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Safety and efficacy of secukinumab in patients with giant
cell arteritis (TitAIN): a randomised, double-blind, placebo-

controlled, phase 2 trial
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GCA phase3
ORIGINAL ARTICLE GCAptAI N (2026)

Secukinumab for Giant Cell Arteritis _
[NEJM Evid. 2026:5(7): EVID0a2600112.]
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23+24 1 0
25-52 0 0
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Table 1. Demographic and Disease Characteristics at Baseline.*

Secukinumab, Secukinumab,
300 mg 150 mg Placebo
Characteristic (N=127) (N=127) (N=127)
Age —yr 69.9+8.04 70.3+7.57 69.8+9.03
Female sex— no. (36) 96 (75.6) 86 (67.7) 86 (67.7)
Weight — kg 76.0+16.2 75.7+17.2 73.6x17.2
Body-mass index{ 28.7+5.7 28.2+5.2 27.315.7
Race or ethnic group — no. (%)%
White 92 (72.4) 88 (69.3) 85 (66.9)
Asian 16 (12.6) 16 (12.6) 17 (13.4)
Other 19 (15.0) 23 (18.1) 25 (19.7)
Hispanic or Latino ethnic group — no. (%)%
Yes 18 (14.2) 16 (12.6) 19 (15.0)
No 90 (70.9) 98 (77.2) 87 (68.5)
Not reported or unknown 19 (15.0) 13 (10.2) 21 (16.5)
Signs and symptoms of active polymyalgia 107 (84.3) 111 (37.4) 110 (86.6)
rheumatica — no. (%)
Previous polymyalgia rheumatica relapses
— no. (%)
1 64 (50.4) 51 (40.2) 54 (42.5)
>1 62 (48.3) 76 (59.8) 73 (57.5)
Missing data 1(0.8) 0 0
Starting prednisone dose at baseline
— no. (%)
10 mg 88 (69.3) 87 (68.5) 92 (72.4)
15 mg 38 (29.9) 39 (30.7) 35 (27.6)
Missing data 1(0.8) 1(0.8) 0
High-sensitivity C-reactive protein level 9.8+17.8 8.2+13.1 7.1x12.2
— mg/liter§
Erythrocyte sedimentation rate — mm/hrf 29.0+21.6 29.4+25.2 27.9:22.9
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PMRE2WT% : median 1.24
BARIZ : 18] 44.4%, 2=55.3%
F2EPSL : 10mg 70%, 15mg 29.4%

CRP : 0.71~0.98 mg/dl
ESR : 27.9~29.4 mm/h
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Treatment from Weeks 12 to 52 ESR/CRP

12~52:8(CPMREEIR % € EEAL
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e Primary outcome (52 B D ERE) [ZSECKEEIZPlacebo L V) & - 7= (P<0.001).
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Mean Cumulative Dose (mg)
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15004
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« SEC& E£|ZPlacebo & V) 7
h - 7= (SEC 300mg p<0.001,

C Adjusted Annual Cumulative Glucocorticoid Dose

Difference, -489.4 mg
P<0.001

1603.7

(N=126)

|

Difference, -409.9 mg
P-0.002

1683.2

(N=126)

pSEC 150mg P=0.002).

I
2093.0

Placebo
(N=127)

FRERIZEGC=

SEC-300 SEC-150 Placebo
(N=126) (N=126) (N=127)
Parameters o Treatment S Treatment )
Within difference versus | Wa::hln ¢ | difference versus Within
LSM (SE) Lsmes%cy | SSMISE) | sm(es% c LSM (SE)
GTI-AIS 32.4 (10.84) | -51.9 (-88.9, -14.8) | 54.0 (13.5) | -30.3 (-70.8, 10.3) | 84.3 (15.5)
GTI-CWS | 69.0(11.5) |-54.6 (-94.6, —14.5),| 90.1 (14.6) | —-33.4 (-77.6, 10.8) | 123.5 (17.0)

The GTI-AIS score excluding BMD i1s presented.

