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The only COPD Triple Therapy delivered in a single daily inhalation.1
Improvement in quality of life vs. ICS/LABA.1,2

A combination of ICS/LAMA/LABA (FF/UMEC/VI)
administered through a single daily inhalation from
the easy-to-use Ellipta inhaler1-5

TRELEGY ELLIPTA (FLUTICASONE FUROATE/UMECLIDINIUM/VILANTEROL)
should be reviewed by a physician. Patients should not stop therapy with Trelegy Ellipta without physician
SAFETY INFORMATION
supervision since symptoms may recur after discontinuation. Not for acute use Trelegy Ellipta is not indicated
• Trelegy Ellipta should not be used in patients with asthma since it has for the treatment of acute episodes of bronchospasm, or to treat an acute COPD exacerbation. Paradoxical
bronchospasm As with other inhalation therapies, administration of Trelegy Ellipta may produce paradoxical
not been studied in this population
that may be life-threatening. Treatment with Trelegy Ellipta should be discontinued
• Not for the treatment of acute episodes of bronchospasm, or to treat bronchospasm
immediately if paradoxical bronchospasm occurs. The patient should be assessed and alternative therapy
an acute COPD exacerbation (i.e. as a rescue therapy)
instituted if necessary. Cardiovascular effects Cardiovascular effects, such as cardiac arrhythmias, e.g. atrial
brillation and tachycardia, may be seen with muscarinic receptor antagnoists and sympathomimetics,
• Use with caution in patients with unstable or life threatening fiincluding
umeclidinium and vilanterol, respectively. Trelegy Ellipta should be used with caution in patients
cardiovascular disease
with unstable or life-threatening cardiovascular disease. Hepatic impairment Patients with moderate to
• Do not stop therapy without physician supervision since symptoms severe hepatic impairment receiving Trelegy Ellipta should be monitored for systemic corticosteroid-related
adverse reactions. Systemic corticosteroid effects Systemic effects may occur with any inhaled corticosteroid,
may recur after discontinuation
particularly at high doses prescribed for long periods. These effects are much less likely to occur than with oral
PRESCRIBING INFORMATION
NAME OF THE MEDICINAL PRODUCT TRELEGY ELLIPTA QUALITATIVE AND QUANTITIVATIVE
COMPOSITION Pre-dispensed dose of 100 micrograms of fluticasone furoate, 62.5 micrograms
umeclidinium and 25 micrograms vilanterol (as trifenatate). Inhalation powder. INDICATIONS COPD
(Chronic Obstructive Pulmonary Disease) Trelegy Ellipta 100 / 62.5 / 25 micrograms is indicated as a
maintenance treatment in adult patients with moderate to severe COPD who are not adequately treated by a
combination of an inhaled corticosteroid and a long-acting β2-agonist. DOSAGE AND ADMINISTRATION
COPD Adults aged 18 years and over: One inhalation of Trelegy Ellipta 100 / 62.5 / 25 micrograms once
daily. Paediatric population: There is no relevant use of Trelegy Ellipta in the paediatric population in the
indication for COPD. Elderly patients (>65 years), patients with renal impairment or hepatic impairment:
No dose adjustment. CONTRAINDICATIONS Hypersensitivity to the active substances or to any of the
excipients WARNINGS AND PRECAUTIONS Asthma Trelegy Ellipta should not be used in patients
with asthma since it has not been studied in this patient population. Deterioration of disease Increasing use
of short-acting bronchodilators to relieve symptoms indicates deterioration of disease control and patients

corticosteroids. Visual disturbance Patients with visual disturbance such as blurred vision receiving Trelegy
Ellipta should be monitored for cataract, glaucoma or rare diseases such as central serous chorioretinopathy
(CSCR) which have been reported after use of systemic and topical corticosteroids. Co-existing conditions
Trelegy Ellipta should be used with caution in patients with convulsive disorders, thyrotoxicosis or pulmonary
tuberculosis, or in patients with chronic or untreated infections. Anti-cholinergic activity Trelegy Ellipta should
be used with caution in patients with narrow-angle glaucoma or urinary retention. Pneumonia in patients with
COPD An increase in the incidence of pneumonia, including pneumonia requiring hospitalization has been
observed in patients with COPD receiving inhaled corticosteroids. There is some evidence of an increased
risk of pneumonia with increasing steroid dose but this has not been demonstrated conclusively across all
studies. There is no conclusive clinical evidence for intra-class differences in the magnitude of the pneumonia
risk among inhaled corticosteroid products. Physicians should remain vigilant for the possible development
of pneumonia in patients with COPD as the clinical features of such infections overlap with the symptoms
of COPD exacerbations. Risk factors for pneumonia in patients with COPD include current smoking, older
age, low body mass index and severe COPD. Hypokalaemia β2-adrenergic agonists may produce significant
hypokalaemia in some patients, which has the potential to produce adverse cardiovascular effects. Caution

