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Results from Upadacitinib Phase 3
SELECT-COMPARE Study Published in
Arthritis and Rheumatology
•

•

•
•

SELECT-COMPARE, the largest of the six studies in the robust
SELECT programme, evaluates upadacitinib in patients with
moderately to severely active rheumatoid arthritis who have had an
inadequate response to methotrexate (MTX), and remain on a stable
1
background of MTX
Both primary endpoints of the study were met, including the
proportion of patients achieving ACR20 response and clinical
remission (DAS28-CRP<2.6) at week 12 for upadacitinib versus
1
placebo
No new safety signals were reported compared to previously
1-5
reported Phase 3 studies
Upadacitinib, an oral agent engineered by AbbVie to selectively
inhibit JAK1, is being studied as a once-daily therapy in rheumatoid
arthritis

MAIDENHEAD, 11 July 2019 — AbbVie (NYSE: ABBV), a research-based global
biopharmaceutical company, today announced the publication of positive
results from the pivotal Phase 3 SELECT-COMPARE clinical trial in Arthritis
and Rheumatology. The study evaluates upadacitinib compared to placebo and
adalimumab in patients with moderately to severely active rheumatoid
arthritis who have had an inadequate response to methotrexate (MTX), and
remain on a stable background of MTX. Data show that at 12 weeks, patients
receiving a once-daily dose of upadacitinib (15mg, n=651 met the primary
endpoints with significantly higher rates of ACR20 response (71%) and
clinical remission* (29%) versus patients receiving placebo (36% and 6%
1
respectively, n=651, p≤0.001 for both endpoints).
All key secondary endpoints were also achieved, including significantly
higher rates of ACR50 response, in patients receiving upadacitinib versus

placebo or adalimumab [n=327] in combination with methotrexate at week
1
12 [p≤0.001]. Upadacitinib-treated patients showed significant improvements
from baseline compared to patients receiving adalimumab in reduction of
pain [-32.1 versus -25.6, p=≤0.001], as measured by the Visual Analog Scale
(VAS), and improvements in physical function [0.60 versus -0.49, p≤0.01] , as
measured by the Health Assessment Questionnaire-Disability Index (HAQ-DI),
1
at week 12.
Primary and secondary endpoints met at week 12 were maintained through
26 weeks, including significantly higher rates of low disease activity** and
clinical remission* achieved in patients receiving upadacitinib plus MTX than
1
those receiving adalimumab plus MTX and placebo plus MTX, respectively.
At week 12, an additional efficacy endpoint also demonstrated a significantly
higher proportion of patients receiving upadacitinib plus MTX achieved low
disease activity (45%) and remission (29%) versus adalimumab plus MTX
1
(29% and 18% respectively, p≤0.001 for both endpoints)***. This was
maintained through week 26 when upadacitinib was also shown to
significantly inhibit radiographic progression, as measured by a mean change
1
from baseline in modified Sharp score (mTSS), versus placebo [p≤0.001].
The overall safety profile of upadacitinib was similar to adalimumab, except
1
for higher rates of herpes zoster and CPK elevations with upadacitinib. No
new safety signals were reported compared to previously reported Phase 3
1-5
studies. Upadacitinib is an investigational oral agent and has not been
approved by any regulatory authorities.

“Over the past two decades important advances in the treatment of
rheumatoid arthritis have been made, making clinical remission a possibility
for more people living with rheumatoid arthritis,” said Alice Butler, UK
Medical Director, AbbVie. “We are encouraged by the positive results of
SELECT-COMPARE showing a significant impact on both signs and symptoms
and radiographic progression compared to placebo, as well as improvements
in important measures such as ACR response, remission and low disease
activity compared to adalimumab."
Rheumatoid arthritis is a chronic and debilitating disease that affects an
6
estimated 400,000 people in the UK. Despite current treatment
recommendations underscoring the importance of clinical remission and low

disease activity as treatment targets in the treatment of rheumatoid arthritis,
7-8
many patients living with the disease do not achieve these results.
Achieving clinical remission can allow patients to return to living a more
9
normal life and decreases the likelihood of severe joint damage.

* Remission is defined as [DAS28-CRP]<2.6
** LDA is defined as Disease Activity Score 28 C-Reactive Protein [DAS28CRP]≤3.2.
*** Multiplicity control was applied to comparisons for upadacitinib + MTX
versus placebo + MTX, but not for upadacitinib + MTX versus adalimumab +
MTX.

1

About SELECT-COMPARE

SELECT-COMPARE is a Phase 3, multicenter, randomized, double-blind, study
designed to evaluate the safety and efficacy of upadacitinib compared to
placebo and adalimumab in adult patients with moderately to severely active
rheumatoid arthritis who are on a stable background of methotrexate and
who have an inadequate response to methotrexate. Patients received
background methotrexate and were randomized 2:2:1 to receive upadacitinib
(15 mg once-daily), placebo or adalimumab (given as a subcutaneous
injection of 40 mg every other week).
The primary endpoints included the percentage of subjects achieving ACR20
response and clinical remission (based on DAS28-CRP) after 12 weeks of
treatment compared to placebo. Ranked secondary endpoints included
change in the mTSS compared to placebo at week 26 and a comparison
versus adalimumab in percentage of subjects achieving ACR50 response, low
disease activity, change from baseline in pain as measured by VAS and
change from baseline in physical function, as measured by the HAQ-DI at
week 12. The trial is ongoing and includes a 48 week randomized, doubleblind treatment period followed by a long-term extension study of up to five
years. More information on this trial can be found at www.clinicaltrials.gov
(NCT02629159).
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About the SELECT Study Programme

The robust SELECT Phase 3 rheumatoid arthritis programme evaluates more
than 4,900 patients with moderately to severely active rheumatoid arthritis in
six studies. The studies include assessments of efficacy, safety and
tolerability across a broad range of rheumatoid arthritis patients. Key
measures of efficacy evaluated include ACR responses, Disease Activity Score
(DAS28-CRP) and inhibition of radiographic progression. More information on
these trials can be found at www.clinicaltrials.gov (NCT02706847,
NCT03086343, NCT02629159, NCT02706873, NCT02706951, NCT02675426).

About Upadacitinib
Discovered and developed by AbbVie, upadacitinib is an investigational, oral,
small molecule JAK1-selective inhibitor being studied for moderately to
severely active rheumatoid arthritis. Upadacitinib is not approved and its
safety and efficacy have not been evaluated by regulatory authorities.

About AbbVie

AbbVie is a global, research and development-based biopharmaceutical
company committed to developing innovative advanced therapies for some of
the world’s most complex and critical conditions. The company’s mission is to
use its expertise, dedicated people and unique approach to innovation to
markedly improve treatments across four primary therapeutic areas:
immunology, oncology, virology and neuroscience. In more than 75 countries,
AbbVie employees are working every day to advance health solutions for
people around the world. For more information about AbbVie, please visit us
at www.abbvie.co.uk . Follow @abbvieuk on Twitter
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About AbbVie
AbbVie is a global, research-driven biopharmaceutical company committed to
developing innovative advanced therapies for some of the world’s most complex
and critical conditions. The company’s mission is to use its expertise, dedicated
people and unique approach to innovation to markedly improve treatments across
four primary therapeutic areas: immunology, oncology, virology and neuroscience.
In more than 75 countries, AbbVie employees are working every day to advance
health solutions for people around the world. For more information about AbbVie,
please visit us at www.abbvie.co.uk. Follow us on twitter: @abbvieuk.
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