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	INFORMATION SHEET – Blue Traffic Light Classification

	Name of medicine
	Roflumilast Daxas®

	Indication

(including whether for adults and/or children)
	Roflumilast, as an add-on to bronchodilator therapy, is recommended as an option for treating severe chronic obstructive pulmonary disease in adults with chronic bronchitis, only if:

•
the disease is severe, defined as a forced expiratory volume in 1 second (FEV1) after bronchodilator of less than 50% of predicted normal, and

•
the person has had 2 or more exacerbations in the previous 12 months despite triple inhaled therapy with a long-acting muscarinic antagonist, a long-acting beta-2 agonist and an inhaled corticosteroid1 

	PCN policy statement reference 

(if applicable)
	PCN 277-2017

	Author(s): Noreen Devanney Reviewed by Kevin Solomons
Organisation(s): Surrey Downs CCG

	Version: 1.1
	PCN recommendation date:  Oct 2017
	Review date: October 2020


The information sheet is intended to facilitate the accessibility and safe prescribing of complex treatments across the secondary/primary care interface for medicines classified by Prescribing Clinical Network as BLUE
BLUE drugs are considered suitable for prescribing in primary care, following initiation and stabilisation by a specialist as ongoing monitoring can be undertaken in primary care without specialist support and WITHOUT the need for a formal shared care guideline.

For each drug classified as blue, the Prescribing Clinical Network will recommend the minimum supply and whether an information sheet is required or not.  A minimum of one month supply of medication will be provided by the initiating consultant.
This information sheet sets out the patient pathway relating to this medicine and any information not available in the British National Formulary and manufacturer’s Summary of Product Characteristics. Prescribing must be carried out with reference to those publications.  A GP or Primary Care Prescriber must ensure they are familiar with the prescribing responsibilities.  This information sheet is available on the internet http://pad.res360.net/ forming part of the Prescribing Advisory Database (PAD) giving GPs appropriate advice / guidance and is not required to be sent to the GP with the clinic letter.
RESPONSIBILITIES and ROLES

	Consultant / Specialist responsibilities

	1. To assess the suitability of patient for treatment

	2. To discuss the aims, benefits and side effects of treatment with the patient and/or carer as well as their role

	3. Explain to the patient and/or carer the treatment plan including the dosing schedule and request for transfer of care to GP

	4. Baseline monitoring undertaken

	5. Monitor and evaluate response to treatment, including adverse drug reactions, with the patient and to continue / discontinue treatment in line with agreed treatment plan

	6. Supply GP with summary of patient review (including anticipated length of treatment) and a copy of any information sheet available 

	7. Advise GP if treatment is to discontinue at any point

	8. Inform GP if patient does not attend planned follow-up

	9. Patients should be given a patient card before starting treatment and advised to record body weight at regular intervals

	10. Initiating treatment and prescribing for at least 3 months to enable assessment of potential weight loss or psychiatric symptoms (see No.12)

	11. The recommended dose is roflumilast 500 micrograms (one tablet) once daily 2. No titration required.

	12. Monitoring required 
Body Weight-secondary care at initiation and review. 
Body weight <60 kg:   Treatment with roflumilast may lead to a higher risk of sleep disorders (mainly insomnia) in patients with a baseline body weight of <60 kg, due to a higher total PDE4 inhibitory activity found in these patients. Body weight of underweight patients should be checked at each visit. Patients should be advised to check their body weight on a regular basis. In the event of an unexplained and clinically concerning weight decrease, the intake of roflumilast should be stopped and body weight should be further followed-up 2
Liver Function Test –secondary care at initiation – contra-indicated in moderate and severe impairment 2
Mental Health- The risks and benefits of starting or continuing treatment with roflumilast should be carefully assessed if patients report previous or existing psychiatric symptoms or if concomitant treatment with other medicinal products likely to cause psychiatric events is intended .