should be exercised when Trelegy Ellipta is used with other medicinal products that have the potential to
cause hypokalaemia. Hyperglycaemia β2-adrenergic agonists may produce transient hyperglycaemia in some
patients. Patients with a history of diabetes mellitus receiving Trelegy Ellipta should be monitored more
closely for hyperglycaemia. Excipients This medicinal product contains lactose. Patients with rare hereditary
problems of galactose intolerance, the Lapp lactase deficiency or glucose-galactose malabsorption should
not take this medicinal product. INTERACTIONS Interaction with β-blockers β2-adrenergic blockers may
weaken or antagonise the effect of β2-adrenergic agonists. Concurrent use of both non-selective and selective
β2-adrenergic blockers should be avoided unless there are compelling reasons for their use. Interaction
with CYP3A4 inhibitors Caution is advised when co-administering with strong CYP3A4 inhibitors as there
is potential for increased systemic exposure to both fluticasone furoate and vilanterol. Co-administration
should be avoided unless the benefit outweighs the increased risk of systemic corticosteroid side effects, in
which case patients should be monitored for systemic corticosteroid side effects. Other antimuscarinics and
β2-adrenergic agnonists Co-adminstration of Trelegy Ellipta with other long-acting muscarinic antagonists
or long-acting β2-adrenergic agonists has not been studied and is not recommended as it may potentiate
the adverse reactions. PREGNANCY AND LACTATION Pregnancy Administration of Trelegy Ellipta
to pregnant women should only be considered if the expected benefit to the mother is greater than any
possible risk to the foetus. Breast-feeding A decision must be made whether to discontinue breast-feeding
or to discontinue Trelegy Ellipta therapy taking into account the benefit of breast-feeding for the child and
the benefit of therapy for the woman. ADVERSE REACTIONS Common: Pneumonia, upper respiratory tract
infection, pharyngitis, rhinitis, influenza, nasopharyngitis, headache, cough, arthralgia, back pain; Uncommon:
Candidiasis of mouth and throat, viral respiratory tract infection, supraventricular tachyarrhythmia, tachycardia,
atrial fibrillation, oropharyngeal pain, fractures. OVERDOSE An overdose of Trelegy Ellipta will likely
produce signs, symptoms or adverse effects associated with the individual components’ pharmacological
actions. There is no specific treatment for an overdose with fluticasone furoate/vilanterol. If overdose occurs,
the patient should be treated supportively with appropriate monitoring as necessary. Further management
should be as clinically indicated or as recommended by the national poisons centre, where available.
Abbreviated Prescribing Information based on Trelegy Ellipta Summary of Product Characteristics, Hong Kong
(HK052018, GDS03/EMA20180112).

COPD, chronic obstructive pulmonary disease; FF, fluticasone furoate; ICS, inhaled corticosteroids; LABA, long-acting β2-agonist; LAMA, long-acting muscarinic antagonist; OD, once-daily; UMEC, umeclidinium, VI, vilanterol.
References: 1. Trelegy Ellipta Hong Kong Prescribing Information, GDS03, May 2018. 2. Lipson DA et al. Am J Respir Crit Care Med 2017; 196(4):438–446. 3. Svedsater H et al. BMC Pulm Med 2013; 13:72–86. 4. van der Palen J et al. NPJ Prim Care Respir Med 2016; 26:16079.
5. Riley J et al. Int J Chron Obstruct Pulmon Dis 2016; 11:1873–1880
The material is for the reference and use by healthcare professionals only. For adverse events report, please call GlaxoSmithKline Limited at (852) 9046 2498 (Hong Kong) or (853) 6366 7071 (Macau).
Please read the full prescribing information prior to administration. Full prescribing information is available on request from GlaxoSmithKline Ltd, 23/F, Tower 6, The Gateway, 9 Canton Road, Tsimshatsui, Kowloon, Hong Kong or Level 20, AIA Tower, Nos 251A – 301 Avenida Comercial De Macau, Macau.
Trelegy Ellipta was developed in collaboration with
. Trade marks are owned by or licensed to the GSK group of companies. ©2019 GSK group of companies or its licensor.
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