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Bulletin 278: Umeclidinium bromide (Incruse®Ellipta®)  for the treatment of  
                       COPD  

JPC Recommendation: 
 

 The committee agreed to add Umeclidinium bromide (Incruse®Ellipta®) to 
the formulary within it’s licensed indication as a 2nd choice LAMA option for 
the treatment of COPD. 
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New Medicine Review 

 

Choice of Long Acting Muscarinic Agent (LAMA) inhaler for Chronic 
Obstructive Pulmonary Disease (COPD) 

 

Medicine  
 

Umeclidinium bromide (Incruse® Ellipta®) ▼ 

Document status Final 

Date of last revision August 2019 , approved September 2019  
Proposed Sector of 
prescribing 

Primary Care/Secondary Care 

 

Introduction 
Summary Key 
points 
Evidence level 
 
 
 
 

Aclidinium, glycopyrronium, tiotropium, and umeclidinium are licensed 
for the maintenance treatment of patients with chronic obstructive 
pulmonary disease. Currently the formulary and COPD guidelines 
include aclidinium, glycopyrronium and tiotropium but not 
umeclidinium. 
Umeclidinium has the benefit over the other drugs of being a once a 
day preparation, some patients prefer to use a twice daily preparation 
over a once daily if they are often unwell in the morning. Clinical 
experience from Dr Bagmane at Bedford Hospital suggests once daily 
preparations are better at supporting patients that struggle to comply 
with twice daily. 
 

The intervention 
Mechanism of 
action 

Inhaled long-acting muscarinic antagonist (LAMA) bronchodilator. 

Incruse® is provided in the Ellipta device which is also available to 
deliver LABA/LAMA (Anoro®), ICS/LABA (Relvar®) and 
ICS/LAMA/LABA (Trelegy®) enabling device continuity for a patient 
throughout they COPD maintenance therapy. 

Licensed 
indication 

Incruse Ellipta is indicated as a maintenance bronchodilator treatment 
to relieve symptoms in adult patients with chronic obstructive 
pulmonary disease (COPD). 

Formulation/Avail
able Products 

1. Tiotropium 18 microgram (Spiriva® HandiHaler®) - Single dose dry 
powder inhaler -Inhale one capsule once daily. 

 

 
2. Tiotropium 2.5 microgram (Spiriva® Respimat®) - Multiple dose 

inhalation solution -Two puffs once daily. 
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3. Aclidinium bromide 375 microgram (Eklira Genuair®) Multidose 

dry powder inhaler- One inhalation twice daily. 
 

 
4. Glycopyrronium 44 microgram (Seebri Breezhaler®) - Single dose 

dry powder inhaler- Inhale one capsule once daily. 
 

 
5. Umeclidinium bromide 55 microgram (Incruse Ellipta®) - Multiple 

dose dry powder inhaler -One inhalation once daily. 
 

 

Usual dosage 

One inhalation of umeclidinium bromide once daily. 

http://i.dailymail.co.uk/i/pix/2011/06/15/article-2003866-0C943CB900000578-498_468x377.jpg
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Treatment 
alternatives/ place 
in therapy 

The Bedfordshire and Luton COPD and ACO Guidelines recommend 
offering a Long-Acting Muscarinic Agent (LAMA) if the patients 
symptoms persist despite using a salbutamol (or an alternative SABA) 
and if the MRC is 2 or below and the CAT is 9 or below. 
 
Tiotropium is currently the first choice of LAMA on the joint formulary 
for COPD.  

Future 
alternatives 
 

None known at this time. 

National guidance 

 
 

NICE guidance (NG115) on Chronic Obstructive Pulmonary Disease 
does not recommend the use of LAMAs alone for the management of 
COPD. 
 
BTS GOLD guidelines (2019) recommend a LAMA for patients as one 
of the first treatment options due to its effect on both breathlessness 
and exacerbations. They do not make a recommendation about which 
LAMA should be chosen but suggest that treatment should be 
individualised 
 

Local Guidance The Bedfordshire and Luton COPD and ACO Guidelines recommend 
offering a Long-Acting Muscarinic Agent (LAMA) if the patients 
symptoms persist despite using a salbutamol (or an alternative SABA) 
and if the MRC is 2 or below and the CAT is 9 or below. 
 
