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Novartis is leading the way with a new generation targeted psoriasis treatment: CosentyxTM (secukinumab) the first IL-17A inhibitor with positive CHMP opinion

· [bookmark: _GoBack]Cosentyx™ (secukinumab) is recommended for approval as first-line systemic* therapy for the treatment of moderate-to-severe plaque psoriasis in adult patients, and is a first-in-class therapy that blocks the protein IL-17A, which is found in high concentrations in psoriasis affected skin1,2

· Secukinumab has demonstrated greater efficacy in reducing plaque psoriasis than seen with an existing NICE-recommended treatment1 

· NICE recognises psoriasis is 'more than just a skin condition', affecting psychological and social wellbeing, and being associated with complex co-morbidities, including arthritis, diabetes and hypertension3–6

Frimley, 21 November 2014 – Novartis announced today that the Committee for Medicinal Products for Human Use (CHMP) has adopted a positive opinion recommending approval of Cosentyx™ (secukinumab) as a first-line systemic* treatment of moderate-to-severe plaque psoriasis in adults who are candidates for systemic* treatment.

This recommendation means secukinumab could be used as an alternative to other first-line systemic* treatments, which do not deliver sustained high levels of skin clearance as seen with secukinumab and which can have significant side effects.1,7–12 Currently, all other biologic treatments for psoriasis, including anti-tumor necrosis factor therapies (anti-TNFs) and ustekinumab, are recommended for second-line use.13–15

Novartis is leading the way with secukinumab, a more targeted psoriasis treatment and the first inhibitor of interleukin-17A (IL-17A) to receive a positive CHMP opinion in Europe. Secukinumab works by stopping the action of IL-17A, a protein that is found in high concentrations in skin affected by the disease.1,2 

Professor Chris Griffiths, Foundation Professor of Dermatology, University of Manchester and Consultant Dermatologist at Salford Royal NHS Foundation Trust, “Psoriasis is a life-long debilitating disease, which affects nearly two million people in the UK. Moderate to severe plaque psoriasis can have a very negative impact on the quality of life of those it afflicts and as such it is of great importance for these patients that secukinumab has received a positive opinion from the CHMP. Secukinumab offers the chance for patients with moderate to severe psoriasis to achieve a high level of skin clearance thereby allowing them to lead normal lives.”

Two thirds of UK patients with moderate to severe psoriasis fail to reach, or maintain, effective control of their symptoms with currently available therapies, demonstrating a real need for new treatments that clear skin faster and for longer.16 Sub-optimal outcomes in psoriasis management can have profound effects with patients becoming isolated and experiencing functional, psychological and social morbidity.17–20 The condition is associated with significant co-morbidities including arthritis, diabetes and hypertension.3–5 For many people, psoriasis results in reduced levels of employment and income.17,21,22 Poorly controlled moderate to severe psoriasis patients can cost the NHS up to £6million per year.16,23,24
 
The European Commission now reviews the recommendations of the CHMP. The final decision on approval, usually granted in approximately two months of the CHMP opinion, will apply to the UK.

The CHMP opinion was based on the positive results of the Phase III clinical trial program in moderate to severe plaque psoriasis.1,25,26 In these trials, secukinumab consistently demonstrated rapid, very high skin clearance, including superiority to etanercept in the head-to-head FIXTURE study.1,25,26 Eight in ten patients achieved a 75 per cent improvement of their psoriasis at week 12.1 More than 70 per cent of secukinumab patients experienced at least 90 per cent improvement of their psoriasis, and many patients experienced totally clear skin (100 per cent improvement), during the first 16 weeks of treatment; the majority of these patients maintained improvement up to Week 52 (with continued treatment).1 In FIXTURE, at three weeks, secukinumab patients achieved a 50 per cent improvement in their psoriasis – more than twice as fast as etanercept.1 Secukinumab has been studied in almost 4,500 patients globally and has demonstrated an acceptable safety profile compared to etanercept.1 

“We are delighted with the positive opinion issued by the CHMP. This recognition of the positive clinical benefits of secukinumab brings us closer to providing the first targeted anti-IL17A treatment for psoriasis to patients in the UK,” said Dimitrios Georgiopoulos, UK Medical Director, Novartis. “The UK has played a significant role in the research and development of this compound and Novartis’ commitment to anti-IL17A pathway continues with a number of ongoing trials studying secukinumab in further inflammatory conditions.”

