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Reply to:
Use of upadacitinib in giant cell
arteritis

Sirs,

The comments by Drs Ogun and Ozguler
on the recent phase 3 study evaluating upa-
dacitinib for giant cell arteritis (GCA; SE-
LECT-GCA, NCT03725202) (1) provide
an opportunity to reinforce some findings
of the trial.

In the SELECT-GCA trial, ischaemia-
related vision loss was observed in 56 out
of 428 patients (13.1%) at baseline across
the three treatment groups. A prespecified
subgroup analysis (Supplementary Fig. S4)
showed that rates of sustained remission at
week 52 were consistent between patients
with ischaemia-related vision loss and the
broader trial population, with outcomes fa-
vouring upadacitinib 15 mg combined with
a 26-week glucocorticoid taper versus pla-
cebo with a 52-week glucocorticoid taper.
Similar results were observed for the sec-
ondary endpoint of sustained complete re-
mission from week 12 through week 52 (2).
While we recognise the interest in further
analysing outcomes among specific sub-
sets of patients with vision loss, the limited
sample sizes preclude conducting meaning-
ful additional stratifications. Such post-hoc
analyses risk overinterpretation and should
be approached with caution.

Regarding differences in outcomes between
patients with new-onset and relapsing GCA,
findings of a prespecified analysis indicate
similar efficacy in both groups, consistent
with the overall population trend for sus-
tained remission (Supplementary Fig. S4)
(1) and sustained complete remission (2).
Glucocorticoids have long been the main-
stay of treatment for GCA due to their ef-
ficacy and low cost, despite their associated
toxicities and frequent relapse occurrences
(3). Recent guidelines for the treatment of
GCA from the European Alliance of Asso-
ciations for Rheumatology, British Society
of Rheumatology, and American College
of Rheumatology all recommend therapy
with high-dose glucocorticoids (40—60 mg/
day prednisone-equivalent) for induction
of remission, followed by tapering of glu-
cocorticoids (4-6). These guidelines differ
regarding when adjunctive therapies, such
as methotrexate or tocilizumab, may be
introduced. The SELECT-GCA study was
not designed to evaluate multiple treatment
strategies, such as including a tocilizumab
arm, nor was it structured to assess the ef-
ficacy of upadacitinib in patients for whom
interleukin-6 inhibitors were ineffective.
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Upadacitinib is now approved for the treat-
ment of adults with GCA in many countries
including the United States and the European
Union (7-9). As the first oral targeted treat-
ment available for GCA, upadacitinib pro-
vides patients with a new option to achieve
sustained remission, including patients with
complications such as vision loss.

Acknowledgments

AbbVie and the authors thank the patients,
study sites, and investigators who partici-
pated in this clinical trial (NCT03725202).
AbbVie funded this trial and participated in
the study design, research, analysis, data
collection, interpretation of data, review,
and approval of the publication. All authors
had access to relevant data and partici-
pated in the drafting, review, and approval
of this publication. No honoraria or pay-
ments were made for authorship. Medical
writing support was provided by Matthew
Eckwabhl, PhD, of AbbVie.

D. BLOCKMANS', MD, PhD
W. ZHAQ?, PhD

A.R. SETTY?, MD, MPH
P.A. MERKEL?, MD, MPH

'Department of General Internal Medicine,
University Hospitals Leuven; Department of
Microbiology, Immunology, and
Transplantation, KU Leuven, Belgium;
2Immunology, AbbVie Inc., North Chicago,
IL, USA;

*Division of Rheumatology, Department of
Medicine, Division of Epidemiology,
Department of Biostatistics, Epidemiology,
and Informatics, University of Pennsylvania,
Philadelphia, PA, USA.

Please address correspondence to:

Daniel Blockmans

Department of General Internal Medicine,
University Hospitals Leuven,

Herestrtaat 49,

3000 Leuven, Belgium

E-mail: daniel blockmans@uzleuven.be

Competing interests: D. Blockmans has
served as a consultant for AbbVie, GSK,
Roche, and AstraZeneca and received grant/
research support from Roche.

