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	Shared Care Guideline for Nebulised Colistin – Colistimethate sodium (Colomycin® or Promixin®) for the treatment of Pseudomonas Aeruginosa colonisation and infection in adult patients with non-CF bronchiectasis or bronchial sepsis.
Reference Number 
Version: 1.2
Replaces: 1.1
Issue date: 12.9.2017
Author(s)/Originator(s): (please state author name and department)
GMMMG Interface Prescribing Subgroup
Based on an existing SCP from SRFT with input from Respiratory Specialists at UHSM, SRFT, Pennine Acute Hospitals Trust, and CMFT.
To be read in conjunction with the following documents:

Current Summary of Product characteristics (http://www.medicines.org.uk)

BNF

Date approved by Pathways and Guidelines Development Subgroup: 

11.5.2017
Date approved by Greater Manchester Medicines Management Group:

15.6.2017
Date approved by Commissioners:  
dd/mm/yyyy
Review Date: 

15.6.2020
Please complete all sections

	1. Name of Drug, Brand Name, Form and Strength
	Colistimethate sodium (Colomycin®) 1 million unit/vial injection
Colistimethate sodium (Colomycin®) 2 million unit/vial injection
Colistmethate sodium (Promixin®) 1 million unit/vial nebulizer solution


	2. Licensed Indications 
	Colistimethate sodium (Colomycin injection and Promixin) is licensed for treating pulmonary infections caused by Pseudomonas aeruginosa in people with cystic fibrosis but NOT in non-cystic fibrosis bronchiectasis.

 

	3. Criteria for shared care


	Prescribing responsibility will only be transferred when:

· Treatment is for a specified indication
· Treatment has been initiated and established by the specialist.

· The patient’s initial reaction to and progress on the drug is satisfactory.

· The GP has agreed in writing in each individual case that shared care is appropriate.

· The patient’s general physical, mental and social circumstances are such that he/she would benefit from shared care arrangements.

	4. Patients excluded from shared care

	· Unstable disease state

· Patient does not consent to shared care.

· Patient does not meet criteria for shared care specified in section 3.
· Patients under the age of 18 years old.

	5. Therapeutic use &  background
	Pseudomonas Aeruginosa is a pathogen that causes severe lung damage and subsequent loss of functioning lung in patients who become colonised and then chronically infected. Patients with Bronchiectasis and bronchial sepsis are at risk of significant morbidity and mortality from the damage caused by this pathogen. Nebulised antipseudomonal antibiotic treatment may improve lung function, slow the rate of respiratory decline and reduce the frequency of infective exacerbations in these patients. Nebulised antibiotics are able to achieve high local concentrations with low systemic absorption and toxicity as opposed to intravenous antibiotics, where there is high risk of developing adverse effects from systemic absorption.
The 2010 BTS guidelines recommend the use of long term nebulised antibiotics for bronchiectasis patients with proven colonisation with Pseudomonas aeruginosa who have had ≥ 3 exacerbations requiring antibiotic treatment in the last 12 months or those patients who have had fewer exacerbations that are causing significant morbidity.  
Colomycin® is generally the 1st choice brand of colistimethate sodium that is used. 
Colomycin®

Nebulised Colistimethate sodium (Colomycin®) is indicated for chronic pulmonary Pseudomonas Aeruginosa infection in adults with non-CF bronchiectasis or bronchial sepsis which may require long-term treatment.

It is also indicated for eradication of first pulmonary colonisation with Pseudomonas Aeruginosa for a period of three weeks – three months (initially with high dose ciprofloxacin)

Colomycin® powder for nebulisation is inhaled using an air compressor and ventstream nebuliser. This equipment is provided by the Respiratory Department at the hospital. The equipment is serviced annually. All the consumables associated with the nebulizer itself including the filters are replenished by the hospital annually or as required. Contact the Respiratory Team within office hours for support with the equipment and consumables.

A supervised challenged of one dose of the drug will take place in a controlled safe environment within the hospital outpatient department or as a hospital inpatient as appropriate. This will be supervised by a member of the Respiratory Team. The first dose for the challenge will be provided by the specialist. If no adverse effects are experienced by the patient they will be provided with all the necessary equipment, consumables, training on use of the nebulizer, and contact details for the Respiratory Team. The patient will then receive a supply of Colomycin® for home administration until the GP agrees to share care. The patient will thereafter request repeat prescriptions for the drug, diluents and any required needles, syringes plus sharps bins from their General Practitioner and redeem their prescription at their local pharmacy.

The patient will remain under the shared care of the General Practitioner and Respiratory Team. If any adverse effects are experienced they will be dealt with promptly and alternative treatments will be explored for that individual patient.
Promixin®

Nebulised Colistimethate sodium (Promixin®) is indicated for chronic pulmonary Pseudomonas Aeruginosa infection in adults with non-CF bronchiectasis or bronchial sepsis which may require long-term treatment.
It is also indicated for eradication of first pulmonary colonisation with Pseudomonas Aeruginosa for a period of three weeks – three months (initially with high dose ciprofloxacin).