About psoriasis 
It is estimated that 1.8 million people in the UK live with psoriasis and 20 per cent are thought to have moderate to severe psoriasis.27,28 59 per cent of people with psoriasis lose 26 working days a year due to their psoriasis and of those not working, a third attribute this directly to their psoriasis.29 In addition to the impact on earning potential, psoriasis has been shown to be associated with depression, anxiety and tendency to suicide (350 cases per year) as well as reduced levels of employment and income.17,19,21,22 People living with psoriasis are at an increased risk of comorbidities, such as high blood pressure, with risk increasing with disease severity.3

About Cosentyx™ (secukinumab) and interleukin-17A (IL-17A)
Secukinumab is a fully human monoclonal antibody (a special type of infection-fighting immune cell) being investigated for diseases that affect the immune system.1 Secukinumab inhibits a protein called interleukin-17A (IL-17A) from its involvement in the development of psoriasis.1 IL-17A is found in high concentrations in skin affected by psoriasis and is a preferred target for investigational therapies.1,2 Secukinumab will be recommended for use at a dose of 300 mg.

Phase IIIb studies with secukinumab in psoriasis are also ongoing, including the head-to-head CLEAR study of secukinumab versus ustekinumab in moderate to severe plaque psoriasis and studies in palmo-plantar psoriasis, nail psoriasis, scalp psoriasis and palmo-plantar pustular psoriasis.

Secukinumab is also in Phase III development for psoriatic arthritis (PsA) and ankylosing spondylitis (AS); regulatory applications for secukinumab in these arthritic conditions are planned for 2015. 

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, eye care, cost-saving generic pharmaceuticals, preventive vaccines, over-the-counter and animal health products. Novartis is the only global company with leading positions in these areas. In 2013, the Group achieved net sales of USD 57.9 billion, while R&D throughout the Group amounted to approximately USD 9.9 billion (USD 9.6 billion excluding impairment and amortisation charges). Novartis Group companies employ approximately 133,000 full-time-equivalent associates and sell products in more than 150 countries around the world. For more information, please visit http://www.novartis.co.uk. 

Disclaimer
The foregoing release contains forward-looking statements that can be identified by words such as “plans,” “investigated,” or similar terms, or by express or implied discussions regarding potential new indications or labeling for secukinumab, or regarding potential future revenues from secukinumab. You should not place undue reliance on these statements. Such forward-looking statements are based on the current beliefs and expectations of management regarding future events, and are subject to significant known and unknown risks and uncertainties. Should one or more of these risks or uncertainties materialise, 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 secukinumab will be submitted or approved for any additional indications or labeling in any market, or at any particular time. Nor can there be any guarantee that secukinumab will receive regulatory approval or be commercially successful in the future. In particular, management’s expectations regarding secukinumab could be affected by, among other things, the uncertainties inherent in research and development, including unexpected clinical trial results and additional analysis of existing clinical data; unexpected regulatory actions or delays or government regulation generally; the company’s ability to obtain or maintain proprietary intellectual property protection; general economic and industry conditions; global trends toward health care cost containment, including ongoing pricing pressures; unexpected 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.