Tiotropium is currently the first choice of LAMA on the joint formulary 
for COPD. 

Evidence for use Since the JPC last reviewed the inclusion of umeclidinium on the 
formulary there have been comparison studies published. 

 Feldman et al (2016) compared umeclidinium with tiotropium in 
a 12 week double blind, randomised control study with FEV1 as 
the primary outcome. Umeclidinium was found to demonstrate 
superior efficacy to tiotropium when assessed by trough FEV1 
at day 85. The safety profiles were similar for both treatments. 

 Rheault et al (2016) compared umeclidinium with 
glycopyrronium in a 12 week randomised open label study. 
Umeclidinium was found to be non-inferior to glycopyrronium 
when assessed by trough FEV1 at day 85. 

 
Previous review for the JPC reported the following evidence: 

 Triveldi et al. 2014 compared umeclidinium with placebo only. 
Donohue et al. 2013 compared the umeclidinium/vilanterol 
combination inhaler with its individual components and 
placebo. Comparisons were also made between umeclidinium 
and vilanterol alone and placebo. 

 Trivedi et al. 2014 compared umeclidinium with placebo for a 
FEV1 primary outcome. Compared with placebo, there was a 
statistically significant improvement from baseline in trough 
FEV1 of 0.127 litres with umeclidinium 55 micrograms, which is 
greater than the improvement that the full NICE guideline on 
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COPD considers to be clinically important (0.100 litres or 
more). However, the lower 95% CI was less than 0.100 litres.  

 In Donohue et al. 2013 there was also a statistically significant 
improvement from baseline in trough FEV1 of 0.115 litres with 
umeclidinium 55 micrograms compared with placebo, although 
again the lower 95% CI was less than the 0.100 litres or more 
considered to be clinically important. This study also included 

vilanterol 22 micrograms (a long‑acting beta2 agonist) as a 

comparator arm. However, no direct comparison between 
umeclidinium and vilanterol was made and in addition, 

vilanterol as a single‑component inhaler is not currently 

available.  

 Trivedi et al. 2014 and Donohue et al. 2013 both included 

patient‑orientated secondary and additional outcomes. 

Donohue et al. 2013 found a statistically significant 
improvement in the TDI score of 1.0 unit with umeclidinium 55 
micrograms compared with placebo. The full NICE guideline on 
COPD considers 1.0 unit to be the minimum clinically important 
difference for TDI score. However, in Trivedi et al. 2014 there 
was no statistically significant difference between umeclidinium 
55 micrograms and placebo for this outcome. Trivedi et al. 2014 
found an improvement in the SGRQ score of −7.90 points with 
umeclidinium compared with placebo. This is greater than the 
improvement that the full NICE guideline considers to be 
clinically important (−4 points or more). There was also a 
statistically significant reduction in the mean number of 
salbutamol puffs per day with umeclidinium 55 micrograms 
compared with placebo. However the clinical significance of 
this reduction: −0.7 puffs per day (95% CI −1.3 to −0.1; 
p=0.025) is unclear.  

 Donohue et al. 2013 also included SGRQ score, rescue 
salbutamol use and COPD exacerbations as additional patient

‑orientated outcomes. However, a step‑down statistical testing 

procedure was used in this study and comparisons for these 
outcomes were below a comparison that did not achieve 
statistical significance. Therefore comparisons between 
umeclidinium and placebo for these outcomes are described, 
but they are not strictly inferential and the p values are nominal 
only. In addition the study was not designed or powered to 
evaluate treatment effects on COPD exacerbations. In 
Donohue et al. 2013, an improvement in the SGRQ score of 
−4.69 points was seen with umeclidinium 55 micrograms 
compared with placebo. However, there was no difference 
between umeclidinium and placebo for rescue salbutamol use. 
On treatment COPD exacerbations were reported in 13% of 
participants in the placebo group and 7% to 9% of participants 
in the active treatment groups. 