W. Zhao and A .R. Setty are employees of
AbbVie and may hold stock or options.

P.A. Merkel has served as a consultant for
AbbVie, Alpine, Amgen, ArGenx, AstraZeneca,
Boehringer-Ingelheim, Bristol-Myers Squibb,
CSL Behring, GlaxoSmithKline, iCell, Interius,
Kinevant, Kyverna, Metagenomia, Neutrolis,
Novartis, NS Pharma, Otsuka, Q32, Quell,
Regeneron, Sanofi, Sparrow, Takeda, and
Vistera; received grant/research support from
AbbVie, Amgen, AstraZeneca, Boehringer-
Ingelheim, Bristol-Myers Squibb, Eicos,
Electra, GlaxoSmithKline, Neutrolis, and
Takeda; royalties from UpToDate; and has
stock options or bond holdings from Kyverna,
032, Lifordi, Neutrolis, and Sparrow.

Clin Exp Rheumatol 2025; 43 (Suppl. 136): S17.

© Copyright CLINICAL AND
EXPERIMENTAL RHEUMATOLOGY 2025.

1.

BLOCKMANS D, PENN SK, SETTY AR et al.
A Phase 3 trial of upadacitinib for giant-cell arteri-
tis. N Engl J Med 2025; 392(20): 2013-24.
https://doi.org/10.1056/nejmoa2413449

. MERKEL P, SETTY A, BLANCO-ALONSO R et al.:

Efficacy of upadacitinib in patients with giant cell
arteritis: subgroup analysis of the SELECT-GCA
Phase 3 Trial [Abstract]. Arthritis Rheumatol 2024
76 (suppl 9). https://acrabstracts.org/abstract/effi-
cacy-of-upadacitinib-in-patients-with-giant-cell-
arteritis-subgroup-analysis-of-the-select-gca-phase-
3-trial/.

. CASTANEDA S, PRIETO-PENA D, VICENTE-RA-

BANEDA EF et al.: Advances in the treatment of
giant cell arteritis. J Clin Med 2022; 11: 1588.
https://doi.org/10.3390/jcm 11061588

. HELLMICH B, AGUEDA A, MONTI S et al.: 2018

Update of the EULAR recommendations for the
management of large vessel vasculitis. Ann Rheum
Dis 2020; 79: 19-30. https:/
doi.org/10.1136/annrheumdis-2019-215672

. MACKIE SL, DEJACO C, APPENZELLER S et al.:

British Society for Rheumatology guideline on di-
agnosis and treatment of giant cell arteritis. Rheu-
matology 2020; 59: el-e23. https://
doi.org/10.1093/rheumatology/kez672

. MAZ M, CHUNG SA, ABRIL A, LANGFORD CA et

al.: 2021 American College of Rheumatology/Vas-
culitis Foundation guideline for the management of
giant cell arteritis and Takayasu arteritis. Arthritis
Rheumatol 2021; 73(8): 1349-65.
https://doi.org/10.1002/art.41774

. AbbVie Announces European Commission Approv-

al of RINVOQ® (upadacitinib) for the treatment
of adults with giant cell arteritis. AbbVie. 08 April
2025. Available at: https://news.abbvie.com/2025-
04-08-AbbVie-Announces-European-Commission-
Approval-of-RINVOQ-R-upadacitinib-for-the-
Treatment-of-Adults-with-Giant-Cell-Arteritis

. Highlights of Prescribing Information: Rinvoq LQ

(upadacitinib). Food & Drug Administration. April
2025. Available at: https://www.accessdata.fda.gov/
drugsatfda_docs/label/2025/211675s0251bl.pdf

. RINVOQ?® (upadacitinib) Receives U.S. FDA approv-

al for giant cell arteritis (GCA). AbbVie. 29 April
2025. Available at: https://news.abbvie.com/2025-
04-29-RINVOQ-R-upadacitinib-Receives-U-S-
FDA-Approval-for-Giant-Cell-Arteritis-GCA.

S-17



