22 February 2019

Clinigen granted additional indication for Glycopyrronium Bromide to treat
paediatric and adolescent severe hypersalivation
Clinigen Group plc (AIM: CLIN, ‘Clinigen’), the global pharmaceutical and services company, has been granted
by the Medicines and Healthcare products Regulatory Agency (MHRA), an additional indication for
Glycopyrronium Bromide 1mg/5ml Oral Solution (‘Glyco’). The new indication covers the use of Glyco in children
and adolescents aged three years and older with chronic neurological disorders as symptomatic treatment of
hypersalivation (severe sialorrhoea).
Hypersalivation is the excessive production of saliva, presenting as drooling in patients with a neurodisability,
such as cerebral palsy. Chronic drooling affects one in five cerebral palsy patients and can impact on a person’s
quality of life, making everyday tasks and interactions more difficult. (1,2,3)
This additional indication extends the Glyco franchise and has been developed to address a previously unmet
medical need. Clinigen aims to establish Glyco as the product of choice for prescribers in the UK when treating
paediatric patients with severe hypersalivation and will look to globalise the franchise by using Clinigen’s own
international infrastructure as well as out-licensing to commercial partners where necessary.
Benjamin Miny, Senior Vice President of Commercial Medicines, Clinigen, said:
“Adding another indication to Glyco was a result of listening to feedback from prescribers about the unmet
medical need and having the in-house expertise to develop and extend the life cycle of the product further, in
line with our owned-product strategy.
“We continue to engage with our customers to understand their needs and invest in identifying and developing
products to offer further benefits to prescribers and patients globally.”
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Notes to Editors
About Glycopyrronium Bromide 1mg/5ml Oral Solution
Glycopyrronium Bromide 1mg/5ml Oral Solution is indicated for children and adolescents aged 3 years and
older with chronic neurological disorders as symptomatic treatment of severe sialorrhoea. It is available with a
graduated syringe included in the pack and offers dosing in simple-to-measure 0.5ml weight increments.
About Clinigen Group
Clinigen Group plc (AIM: CLIN) is a global pharmaceutical and services company with a unique combination of
businesses focused on providing ethical access to medicines. Its mission is to deliver the right medicine to the
right patient at the right time through three areas of global medicine supply: clinical trial, unlicensed and
licensed medicines.
For more information, please visit www.clinigengroup.com
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