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Out-licensing of COPD products in the US  
 

• Sunovion assumes US commercialization rights for Utibron™ Neohaler®, Seebri™ 
Neohaler® and Arcapta® Neohaler® 
 

• Novartis will continue to manufacture these important medicines for Sunovion                        
 

• In line with its global commitment to respiratory patients, Novartis will continue to 
bring Ultibro® Breezhaler®, Seebri® Breezhaler® and Onbrez® Breezhaler® to 
patients with COPD outside of the US  

 
Tokyo, Japan – 22 December 2016: Sosei Group Corporation (“Sosei”; TSE Mothers Index: 
4565) reports that Novartis announced that it has signed a licensing agreement with 
Sunovion Pharmaceuticals Inc. (MARLBOROUGH, Mass, hereafter ‘Sunovion’) for the US 
commercial rights to its three treatments for chronic obstructive pulmonary disease 
(COPD), Utibron™ Neohaler® (indacaterol/glycopyrrolate) inhalation powder, Seebri™ 
Neohaler® (glycopyrrolate) inhalation powder, and Arcapta® Neohaler® (indacaterol) 
inhalation powder. 
  
This deal is specific to the US only and has no implications outside this market. Novartis 
will continue to manufacture these medicines for Sunovion. Novartis will also continue to 
bring Ultibro® Breezhaler® (indacaterol/glycopyrronium), Seebri® Breezhaler® 
(glycopyrronium) and Onbrez® Breezhaler® (indacaterol) to patients living with COPD 
outside of the US. 
 
Peter Bains, Chief Executive Officer at Sosei commented: “We are very pleased that, with 
the announcement of Novartis working with Sunovion, Utibron™ Neohaler® and Seebri™ 
Neohaler® will soon be made available to patients in the US. We are confident that with 
its established respiratory focus and expertise, Sunovion will be a strong partner for the 
Novartis respiratory franchise.”  
 
Outside the US, Novartis’ indacaterol/glycopyrronium formulation Ultibro Breezhaler 
110/50 mcg administered once-daily is the leading therapy in sales in its class. In all 
markets other than the US, Novartis has a full respiratory presence and portfolio and is 
committed to building category leadership and meeting the evolving needs of patients living 
with respiratory diseases including asthma and COPD. The COPD portfolio remains a 
global priority for Novartis.  
 

-Ends- 
 

Notes to Editors 
 
About Utibron™ Neohaler® 
Utibron Neohaler (indacaterol/glycopyrrolate) 27.5/15.6 mcg is a twice-daily fixed dose 
combination of long-acting beta2-adrenergic agonist (LABA) and long-acting muscarinic 
antagonist (LAMA). In the US, Utibron Neohaler is a prescription medicine approved as a 
long-term maintenance treatment of airflow obstruction in patients with COPD, including 
chronic bronchitis and/or emphysema1. It is not approved for the relief of acute 
bronchospasm or the treatment of asthma.  
 
Utibron Neohaler was approved in October 2015 in the US with a dose of 
indacaterol/glycopyrrolate 27.5/15.6 mcg administered twice-daily, which is different from 
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the product marketed outside the US. Recent new data from two head-to-head studies 
showed Utibron Neohaler provided clinically meaningful and comparable bronchodilation 
to GSK’s Anoro™ Ellipta® in US patients with COPD. However, the primary endpoint in 
terms of 24-hour lung function improvement (FEV1 AUC0-24h) was not met statistically. A 
full evaluation of this new data is ongoing and will be communicated in due course. The 
primary objectives of the two head-to-head studies were to demonstrate that Utibron 
Neohaler was non-inferior to Anoro Ellipta in terms of improving lung function over a 24-
hour period (FEV1 AUC0-24h), after 12 weeks of treatment. More information on the trial 
design can be found at: Clinicaltrials.gov2,3. 
 
Outside the US, Utibron Neohaler is not available. Outside the US, the dose and regimen 
of indacaterol/glycopyrronium is different than in the US. It is available as a once-daily 
formulation, marketed as Ultibro® Breezhaler®, and is available as a maintenance 
bronchodilator treatment to relieve symptoms in adult patients with COPD4. Once-daily 
Ultibro Breezhaler is currently approved for use in over 90 countries worldwide, including 
countries within the EU and Latin America, Japan, Canada, Switzerland and Australia. 
 
About Seebri™ Neohaler® 
Seebri Neohaler (glycopyrrolate) 15.6 mcg is a twice-daily LAMA bronchodilator. In the 
US, Seebri Neohaler is a prescription medicine approved as a long-term maintenance 
treatment of airflow obstruction in patients with COPD, including chronic bronchitis and/or 
emphysema5. It is not approved for the treatment of asthma.  
 