AlS, Aggregate Improvement Score; BMD, bone mineral density; Cl, confidence interval; CWS, Cumulative

Worsening Score; GTI, Glucocorticoid Toxicity Index; LSM, least squares mean; SE, standard emror; SEC-150,

secukinumab 150 mg; SEC-300, secukinumab 300 mg.

« SECEE|ZPlacebo L Y GTI-AIS
(feethE), GTI-CWS (2EEA1b)
& HEULMEM (Table S6)
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10 SEC 300mg
-1 No. of Events/Total No.
5 0.8- of Patients
e g Secukinumab, 300 mg 64/126  (50.8%)
o E 0.6 Secukinumab, 150 mg 65/126 (51.6%)
3 g ' Eﬁ(ukiﬂumab. 300 mg Placebo 96/127 (75.6%)
Z e ——
> 3 0.4 Secukinumab, 150 mg Hazard ratio for escape or rescue treatment:
=22 Secukinumab, 300 mg vs. placebo,
3 5 0.5 (95% Cl, 0.4-0.7); P<0.001
-‘.; 0.2+ Placebo Secukinumab, 150 mg vs. placebo,
& 0.5 (95% CI,0.4-0.7); P-0.002
00 | I | I | | | | | | | | |
NVAN X
0 4 8 12 16 20 24 28 32 36 40 44 48 52 e Escape/Rescue,.:.}%\i C
Weeks DOHAf X, SECREL &
No. of Patients Sy == A
Secukinumab, 126 125 124 117 107 92 76 64 61 61 57 56 56 54 Placebo™ 75 %‘% )
300 mg S /sy -
Secukinumab, 126 124 119 114 104 9 75 65 61 59 57 53 53 51 e Fsca P e/ Rescue }ﬁ%% 7& <
150 mg
Placebo 127 123 119 109 9 74 56 41 37 35 33 31 30 28 U’ HHR CZJ:, Placebo & JZ[ﬁ
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Table 2. Overview of Adverse Events.*

Secukinumab,

Secukinumab,

300 mg 150 mg Placebo

Event (N=126) (N=126) (N=127)

number of patients (percent)

Any adverse event 115 (91.3) 111 (88.1) 114 (89.8)
Mild 49 (38.9) 49 (38.9) 46 (36.2)
Moderate 58 (46.0) 50 (39.7) 54 (42.5)
Severe 8 (6.3) 12 (9.5) 14 (11.0)

Adverse events reported in >10% of patients
Nasopharyngitis 18 (14.3) 23 (18.3) 11 (8.7)
Urinary tract infection 14 (11.1) 14 (11.1) 7 (5.5)
Arthralgia 17 (13.5) 10 (7.9) 14 (11.0)
Diarrhea 12 (9.5) 7 (5.6) 13 (10.2)

Serious adverse event 17 (13.5) 20 (15.9) 18 (14.2)

Fatal serious adverse event 0 2 (1.6) 1(0.8)

Adverse event leading to discontinuation of the 4(3.2) 4 (3.2) 8 (6.3)

trial regimen

Adverse eventﬂleading to interruption of the trial 16 (12.7) 13 (10.3) 14 (11.0)

regimen

Adverse event of interest
Infection or infestationy 73 (57.9) 77 (61.1) 68 (53.5)

Serious infection 4(3.2) 3(2.4) 4(3.1)
Fungal infection 8 (6.3) 13 (10.3) 4(3.1)
Hypersensitivity reactions: 18 (14.3) 18 (14.3) 12 (9.4)

HZESE%  SEC-300091.3%, SEC-150m
88.1%, Placebo®89.8% (238 7=

REBD CEE~FEE

Placebo & V) SECEE TESEE IR b 7-
BEEESR  2WTEL, RIEBEE, FRE

SAE: SEC-300 13.5%, SEC-150 15.9%,
Placebo 14.2%

HERBEDORIFICE > T-BESSR: SECEE
3.2%, Placebo 6.3%

AE of interest : EFEREIEIZSECTE <

& DT BENERILHSECTE L.
e ;34 (SEC-150 7 ) b a v A R

BERE 4, L2, Placebo B#%)
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