
White 42 (84.0) 37 (88.1) 41 (91.1) 39 (88.6)
Asian 8(16.0) 5(11.9) 4(89) 5(11.4)
Hispanic or Lating, n (%) 1(2.0) 0 2(44) 2(4.5)
BMI, mean + SD 282+55 284+55 279+45 29.1+51
Duration of PMR, y, median (range) ________ 20(0.2-22.7) ___12(03-105)___13(03-11.3)___18(03-120_
Time since last PMR flare,” n (%) 49 40 45 44
<12 wk 27 (55.1) 23 (57.5) 25 (55.6) 31(70.5)
>12 wk 22 (44.9) 17 (42.5) 20 (44.4) 13(29.5)
hsCRP + mg/L, mean + SD 86144 50+85 44+69 52+130
ESR + mm/h, mean = SD 2512172 227 +17.6 17.6 £ 14.1 189 +15.2
_Glucocorticoid dose (mg/day),! mean+SD_____92(38) _____¢ 95(34)_______ 9135)_ ______ 9533)
Duration of prior glucocorticoid treatment
for PMR, n (%)
<1y 16 (32.0) 17 (40.5) 18 (40.0) 19(43.2
>y 34 (68.0) 25 (59.5) 27 (60.0) 25(56.8
Prior bDMARDs and/or csDMARDS, n (%)
bDMARD" D 1(24) 0 2(4.5)
SSDMARDY e 16320 - J54357) ____ 0(222) o LL3E86L_
Pain NRS, mean = SD; n 34+26;49 30+28 29124, 44 32+27;43
Stiffness NRS, mean + SD; n 20+£1.9;26 23+25;24 3.1+£20;29 26+26;22
HAQ-DI, mean +SD; n 0.7+ 0.6;49 0.7 +0.6; 40 06 +06;41 0.7 £0.6; 41

FEITOFEIZE . ZEH60%TERE

R IEPREN ~24F

GCIF9mgiE E Nk

csDMARDsZ3ZIF2ENREHY



Results: Primary End Point
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Weeks
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A Censored
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Numper of Patianda at Rigk (With Events)
Placebo S0(0) 433) 40[10) 32(17) 25(22) 16(28) 10(32} =(32) 7(32} 7T(32Z) 6(32) A(33) #33) 433

ABBV-154 40 mg EOW  42(0) 42(0) 37(4) 38(5) 39 21(13) 14017 13(7) 117 &®18) 7(18) 6(16) 6(18) 5(18)
ABBV-154 150 mg EOW  45(0) 431) 42(2) 35(8) 330} 23(12) 19(34) 14(13) 14(18) 1018} B(18} 3(1E} B(18) 418}
ABBV16E 340 mg EOW  44(0) 4440) 42(2) 33(3) 34(5) 27(7) 22(8) 20i8) 19(8) 15(8) 14(8) N9 78 58
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Responder Rate, % (95% CI)
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A Cumulative Glucocorticoid Dose at Week 24 B Change From Baseline in Glucocorticoid Dose at Week 24
= * %
o 1250+ * % n =36 n=28 n=29 n=30
= n. T [
= O
e £
£ 1000 : 8 ‘-3 2
r
o 984.6 § B
Q =
) U]
o 750 823.4 c § -
3 22 5.0
S 500 L t\“; 6 6.6
= il
C 5 E |
W
Q250 v 2 -8 |
g 20 *
= 2
= 0 x d | O 10 ok k
© n=36 n =28
* % %
| Placebo ABBV-154 150 mg Q2W
| Placebo I ~BBV-154 150 mg Q2w — L
) | ABBV-154 40 mg Q2W [ ~ABBV-154 340 mg Q2W
10 ABBV-154 40 mg Q2W . ABBV-154 340 mg Q2W T

LEFTHOGCREZ. 1HH-YDCC=LLITED



i
%;;E;

Results:

ABBV-154
Placebo 40 mg 150 mg 340 mg
TEAE, n (%) (n=50) (n=42) (n=45) (n=44)
Safety overview

AWTEAE oo AL(820) __32(762) __ 39867 ___41(932)

COVID-19-related TEAE 9(18.0) 9(21.4) 5(11.1) 7 (15.9)

TEAE with reasonable possibility of being drug related 17(34.0) 15(35.7) 21(46.7) 29(65.9)

Grade =3 TEAE 9(18.0) 6(143) 7 (15.6) 8(18.2)

SAE 8(16.0) 5(119) 8(17.8) G (20.5)

TEAE leading to study drug discontinuation 3(6.0) 1(24) 1(2.2) 7 (15.9)

TEAE leading to death 0 0 0 0
Most common TEAEs®

COVID-19 9(18.0) 9(21.4) 5(11.1) 7 (15.9)

Nasopharyngitis 3(6.0) 4(9.5) 4(8.9) 7(159)

Arthralgia 3(6.0) 4(9.5) 6(133) 3(6.8)

Urinary tract infection 5(10.0) 3(7.1) 2(4.4) 7 (15.9)

Headache 2(4.0) 3(7.1) 4(8.9) 4(9.1)

Fatigue 2(4.0) 3(7.1) 4(8.9) 2(45)

Hypertension 5(10.0) 1(24) 4(8.9) 3(6.8)

Nausea 2(4.0) 3(7.1) 2(44) 3(6.8)

Pneumonia 0 2(4.8) 1(22) 5(11.4)

Contusion 0 2(4.8) 2(4.4) 3(6.8)

Diarrhea 4(8.0) 2 (4.8) 2(44) 3(6.8)

Injection site erythema 0 2(4.8) 3(6.7) 2(45)

Rash 2(4.0) 2(4.8) 2(4.4) 3(6.8)

Upper respiratory tract infection 2(4.0) 2(4.8) 3(6.7) 2(45)

AEs of special interest
Serious infections_ ____ _ o el 20 _124) 262 ____6(139)
Serious infections excluding COVID-19-related AEs 1(2.0) 1(2.4) 3(6.7) 6(13.6)
Opportunistic infections 0 0 0 0 ——
Active TB 0 0 0 0 > ==3 1 K3 ~
Hypersensitivity reactions 4(8.0) 4 (9.5) 8(17.8) 7 (159) o AB BV-1 54 E¥-C:E)ﬁ %=&% ‘iﬁ%( z 1t7:5~ L/

Serious allergic reactions 0 0 0 0
Malignancies 0 2(4.8) 2(44) 2(45)

Malignancies excluding NMSC 0 0 0 2 (45"

NMSC 0 2(4.8) 2(44) 0 = I —f &

oo oo« BEITRARIEIXABBV-154 340mg#E T M
Adjudicated systemic glucocorticoid side effects 1(2.0) 3(7.1) 1(22) 1(23) —— s =
Adrenal insufficiency 0 0 0 0
latrogenic Cushing syndrome 0 0 0 1(23)



Discussion

* ABBV-154[3GCRETEAHAREMEZE T IZ

thinl

s GCEEDEEEZZRNFLITACENEFIN=A ., EEIZIE R
LZah-ot=

» FREEEHT TABBV-154 LB F A EBICHEARTHRLERR Ty
MoT=1=8 . RCT%sponsorh f i




Limitation
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