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Novartis announces study data demonstrating Cosentyx® reduced 
signs and symptoms of psoriatic arthritis while inhibiting 
progression of joint structural damage  
 

 Structural joint damage in psoriatic arthritis (PsA) patients taking Cosentyx® 

(secukinumab) was inhibited at 24 weeks versus placebo in all arms of the study1 
 

 PsA can lead to reduced mobility and irreversible joint damage2     
 

 FUTURE 5 is the largest randomized controlled trial of a biologic conducted to 
date in PsA, with nearly 1,000 patients studied1 

 
Basel, November 7, 2017 – Novartis announced today results from the FUTURE 5 study 

showing Cosentyx
®
 (secukinumab) reduced the signs and symptoms of psoriatic arthritis 

(PsA) while significantly inhibiting the progression of joint structural damage in PsA patients 

compared to placebo at 24 weeks
1
. The Phase III data were presented for the first time today 

as a late breaker during the 2017 American College of Rheumatology/Association of 

Rheumatology Health Professionals (ACR/ARHP) Annual Meeting in San Diego. 

 

PsA is a painful, progressively debilitating inflammatory disease. Up to 40% of PsA patients 

can suffer from joint damage and permanent physical deformity
3
. 

 

Study participants (n=996) were randomized to receive Cosentyx, 300 mg with loading 

dosage (LD), 150 mg with LD, 150 mg without LD, or placebo. At week 24, more participants 

treated with Cosentyx had no worsening of joint structural damage compared to placebo, as 

measured by the modified total van der Heijde Sharp score (mTSS) <=0.5; 88% (300 mg), 

80% (150 mg), 84% (150 mg without LD), and 74% (placebo).
1
 mTSS is a detailed scoring 

method evaluating erosion in the joints
4
.
 

 

“People living with psoriatic arthritis deal with the daily impact of pain, tender joints, as well as 

the potential of reduced mobility, and irreversible joint damage,” said Philip Mease, MD, 

director of the Rheumatology Clinical Research Division of Swedish Medical Center and lead 

study investigator and clinical professor at the University of Washington School of Medicine in 

Seattle. “A treatment that reduces the signs and symptoms of psoriatic arthritis and addresses 

the disease on a structural level by slowing the progression of joint damage could offer a 

significant benefit for patients.” 

 

Participants taking Cosentyx achieved significant improvements in the signs and symptoms of 

PsA compared to placebo, as measured by the ACR response criteria (ACR20) at 16 weeks, 

the study’s primary endpoint
1
. ACR is a standard tool used to assess improvement of PsA 

signs and symptoms such as tender and swollen joints, pain and physical functioning. The 

number of ACR20 responders at week 16 were 62% (300 mg, P < 0.0001), 55% (150 mg, P < 

0.0001), 59% (150 mg without LD, P < 0.0001), and 27.4% (placebo)
1
. 

 
“With nearly 1,000 patients included in the study, FUTURE 5 is the largest randomized 
controlled trial of a biologic conducted to date in psoriatic arthritis,” said Vas Narasimhan, 
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Global Head, Drug Development and Chief Medical Officer, Novartis. ““The results are 
encouraging as they provide important information about the ability of Cosentyx to address 
key areas of concern for physicians when managing the symptoms and the underlying 
progression of joint structural damage of psoriatic arthritis.” 

 

All hierarchical endpoints were significant for Cosentyx versus placebo at week 16 for all 

treatment arms, except for the 150 mg without LD in resolving enthesitis (tenderness or pain 

often occurring in the bottom of the foot, heel or elbow) and dactylitis (sausage-like swelling in 

the fingers or toes)
1,5

.
 
Further, efficacy across all endpoints was greater in patients who had 

not been previously treated with anti-TNF therapies
1
. Participants taking the 300 mg and 150 

mg dosages with LD had an earlier onset of response versus participants who receive 150 mg 

without LD
1
. 

 

The safety profile was consistent with that observed in previous studies and similar across 

arms, with no new adverse events (AEs) identified
6
.  

  
About the FUTURE 5 study (NCT02404350)

1 

In the study, participants (n=996) with active PsA were randomized to receive Cosentyx at 

300 mg with LD, 150 mg with LD, 150 mg without LD, or placebo. All groups received 

Cosentyx or placebo at baseline (BL), Weeks 1, 2, 3, and 4, and then every 4 weeks. At Week 

16, placebo non-responders (patients with <20% improvement from BL in tender or swollen 

joint counts) were switched to Cosentyx 300 mg or 150 mg; remaining placebo patients were 

switched at Week 24. The primary endpoint was ACR 20 at Week 16 and the key secondary 

endpoint was radiographic structural progression, as measured by mTSS, assessed by two 

blinded readers, based on hand/wrist/foot X-rays obtained at BL, Week 16 (non-responders), 

and Week 24.  

 

With nearly 1,000 patients included in the Phase III study, FUTURE 5 is the largest 

randomized controlled trial (RCT) of a biologic conducted to date in PsA. 