Outside the US, Seebri Neohaler is not available. Outside the US, the dose and regimen 
of glycopyrronium is different than the dose and regimen in the US. It is available as a 
once-daily formulation of glycopyrronium, marketed as Seebri® Breezhaler® 50 mcg, 
and is available as a maintenance bronchodilator treatment to relieve symptoms in adult 
patients with COPD6. Once-daily Seebri Breezhaler is approved for use in over 90 
countries, including countries within the EU and Latin America, Japan, Canada, 
Switzerland and Australia.  
 
Glycopyrronium and certain use and formulation intellectual property were exclusively 
licensed to Novartis in April 2005 by Sosei and Vectura. 
 
About Arcapta® Neohaler® 
Arcapta Neohaler (indacaterol) 75 mcg, is a once-daily LABA bronchodilator. It is a 
prescription medicine approved in the US as long-term maintenance treatment of airflow 
obstruction in patients with COPD, including chronic bronchitis and/or emphysema7. It is 
not approved for the treatment of asthma. Outside the US, it is marketed as Onbrez® 
Breezhaler® (indacaterol) 150 mcg and 300 mcg8. 
 
Ultibro™, Seebri™, Arcapta® and Breezhaler® are registered trademarks of Novartis AG 
 
About COPD  
Chronic obstructive pulmonary disease (COPD) affects an estimated 27 million people in 
America9, claiming the lives of 143,489 Americans in 201210. It is progressive (usually 
gets worse over time), and can be a life-threatening disease11,12. COPD makes it difficult 
to breathe, with symptoms that can have an impact on health-related quality of life11,12. 
 
About Sunovion Pharmaceuticals Inc. (Sunovion) 
Sunovion is a global biopharmaceutical company focused on the innovative application of 
science and medicine to help people with serious medical conditions. Sunovion’s vision is 
to lead the way to a healthier world. The Company’s spirit of innovation is driven by the 
conviction that scientific excellence paired with meaningful advocacy and relevant 
education can improve lives. With patients at the center of everything it does, the Company 
has charted new paths to life-transforming treatments that reflect ongoing investments in 
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research and development and an unwavering commitment to support people with 
psychiatric, neurological and respiratory conditions.  
 
Sunovion’s COPD portfolio includes Brovana® (arformoterol tartrate), an FDA approved 
twice-daily nebulised long-acting beta agonist (LABA), and SUN-101/eFlow® 
(glycopyrrolate), an investigational nebulised long-acting muscarinic antagonist (LAMA), 
for which Sunovion submitted a New Drug Application (NDA) to the FDA in July 2016. 
 
Headquartered in Marlborough, Mass. Sunovion is an indirect, wholly owned subsidiary of 
Sumitomo Dainippon Pharma Co., Ltd. Sunovion Pharmaceuticals Europe Ltd., based in 
London, England, and Sunovion Pharmaceuticals Canada Inc., based in Mississauga, 
Ontario, and Sunovion CNS Development Canada ULC, based in Toronto, Ontario are 
wholly-owned direct subsidiaries of Sunovion Pharmaceuticals Inc. Additional information 
can be found on the Company’s web sites: www.sunovion.com, www.sunovion.eu and 
www.sunovion.ca. Connect with Sunovion on Twitter, LinkedIn, Facebook and YouTube. 
 
 
About Sosei 
Sosei Group Corporation is an international biopharmaceutical company originating from 
Japan that discovers and develops innovative biopharmaceuticals for the treatment of 
Alzheimer's disease, schizophrenia, cancer, migraine, addiction, metabolic disease, and 
other indications. By utilizing its GPCR structure-based drug design platform technology, 
Sosei have established a product pipeline with first/best in class potential. Through 
development and commercialization partnerships, Sosei have already delivered two 
bronchodilators for COPD which generate significant and stable revenue streams that 
enable further growth. Sosei partners include Novartis, Allergan, AstraZeneca, 
MedImmune, MorphoSys, Teva, and Pfizer and we are actively looking for new 
partnerships to enhance the development of our products and help us deliver them to 
patients worldwide. 
 
For further information about Sosei, please visit http://www.sosei.com/en/. 
 
Contact for Sosei 
Harumi BANSE, Investor Relations  
+81-(0)3-5210-3399  
hbanse@sosei.com 
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Sosei Group Corporate Forward-looking statements  
This press release contains forward-looking statements, including statements about the 
discovery, development and commercialisation of products. Various risks may cause 
Sosei’s actual results to differ materially from those expressed or implied by the forward-
looking statements, including: adverse results in clinical development programmes; 
failure to obtain patent protection for inventions; commercial limitations imposed by 
patents owned or controlled by third parties; dependence upon strategic alliance partners 
to develop and commercialise products and services; difficulties or delays in obtaining 
regulatory approvals to market products and services resulting from development efforts; 
the requirement for substantial funding to conduct research and development and to 
expand commercialisation activities; and product initiatives by competitors. As a result of 
these factors, prospective investors are cautioned not to rely on any forward-looking 
statements. We disclaim any intention or obligation to update or revise any forward-
looking statements, whether as a result of new information, future events or otherwise.  
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