Promixin® powder for nebulisation is inhaled using an I-neb® Adaptive Aerosol Delivery (AAD) system, supplied free of charge by the manufacturers of Promixin® (Profile). The I-neb® is a small, battery powered, lightweight and virtually silent drug delivery device designed to significantly reduce the inconvenience of conventional nebuliser/compressor therapy while delivering a precise, reproducible dose of drug. This is particularly useful for patients that need portable therapies for their work environment or travel. The aerosol is created through Vibrating Mesh Technology (VMT), and the dosage of drug is controlled through an AAD Disc and specific metering chambers. The metering chambers can deliver a pre-set volume ranging from 0.25 to 1.4 mL with a residual of about 0.1 ml. The vibrating mesh has a variable power range for the optimization of the aerosol output. I-neb® incorporates an AAD algorithm that pulses medication delivery into 50 to 80 percent of each inspiration, based on a rolling average of the last three breaths. Throughout the treatment, the I-neb® provides continuous feedback to the patient through a liquid crystal display, and upon successful delivery of the treatment, the patient receives audible and tactile feedback.

All the consumables associated with the nebulizer itself including the filters are replenished by the Respiratory Team annually or as required. Contact the Respiratory Team within office hours for support with the equipment and consumables.


	6. Contraindications (please note this does not replace the SPC or BNF and should be read in conjunction with it).
	Contra-indications: 
· Colomycin® and Promixin® are contra-indicated in patients with known hypersensitivity to colistimethate sodium.

· Colomycin® and Promixin® are known to reduce the amount of acetylcholine released from the pre-synaptic neuromuscular junction and therefore should not be used in patients with myasthenia gravis.
Cautions: 
· Nebulised Colistimethate may induce coughing or bronchospasm. Pre-dosing with a bronchodilator is advisable. 
· The first dose may be given under medical supervision. 
· Use with extreme caution in patients with porphyria. 
· Use with caution in renal impairment as Colistimethate is renally excreted. 
· Bronchial hyper-reactivity in response to Colistimethate may develop over time with continued use.

	7. Prescribing in pregnancy and lactation
	This drug can be prescribed in the pregnant / breastfeeding patient. Under these circumstances prescribing should be the responsibility of the Specialist.
Pregnancy

There is evidence that colistimethate sodium crosses the placenta and consequently there is potential for foetal toxicity is used during pregnancy. Clinical use suggest probably safe when used by inhalation. Colomycin® and Promixin® should only be given during pregnancy if the benefits outweigh any potential risk. Advising patients and carers is the responsibility of the specialist service.
Breast feeding

Present in milk but poorly absorbed from gut; manufacturers advise avoid (or use only if potential benefit outweigh risk)



	8. Dosage regimen  for continuing care

	Route of administration
	Nebulisation

	
	Preparations available:
Colistimethate sodium (Colomycin®) 1 million unit/vial injection
Colistimethate sodium (Colomycin®) 2 million unit/vial injection
Colistimethate sodium (Promixin®) 1 million unit/vial nebulizer solution

	
	Please prescribe:  
The usual dose is 1 to 2 million units Nebulised Colomycin® twice daily OR 1 to 2 million units Nebulised Promixin® BD.

The dosage is determined by the severity and type of infection.

The dose may be varied across this range depending on the condition being treated, tolerability of the patient and response to treatment.

Dose should be diluted in Water for injection or Sodium Chloride 0.9% nebulizer solution to a volume of between 1ml – 4ml dependant on brand and nebuliser system employed. Diluent should be provided in plastic amps where possible to negate the use of needles and syringes in dose preparation (e,g, Sodium Chloride 0.9% 2.5ml nebulizer solution or  Sodium Chloride 0.9% 2.5ml Steripoules®).

Colistin can be administered through a variety of nebuliser systems.
Colomycin® is generally the 1st choice brand of colistimethate sodium that is used.
Promixin® is exclusively nebulised via an I-neb hand-held nebuliser which is

provided by the manufacturer. Ongoing use of the I-neb requires activation “discs”

that are present in each pack of Promixin.
Only the Promixin® nebulizer solution can be used with the I-neb nebulizer.

Specialists occasionally recommend reconstitution of colistimethate for nebulisation  with salbutamol 2.5mg nebulizer solution as long as the salbutamol solution or any diluent used is preservative free, however this is unlicensed.