Discontinue if new or worsening psychiatric symptoms occur. Roflumilast is associated with an increased risk of psychiatric 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 weeks of treatment.
Roflumilast is not recommended in patients with a history of depression associated with suicidal ideation or behaviour. Patients and caregivers should be instructed to notify the prescriber of any changes in behaviour or mood and of any suicidal ideation. If patients suffer from new or worsening psychiatric symptoms, or suicidal ideation or suicidal attempt is identified, it is recommended to discontinue treatment with roflumilast 2



	General Practitioner (GP) or Primary Care Prescriber responsibilities

	1. Subsequent prescribing  
1. Responsible for taking over prescribing after the first three months. 
2. Responsible for the clinical assessment and monitoring after the first three months 
3. Review of any concurrent medications for potential interactions 
4. Reporting adverse events to the MHRA 
5. Refer for advice to specialist where appropriate 


	2. Ongoing monitoring (as per No. 12 above)
Body Weight (including request to patients to check body weight on a regular basis and report back)
Mental Health (patients and caregivers should be instructed to notify the prescriber of any changes in behaviour or mood and of any suicidal ideation).

	3. Significant drug Interactions 

Aminophylline, Carbamazepine, Cimetidine, Fluvoxamine, Fosphenytoin, Phenobarbital, Primidone, Rifampicin, Theophylline, Immunosuppression – including long term oral steroids.



	4. Characteristics of clinical response that can be reviewed by GP to assess response to drug

CAT test (COPD Assessment Test) designed to measure the impact of COPD on a person's life, and how this changes over time. http://www.catestonline.org/



	Patient / Carer role

	1. Informing the specialist team, primary care prescriber or other healthcare professional if he or she has further questions or wants more information about the treatment

	2. Tell the consultant / specialist or GP or Primary Care Prescriber of any other medication being taken, including over-the-counter products.

	3. Sharing any concerns about their treatment and problems they are having taking their medicines with the specialist team, primary care prescriber or other healthcare professional involved in their care

	4. Supported to know how to report any adverse effects to the specialist team, primary care prescriber or other healthcare professional involved in their care, and how adverse effects can be managed

	5. To check body weight on a regular basis 2 and to report back to GP

	6. Patients and caregivers to notify the prescriber of any changes in behaviour or  mood and of any suicidal ideation2

	7. To be available for monitoring as required

	8. Attend follow-up appointments with the consultant / specialist


Key information on the medicine 

Please refer to the current edition of the British National Formulary (BNF), available at www.bnf.org, and Summary of Product Characteristics (SPC), available at www.medicines.org.uk for detailed product and prescribing information and specific guidance.
Background to disease and use of medicine for the given indication
COPD is a chronic and progressive disease characterised by obstruction of the airways, breathlessness and cough. Airflow

limitation becomes worse over time, with periodic acute exacerbations. 

Exacerbations worsen a patient's health status, reduce their quality of life, accelerate decline in lung function, lead to hospitalisation and increased mortality.

Indication
Roflumilast, as an add-on to bronchodilator therapy, is recommended as an option for treating severe chronic obstructive pulmonary disease in adults with chronic bronchitis, only if:

•the disease is severe, defined as a forced expiratory volume in 1 second (FEV1) after bronchodilator of less than 50% of predicted normal, and

•the person has had 2 or more exacerbations in the previous 12 months despite triple inhaled therapy with a long-acting muscarinic antagonist, a long-acting beta-2 agonist and an inhaled corticosteroid1
NICE Technology Appraisal https://www.nice.org.uk/guidance/ta461
Gold: http://goldcopd.org/wp-content/uploads/2016/12/wms-GOLD-2017-Pocket-Guide.pdf
Monitoring

	Test 
	Frequency 
	Abnormal Result
	Action if Abnormal Result

	Weight 
	XXXXX
	XXXXX
	XXXXX

	
	
	
	


1. NICE TA Roflumilast for treating chronic obstructive pulmonary disease Technology appraisal guidance Published: 26 July 2017
https://www.nice.org.uk/guidance/ta461
2. Roflumilast Daxas® SPC 

https://www.medicines.org.uk/emc/product/5650
Blue information sheet for: 
Roflumilast Daxas®