 

About PsA 

Closely associated with psoriasis, PsA is part of a spectrum of long-term diseases impacting 

joints, known as spondyloarthritis (SpA)
7
. Symptoms of PsA include joint pain and stiffness, 

skin and nail psoriasis, swollen toes and fingers, persistent painful swelling of the tendons, 

and irreversible joint damage
2
. Up to 40% of people can suffer from joint destruction and 

permanent physical deformity
3
. 

 

PsA is closely associated with psoriasis. Up to 30% of psoriasis patients will develop PsA at 

some point during their lifetime
2
 and as many as 1 in 4 people with psoriasis may have 

undiagnosed PsA
8
.  

 

About Cosentyx (secukinumab) and interleukin-17A (IL-17A) 

Cosentyx, launched in 2015, is the first and only fully human IL-17A inhibitor approved to treat 

PsA, AS, and psoriasis
9
. Cosentyx is a targeted treatment that specifically inhibits the IL-17A 

cytokine, which plays a significant role in the pathogenesis of PsA, AS and plaque 

psoriasis
9,10,11

. 

 

Cosentyx is the first IL-17A inhibitor approved in more than 70 countries for the treatment of 

active AS and PsA, which includes the European Union countries and the US. Cosentyx is 

also approved for the treatment of PsA and pustular psoriasis in Japan
12

. 

 

Cosentyx is also approved in more than 75 countries for the treatment of moderate-to-severe 

plaque psoriasis, which includes the European Union countries, Japan, Switzerland, Australia, 

the US and Canada. In Europe, Cosentyx is approved for the first-line systemic treatment of 

moderate-to-severe plaque psoriasis in adult patients
9
. In the US, Cosentyx is approved as a 
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treatment for moderate-to-severe plaque psoriasis in adult patients who are candidates for 

systemic therapy or phototherapy (light therapy)
13

. 

 

To date, more than 100,000 patients worldwide have been prescribed Cosentyx in the post-

marketing setting across all indications
14

. In addition, 2017 marks 10 years since the first 

patient, first visit in a clinical trial with Cosentyx
14

.
 

 

 
Disclaimer 

This press release contains forward-looking statements within the meaning of the United 

States Private Securities Litigation Reform Act of 1995. Forward-looking statements can 

generally be identified by words such as “potential,” “can,” “will,” “plan,” “expect,” “anticipate,” 

“look forward,” “believe,” “committed,” “investigational,” “pipeline,” “launch,” or similar terms, or 

by express or implied discussions regarding potential marketing approvals, new indications or 

labeling for the investigational or approved products described in this press release, or 

regarding potential future revenues from such products. You should not place undue reliance 

on these statements. Such forward-looking statements are based on our current beliefs and 

expectations regarding future events, and are subject to significant known and unknown risks 

and uncertainties. Should one or more of these risks or uncertainties materialize, or should 

underlying assumptions prove incorrect, actual results may vary materially from those set forth 

in the forward-looking statements. There can be no guarantee that the investigational or 

approved products described in this press release will be submitted or approved for sale or for 

any additional indications or labeling in any market, or at any particular time. Nor can there be 

any guarantee that such products will be commercially successful in the future. In particular, 

our expectations regarding such products could be affected by, among other things, the 

uncertainties inherent in research and development, including clinical trial results and 

additional analysis of existing clinical data; regulatory actions or delays or government 

regulation generally; our ability to obtain or maintain proprietary intellectual property protection; 

the particular prescribing preferences of physicians and patients; global trends toward health 

care cost containment, including government, payor and general public pricing and 

reimbursement pressures; general economic and industry conditions, including the effects of 

the persistently weak economic and financial environment in many countries; safety, quality or 

manufacturing issues, and other risks and factors referred to in Novartis AG’s current Form 20-

F on file with the US Securities and Exchange Commission. Novartis is providing the 

information in this press release as of this date and does not undertake any obligation to 

update any forward-looking statements contained in this press release as a result of new 

information, future events or otherwise. 
 

About Novartis 

Novartis provides innovative healthcare solutions that address the evolving needs of patients 

and societies. Headquartered in Basel, Switzerland, Novartis offers a diversified portfolio to 

best meet these needs: innovative medicines, cost-saving generic and biosimilar 

pharmaceuticals and eye care. Novartis has leading positions globally in each of these areas. 

In 2016, the Group achieved net sales of USD 48.5 billion, while R&D throughout the Group 

amounted to approximately USD 9.0 billion. Novartis Group companies employ approximately 

121,000 full-time-equivalent associates. Novartis products are sold in approximately 155 

countries around the world. For more information, please visit http://www.novartis.com. 

 

Novartis is on Twitter. Sign up to follow @Novartis at http://twitter.com/novartis 

For Novartis multimedia content, please visit www.novartis.com/news/media-library 

For questions about the site or required registration, please contact media.relations@novartis.com 
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