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Prescribing Support Guide 
Roflumilast (Daxas®) for treating Chronic Obstructive Pulmonary Disease 

 

 Roflumilast is a PDE4 inhibitor; a non-steroid, anti-inflammatory active substance designed to treat both the 
systemic and pulmonary inflammation associated with COPD. PDE4 is a major cyclic adenosine monophosphate 
(cAMP) metabolising enzyme found in structural and inflammatory cells important to the pathogenesis of COPD.  
It is the only licensed medication with this mode of activity. 

 It is recommended for restricted use in COPD patients, only in line with NICE TA 461 (see below) 

 For specialist initiation only and only shared with the GP once the patient is stable (minimum of 3 months) 

 Patients to be informed about the risks and the precautions for safe use and should be given a patient card 
before initiation.  

 
This Prescribing support guide has been developed to provide prescribing and monitoring guidance for Roflumilast 
prescribing.  It should be read in conjunction with the Specialist’s clinic correspondence, the SPC 
(https://www.medicines.org.uk/emc/medicine/23416 ), BNF and HMMC decision document. 
 
HMMC Decision March 2018 
Roflumilast (Daxas®) is classified as Amber Initiation and therefore RECOMMENDED FOR RESTRICTED USE in certain 
patients with COPD following initiation and initial management (minimum of 3 months) by a specialist who fulfil the 
NICE TA461 criteria below:   

 It is recommended as an add-on to bronchodilator therapy as an option for treating severe COPD in adults with 
chronic bronchitis, only if: 

o The disease is severe, defined as a FEV1 after bronchodilation of <50% of predicted normal AND 
o The patient has had 2 or more exacerbations in the previous 12 months despite triple inhaled therapy with 

a LAMA, LABA and ICS. 

 Initiation must only be undertaken by specialists in respiratory medicine in either secondary care or via the local 
Community Respiratory service 

 Specialist to initiate, prescribe and monitor for the first 3 months. Following this if ongoing treatment is indicated 
prescribing may be undertaken in primary care under the Prescribing Support Guide 

 

Licensed indication 
As per HMMC decision. 
 
  

Dosage and Administration 

 Recommended dose: one 500mg tablet, once daily taken orally with water, at the same time each day (with or 
without food) 

 May need to be taken for several weeks to achieve its effect. 

 The clinical benefit has been studied in clinical trials for up to one year.  Treatment beyond 12 months should take 
into consideration the individual balance between benefits and risks.  

 
 

Contra-indications 

 Moderate or severe hepatic impairment (Child-Pugh B or C) 

 Hypersensitivity to the active substance or any of the excipients which include lactose. See SPC for full list of 
excipients. 

 Pregnancy/breast-feeding or in women of child-bearing potential who are not using contraception 
 
 

Educational Risk Minimisation Material 

 Patient must be issued patient card on initiation and weight regularly monitored. 
http://www.medicines.org.uk/emc/RMM.816.pdf  

 Information for prescribers is available on: http://www.medicines.org.uk/emc/RMM.817.pdf  

http://hertsvalleysccg.nhs.uk/index.php
https://www.medicines.org.uk/emc/medicine/23416
http://www.medicines.org.uk/emc/RMM.816.pdf
http://www.medicines.org.uk/emc/RMM.817.pdf
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Special Warnings/Precautions for Use 
 

Weight 
Loss 

Roflumilast is associated with a decrease of body weight and so the license is subject to additional 
monitoring for weight loss 

 Patient must be issued a patient card on initiation which includes information on weight 
monitoring 

 The body weight of underweight patients should be checked at each visit to a healthcare 
professional 

 All patients should be advised to check their body weight on a regular basis. 

 In the event of unexplained and clinically concerning weight decrease, roflumilast intake should be 
stopped and body weight should be further followed-up. 

 For patients with a body weight of <60kg, treatment may lead to a higher risk of sleep disorders 
and the risk-benefit ratio should be considered at initiation. 

Psychiatric 
disorders 

Roflumilast is associated with an increased risk of disorders such as insomnia, anxiety, nervousness and 
depression. Rare instances of suicidal ideation and behaviour, including suicide have been observed in 
patients with or without history of depression, usually within the first few weeks of treatment.   

 Treatment is not recommended in patients with a history of depression associated with suicide 
ideation or behaviour. 