 Trivedi et al. 2014 also included umeclidinium 113 micrograms 
as a comparator arm. However, umeclidinium 55 micrograms 



                                                

Page 6 of 10 

 

is the dose and strength that has been licensed. The European 
public assessment report for umeclidinium concluded that 
although greater differences in efficacy outcomes versus 
placebo for umeclidinium 113 micrograms compared to 
umeclidinium 55 micrograms were noted in some studies, 
these differences were not consistent and tended to be modest. 

In addition, a dose‑trend could be seen for some adverse 

events such as cardiovascular adverse events and respiratory 
infections. No marketing authorisation for umeclidinium 113 
micrograms was sought by the manufacturers. 

 

Safety* 

 
 
 
 

Dry mouth is the most common side-effect of antimuscarinic 
bronchodilators; also gastro-intestinal motility disorder (including 
constipation and diarrhoea), cough, and headache; less commonly 
nausea, gastro-oesophageal reflux disease, dysphagia, tachycardia, 
palpitation, atrial fibrillation, throat irritation, pharyngitis, dysphonia, 
bronchospasm, including paradoxical bronchospasm, urinary 
retention, mydriasis, angle-closure glaucoma, blurred vision, and 
nasopharyngitis can occur. Dental caries and dry skin have occurred 
rarely. 
 
Umeclidinium also reports arrhythmias, rash, sinusitis and urinary 
retention. 
 
Antimuscarinic bronchodilators should be used with caution in patients 
with prostatic hyperplasia, bladder outflow obstruction, and those 
susceptible to angle-closure glaucoma. 
 

 

Costs  
Tariff status 
Activity costs 

 

Drug & Dosage 30 day cost/per 
patient  

Annual Cost per 
patient 

Umeclidinium 
(Incruse Ellipta®) 

£27.50 £330 

Tiotropium (Spiriva 
Handihaler®) 

£34.87 £418.44 

Tiotopium (Spiriva 
Respimat®) 

£23.00 £276 

Aclidinium (Eklira 
Genuair®) 

£32.50 £390 

Glycopyrronium 
(Seebri 
Breezhaler®) 

£27.50 £330 

 
N.B. Doses are for general comparison and do not imply therapeutic 
equivalence 
 

Cost effectiveness 
(if available) 

Information taken from SMC submission in 2014 
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 The company submitted a cost-minimisation analysis comparing 
umeclidinium 55 micrograms for adult patients with a diagnosis of 
COPD who are suitable for a LAMA therapy with: 1) tiotropium 18 
micrograms, 2) tiotropium 2.5 micrograms (5 micrograms OD), 3) 
aclidinium 322 micrograms, and 4) glycopyrronium 44 micrograms. 
 
The main economic results are as follows, with umeclidinium 55 
micrograms demonstrated to represent cost savings compared to 
tiotropium and aclidinium, and to be cost neutral compared to 
glycopyrronium: 
 

 
 
In addition, when umeclidinium 55 micrograms is compared with a 
weighted comparator cost based on the proportions of patients 
receiving each of the comparator LAMAs, the cost savings are 
estimated to be £69.22 in year one rising to a cumulative discounted 
saving of £323.47 over 5 years. 
 
The results are based on indirect comparisons that had some 
limitations, but despite these, the economic case has been 
demonstrated. 

Potential number 
of patients in 
Bedfordshire and 
Luton  
Impact per 
100,000 
population 
 
Affordability 
considerations 
 

COPD prevalence is estimated at 2-4% but the diagnosed prevalence 
is about 1.5% (1,500 per 100,000) which increases to 10% in men 
aged over 75. (14) An average GP practice of 6,600 patients is likely 
to have about 100 patients on its COPD disease register. This equates 
to approximately 6,100 and 3,000 patients with COPD in Bedfordshire 
and Luton respectively. 
 

Decisions from 
other bodies 
 
 
Comments sought 
from –  
 

SMC and AWMSG have approved umeclidinium for maintenance 
treatment in patients with COPD. 
 
Milton Keynes Formulary has approved umeclidinium for prescribing, 
Cambridgeshire and Peterborough formulary have it listed as non-
formulary. 