	
	Is titration required 
	
	No 

	
	Adjunctive treatment regime:
Nebulised Colomycin® and Promixin® should be administered after physiotherapy techniques and other inhaled treatments, where indicated. Other inhaled therapies may include agents to reduce the viscoelasticity of sputum and bronchodilators.  
Additional parenteral or oral antibiotics may need to be administered to treat acute exacerbations of pulmonary infection or as part of eradication therapy e.g. Ciprofloxacin 750mg  twice daily orally may also be  co-administered.

	
	Conditions requiring dose reduction:
Use with caution in renal impairment. All dose adjustments will be the responsibility of the specialist.


	
	Usual response time :
Non-applicable
  

	
	Duration of treatment:

To be reviewed and continued on advice of specialist.
Duration may be long-term in patients with case chronic colonisation dependent on patient response to treatment and tolerability.
It is also indicated for eradication of first pulmonary colonisation with Pseudomonas Aeruginosa for a period of three weeks – three months (initially with high dose ciprofloxacin).


	
	Treatment to be terminated by:

 Specialist from Respiratory Team

	
	NB. All dose adjustments will be the responsibility of the initiating specialist care unless directions have been specified in the medical letter to the GP. 



	9.Drug Interactions 
For a comprehensive list consult the BNF or Summary of Product Characteristics


	The following drugs must not be prescribed without consultation with the specialist:

Concomitant use of inhaled colistimethate sodium with other medications that are nephrotoxic or neurotoxic (e.g. cephalothin sodium, aminoglycosides, non-depolarising muscle relaxants) including those which are administered by the i.v. or i.m. routes should only be undertaken with caution.

	
	The following drugs may be prescribed with caution:
Neuromuscular blocking drugs and ether should be used with extreme caution in patients receiving  colistimethate.

	10. Adverse drug reactions 
For a comprehensive list (including rare and very rare adverse effects), or if significance of possible adverse event uncertain, consult Summary of Product Characteristics or BNF
	Specialist to detail below the action to be taken upon occurrence of a particular adverse event as appropriate. Most serious toxicity is seen with long-term use and may therefore present first to GPs. 

The commonest undesirable effects following nebulisation of colistimethate sodium are coughing and bronchospasm (indicated by chest tightness which may be

detected by a decrease in FEV1) in approximately 10% of patients.
Nebulised Colistimethate Sodium, Colomycin® and Promixin® can potentially cause bronchoconstriction in some patients, which may lead to discontinuation. This may be relieved in some patients by using an inhaled bronchodilator prior to nebulisation or nebulised bronchodilator as diluent for the antibiotic powder.


	
	Adverse event
System –  symptom/sign


	Action to be taken Include whether drug should be stopped prior to contacting secondary care specialist
	By whom

	
	Skin rash
	May indicate hypersensitivity and treatment should be withdrawn and discussed with Respiratory Team
	GP

	
	Sore throat/mouth
	May be due to candida albicans infection or hypersensitivity, discuss with Respiratory Team.
	GP

	
	Coughing/bronchospasm
	Pre-dosing with bronchodilator advisable.
	GP

	
	The patient should be advised to report any of the following signs or symptoms to their GP without delay:           

Rash

	
	Other important co morbidities: 

	
	Annual flu vaccination recommended.

	
	Any adverse reaction to a black triangle drug or serious reaction to an established drug should be reported to the MHRA via the “Yellow Card” scheme.

	11.Baseline investigations
	List of investigations / monitoring  undertaken by secondary care
· 1st test dose given with pre-dosing of bronchodilator by specialist team.
· Spirometry

· Sputum culture positive for Pseudomonas aeruginosa in patients with repeated exacerbations of bronchiectasis requiring IV antibiotics and hospital admission.


	12. Ongoing monitoring requirements to be undertaken by GP 


	Is monitoring required? 
	Regular monitoring during treatment is essential to detect adverse reactions at an early stage and patients should be counselled about the risk factors and to report all signs and symptoms of toxicity. Monitoring will be a shared responsibility between the Respiratory Team and the General Practitioner. Monitoring will include sputum specimens, Spirometry, oxygen saturation levels and patient reported symptoms. The Respiratory Team will liaise with the GP to arrange for sputum specimens to be collected in line with the individualized management plan. Spirometry and oxygen saturation levels with be assessed at every clinic visit, where indicated. Patients will be provided with a contact number where they can report any adverse effects or indeed query any aspects of this service and their individual care.