References 
1.	Langley, R. G. et al. Secukinumab in Plaque Psoriasis - Results of Two Phase 3 Trials. N. Engl. J. Med. 371, 326–38 (2014).
2.	Johansen, C. et al. Characterization of the interleukin-17 isoforms and receptors in lesional psoriatic skin. Br. J. Dermatol. 160, 319–324 (2009).
3.	Takeshita, J. et al. Effect of Psoriasis Severity on Hypertension Control: A Population-Based Study in the United Kingdom. JAMA dermatology 19104, (2014).
4.	Farley, E. & Menter, A. Psoriasis: comorbidities and associations. G. Ital. Dermatol. Venereol. 146, 9–15 (2011).
5.	Gisondi, P. & Girolomoni, G. Psoriasis and atherothrombotic diseases: disease-specific and non-disease-specific risk factors. Semin. Thromb. Hemost. 35, 313–324 (2009).
6.	NICE. Psoriasis is “more than just a skin condition.” (2014). at <https://www.nice.org.uk/news/article/psoriasis-is-more-than-just-a-skin-condition> Accessed: November 2014
7.	Maxtrex Tablets 10 mg - Summary of Product Characteristics (SPC) - (eMC). (2014). at <http://www.medicines.org.uk/emc/medicine/6005> Accessed: November 2014
8.	Neoral Soft Gelatin Capsules - Summary of Product Characteristics (SPC) - (eMC). (2013). at <http://www.medicines.org.uk/emc/medicine/1307> Accessed: November 2014
9.	Reich, K. et al. A 52-week trial comparing briakinumab with methotrexate in patients with psoriasis. N. Engl. J. Med. 365, 1586–1596 (2011).
10.	Barker, J. et al. Efficacy and safety of infliximab vs. methotrexate in patients with moderate-to-severe plaque psoriasis: results of an open-label, active-controlled, randomized trial (RESTORE1). Br. J. Dermatol. 165, 1109–1117 (2011).
11.	Heydendael, V. M. R. et al. Methotrexate versus cyclosporine in moderate-to-severe chronic plaque psoriasis. N. Engl. J. Med. 349, 658–665 (2003).
12.	Gisondi, P., Del Giglio, M., Di Francesco, V., Zamboni, M. & Girolomoni, G. Weight loss improves the response of obese patients with moderate-to-severe chronic plaque psoriasis to low-dose cyclosporine therapy: a randomized, controlled, investigator-blinded clinical trial. Am. J. Clin. Nutr. 88, 1242–1247 (2008).
13.	Enbrel 25 mg powder and solvent for solution for injection Summary of Product Characteristics (SPC) - (eMC). (2010). at <https://www.medicines.org.uk/emc/medicine/19160> Accessed: November 2014
14.	Humira Pre-filled Pen , Pre-filled Syringe and Vial Summary of Product Characteristics (SPC) - (eMC). (2008). at <https://www.medicines.org.uk/emc/medicine/21201> Accessed: November 2014
15.	Stelara 45 mg solution for injection in pre-filled syringe Summary of Product Characteristics (SPC) - (eMC). (2013). at <https://www.medicines.org.uk/emc/medicine/23207> Accessed: November 2014
16.	Bewley, A., Bishop‐Bailey, A., Hatchard, C. & Coope, H. PICTURE study: A real world study to assess the effectiveness of psoriasis management with biologic therapies in the UK. in 23rd European Academy of Dermatology and Venereology (EADV) Congress (2014).
17.	NICE. CG153 Psoriasis : The assessment and management of psoriasis. 1–3 (2014). at <http://publications.nice.org.uk/psoriasis-cg153> Accessed: November 2014
18.	Krueger, G. et al. The impact of psoriasis on quality of life. Arch Dermatol 137, 280–284 (2001).
19.	Kurd, S. K., Troxel, A. B., Crits-Christoph, P. & Gelfand, J. M. The Risk of Depression, Anxiety, and Suicidality in Patients With Psoriasis. Arch Dermatol 146, 891–895 (2010).
20.	Ginsburg, I. H. & Link, B. G. Psychosocial consequences of rejection and stigma feelings in psoriasis patients. Int. J. Dermatol. 32, 587–591 (1993).
21.	Meyer, N. et al. Psoriasis: An epidemiological evaluation of disease burden in 590 patients. J. Eur. Acad. Dermatology Venereol. 24, 1075–1082 (2010).
22.	Armstrong, A. W., Schupp, C., Wu, J. & Bebo, B. Quality of life and work productivity impairment among psoriasis patients: findings from the National Psoriasis Foundation survey data 2003-2011. PLoS One 7, e52935 (2012).
23.	Rodgers, M. et al. Etanercept, infliximab and adalimumab for the treatment of psoriatic arthritis: a systematic review and economic evaluation. 1–160 (2011).
24.	British Association of Dermatologists Biologic Interventions Register Review of 2013. BADBIR 1–2 (2013). at <https://www.badbir.org/WebData/Newsletters/2014/January.pdf> Accessed: November 2014
25.	Blauvelt, A. & Prinz, J. Secukinumab Administration by Pre‐filled Syringe: Efficacy, Safety, and Usability Results from a Randomized Controlled Trial in Psoriasis (FEATURE). Br. J. Dermatol. (2014).
26.	Paul, C. et al. Efficacy, safety and usability of secukinumab administration by autoinjector/pen in psoriasis: a randomized, controlled trial (JUNCTURE). J. Eur. Acad. Dermatol. Venereol. 1–9 (2014). doi:10.1111/jdv.12751
27.	National Psoriasis Foundation. Psoriasis severity. at <http://www.psoriasis.org/about-psoriasis/treatments/severity> Accessed: November 2014
28.	Psoriasis Association. About Psoriasis. (2014). at <https://www.psoriasis-association.org.uk/pages/view/about-psoriasis> Accessed: November 2014
29.	Finlay, A. Y. & Coles, E. C. The effect of severe psoriasis on the quality of life of 369 patients. Br. J. Dermatol. 132, 236–244 (1995). 


Media contacts
Novartis Media Relations 

Novartis Communications UK Ltd.
Tel: +44 7920 467679 (Press Office)
Email: press.office@novartis.com

Aurora Healthcare Communications

Gill Dunn
Account Director
+44 20 7148 4175 (direct)
+44 77 131 12600 (mobile)
gill.dunn@auroracomms.com

SCK14-C037a									November 2014
1/5

*Systemic: treatments or medication travel through the blood stream, allowing them to be carried where they are needed to work
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