 The risks and benefits of starting or continuing treatment with roflumilast should be carefully 
assessed. 

 Patients must be issued a patient card on initiation and should be instructed to notify the 
prescriber of the development of any psychiatric disorders including suicidal ideation. 

Special 
clinical 
conditions 

Treatment with roflumilast should not be initiated or existing treatment with roflumilast should be 
stopped in patients with  

 severe immunological diseases  

 severe acute infectious diseases 

 cancers (except basal cell carcinoma) 

 current immunosuppressive therapy other than short-term corticosteroids 
 latent infections such as tuberculosis, viral hepatitis, herpes viral infection and herpes zoster 

 Patients with congestive heart failure (NYHA grades 3 and 4)  

 

Adverse Effects 

Common adverse events (occurring in >1/100 to <1/10): weight decrease, decreased appetite, insomnia, headache, 
diarrhoea, nausea and abdominal pain. 
Mainly occurs within the first week of therapy and mostly resolved on continued treatment. Treatment should be 
reassessed in the case of persistent tolerability. 
All suspected reactions should be reported to the MHRA. 
 

Prescribing Responsibilities/Monitoring 

 

Stage of 
treatment 

By Whom Detail 

Before 
initiation of 
treatment 

Respiratory  
Consultant / 
Nurse 
Specialist 

Clinician should review and optimise current treatment for COPD in line with 
concomitant medical problems and allergies.  This should include compliance 
check and inhaler technique assessment. 

Clinician should review: 

 For contra-indications/cautions for use 

 Baseline weight  

 Pre-existing psychiatric disorders – clinical judgement and caution required. 
Treatment 
initiation 

Respiratory  
Consultant / 
Nurse 
Specialist 

Clinician should discuss with the patient the possible benefits and risks (adverse 
effects) associated with treatment.   Provide patient with patient card (see link 
above) and advice on how it should be completed and interpreted. 
Clinician will note the following measurements: 

 Baseline weight  

http://hertsvalleysccg.nhs.uk/index.php
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 Spirometry/ Lung function 

 Number of exacerbation in past 12 months 

 Baseline hepatic function 

 Clinical wellbeing ((m)MRC/GAD, COPD scoring tools eg CAT) 

Clinician must ensure eligibility criteria are fulfilled and issue a prescription for 
roflumilast (sufficient supply until 6 week review): 

 GPs to be notified that treatment has commenced and provided with above 
baseline information and appropriate ‘Information for prescribers’ (link above) 

Initial 6 week 
review 

Respiratory  
Consultant / 
Nurse 
Specialist 

Clinician will monitor all of the above and any adverse effects and determine if 
treatment can be safely continued. 

Appropriate date for future review will be determined on outcome of 6-week 
review. 

Clinician to issue further prescription for roflumilast and notify GP of outcome of 
review and ongoing treatment plan (see GP led Care below): 

GP led Care Respiratory 
Specialist/GP 

Ongoing GP prescribing and care of patients on roflumilast should only be 
considered if patient is stable and free from adverse reactions, after a minimum of 
3 months roflumilast treatment under the Respiratory Specialist. Clinic letter from 
specialist should highlight: 

 Assessment of any potential adverse effects including weight loss and 
psychiatric symptoms 

 Response to treatment  

 Reason for continuation of treatment 

GP’s should have access to responsible specialist via secretary or via specialist e-
mail address (48 hour response rate) – in clinic letter. 

GP to contact Specialist if further guidance on treatment is required, prior to 
accepting prescribing responsibility.  

On-going 
management 
by GPs 

GP  
 
 
 
 
 
 
 
 
 

Inform specialist if patient: 

 Develops any adverse effects related to treatment 

 Is not responding to treatment 

 Declines further treatment 

 Discontinues treatment for other reasons. 

Body weight Stop if unexplained and clinically concerning weight 
decrease occurs and refer to specialist 

Psychiatric 
symptoms 

Stop if new or worsening symptoms are experienced 
and refer to specialist 

On-going 
benefits 

Monitor exacerbations/clinical well-being/persistent 
intolerance 

Monitor for adverse effects and development of any contra-indications. 
Stop treatment if intolerable adverse events or development of contra-
indications 

Review at 12 
months 

Respiratory  
Consultant / 
Nurse 
Specialist 

Clinician to review patient following 12 months of treatment and advice GP upon 
on-going treatment. 
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