Evidence 
strengths and 
limitations 
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PAC New Drug Template – Adapted from East Anglia Medicines Information, NHS Suffolk, NHS 
Cambridgeshire and NHS Derby templates 

 
*Consult Summary of Prescribing Characteristics for full prescribing detail. 

 
This guidance is based upon the published information available in English at the time the drug was considered. 
It remains open to review in the event of significant new evidence emerging. 
  

Appendix 1- Search Strategy 
 

BTS GOLD strategy for chronic obstructive pulmonary disease. December 2018, accessed via 

www.guidelines.org.uk  

Drug Tariff, NHSBSA, August 2019 accessed via www.nhsbsa.nhs.uk  

Feldman, G., et al., A randomised , blinded study to evaluate the efficacy and safety of umeclidinium 

62.5 mcg compared with tiotropium 18 mcg in patients with COPD. Int J Chron Obstruct Pulmon Dis, 

2016. 11. p. 719-30 

Incruse Ellipta (umeclidinium 55micrograms) Summary of Product Characteristics. Accessed via 

www.medicines.org.uk on 15th August 2019. 

NICE Guidelines (NG115) Chronic obstructive pulmonary disease in over 16s: diagnosis and 

management. Updated July 2019, accessed via www.nice.org.uk  

Rheault et al. A randomised, open-label study of umeclidinium versus glycopyrronium in patients with 

COPD. ERJ Open Res 2016; 2: 00101-2015 

 

  

http://www.guidelines.org.uk/
http://www.nhsbsa.nhs.uk/
http://www.medicines.org.uk/
http://www.nice.org.uk/
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Bedfordshire and Luton Joint Prescribing Committee (JPC) 
Assessment against Ethical and Commissioning Principles 

 

Treatment assessed (Month and year): 
Choice of Long Acting Muscarinic Agent (LAMA) inhaler for Chronic 
Obstructive Pulmonary Disease (COPD) 

JPC Recommendation 
 

 The committee agreed to add Umeclidinium bromide 
(Incruse®Ellipta®) to the formulary within it’s licensed indication as a 
2nd choice LAMA option for the treatment of COPD. 
 

1) Clinical Effectiveness    
The evidence base shows that all the LAMA inhalers are effective 
bronchodilators which produce clinically significant improvements in lung 
function (FEV1). 

2) Cost Effectiveness   
Tiotropium is used as the cost comparator in most health economic analyses. 
The Scottish Medicines Consortium has provided health economic analysis in 
their reports on aclidinium, glycopyrronium and umeclidinium. The results are 
based on indirect comparisons that had some limitations, but despite these, 
the economic case has been demonstrated. 

3) Equity & Equality Impact Assessment* 
No impact envisioned 

4) Needs of the community   
Alternative LAMA inhalers are cheaper than the current first line choice, 
tiotropium 

5) Need for healthcare (incorporates patient choice and exceptional 
need)   

The choice of treatment for a person with COPD depends on drug efficacy, 
tolerability to treatment, possible adverse events and the suitability of different 
inhaler devices to the person. Inhaled long-acting bronchodilators have an 
important role to play in managing COPD. 

6) Policy drivers    
NICE Clinical Guideline NG115 on COPD 
Bedfordshire and Luton COPD and ACO Guidelines 

7) Disinvestment   
Potential for disinvestment in LAMA inhalers not recommended for use by the 
JPC. 

The JPC agreed the following sections within the PCT Ethical and Commissioning Framework were 
not relevant to JPC discussions: Health Outcomes, Access, and Affordability. 

 

*Equality Impact Assessment for BCCG only 
Where the implementation of the decision of the Bedfordshire and Luton Joint Prescribing 
Committee (JPC) may impact on one or more equality group differently to others, BCCG will 
require an equality impact assessment to be completed. The guidance on this can be found 
in the attached document. Please summarise the equality impact in the in the Equity & 
Equality Impact Assessment box above. 
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1439368318_yvnB_bcc

g_equality_and_health_inequality_impact_assessm.docx 

Protected Characteristics (under the Equality Act):- 

Age; Disability; Gender reassignment; Marriage & Civil Partnership (in employment only); 

Pregnancy & Maternity; Race; Religion & Belief; Sex; Sexual orientation; carers; other 

identified group 