	
	Monitoring
	Frequency
	Results
	Action
	By whom

	
	Monitor patients general health incl side-effects
	See Section 7: Adverse drug reactions above
	GP

	13. Pharmaceutical aspects 

	Colomycin®

The dose of Colomycin® administered depends on the individual patient and the frequency and severity of infective exacerbations along with their response to treatments. The patient will administer one nebulised dose of a bronchodilator via the side-stream nebuliser prior to administration of the Colomycin®. Colomycin® is prepared by mixing and diluting the powder with 2ml to 4ml  of sodium chloride 0.9% and/or  water for injection. This should be stated clearly on the prescription. The patient will administer the antibiotic via a nebuliser unit that is provided by the hospital. It is important that the patient receives a prescription for 2.5ml or 5ml plastic ampoules of each mixing solution in order to be able to effectively draw up and mix the therapy without using a syringe which can be problematic for the patients. The dose should be given once or twice a day. Most patients will prepare Colomycin® 1 million units twice daily initially then may increase to 2 million units twice daily on review after 2 months, if indicated.
Promixin®

Promixin® is administered via the I-neb nebuliser, as this is provided free of charge when purchasing the brand specific Promixin® (Colistimethate Sodium). The I-neb® nebuliser requires a disc to be inserted in order for it to function. This disc contains important data

that enables the I-neb® to deliver the pre-set dose at the correct power setting. Two discs are provided with each pack of Promixin® vials. After 30 doses of Promixin® the disc is replaced. It is therefore essential that Promixin® is always prescribed in full packs. If the patient is also administering hypertonic saline, the supplying company will provide an additional reservoir for administration via the I-neb®. The second disc is supplied to enable use of other agents via the I-neb device such as hypertonic saline and bronchodilators. A rescue disc is also supplied with the nebuliser in case of loss or damage and further discs can be obtained by calling the helpline.

The dose of Promixin® administered depends on the initial dilution of the 1 million unit vial. Promixin® is prepared by diluting the powder with 1 or 2 mls of  Water for Injections (WFI) to produce a hypotonic solution, a 50:50 mixture of WFI and 0.9% sodium chloride to produce an isotonic solution, or with 0.9% sodium chloride to produce a hypertonic solution depending on the strength of Promixin® directed by the Specialist. This should be stated clearly on the prescription. The dose should be given once or twice a day. Most patients will prepare Promixin® 1 million unit with 1ml water for injection and nebulise once or twice daily.
Diluent should be provided in plastic amps where possible to negate the use of needles and syringes in dose preparation (e,g, Sodium Chloride 0.9% 2.5ml nebulizer solution or  Sodium Chloride 0.9% 2.5ml Steripoules®).
Glass sodium chloride 0.9% ampoules and water for injection ampules are also available. However, additional consumables are required such as a sharps bin, needles, a syringe and a filter. Therefore, these are not recommended for routine use by patients.



	14. Responsibilities of initiating specialist
(Local commissioning arrangements may vary)
	· Diagnosis of Pseudomonas Aeruginosa infection or colonisation in patients diagnosed with Bronchiectasis or bronchial sepsis based on a timely and comprehensive assessment.

· To assess suitability of the patient for treatment and perform a “test dose” with lung function monitoring;

· To to initiate and supply at least treatment until the GP has accepted the patient for shared care.
· Dose of medication and nebulizer system required will be communicated to GP and patient by specialist.
· To arrange the provision of a nebulizer plus its maintenance and appropriate giving set and training for the patient and carer.
· All the consumables associated with the nebulizer itself including the filters, masks are replenished by the respiratory service annually or as required.
· To supply initial sundries for dose preparation.
· Where agreed by the GP for Promixin to be prescribed contact Profile/Philips Respironics Pharma to supply the I-neb system, and ensure training of patient/carer in the use of the system.
· Supplying the initial sundries where required (needles, syringes, sharps bin).
· Monitor response and indications of adverse drug reactions (ADRs) during the first test dose and the subsequent initial follow up period.
· To monitor the patient and their therapy at appropriate intervals to ensure ongoing appropriateness of therapy.

· Evaluate evidence of ADR’s or any other concerns raised by the GP and discuss alternative treatment options where appropriate.
· Advise GP about possible drug interactions.
· Advise the GP if there are any supply issues related to Colomycin® or Promixin®.
· In relation to eradication therapy, secondary care will supply the patient with sputum collection pots and advise the patient to send the specimens to their GP for processing in the laboratory at the appropriate time intervals or bring into the respiratory clinic where appropriate.
· The Respiratory Team will follow up the results of sputum cultures after the three months eradication therapy, and relay relevant information to the GP.

· Undertake baseline monitoring.  

· Dose adjustments.

· Monitor patient’s initial reaction to and progress on the drug. 

· Continue to monitor and supervise the patient according to this protocol, while the patient remains on this drug, and agree to review the patient promptly if contacted by the GP
· Patients will be considered suitable for transfer to GP prescribing ONLY when they meet the criteria listed in section 3 above. 
· The consultant team will write formally to the GP to request shared care using the GMMMG agreed process. Failure to supply all the required information will result in the refusal of the request until all information has been supplied

· Patients will only be transferred to the GP once the GP has agreed. 

· Provide GP with diagnosis, relevant clinical information and baseline results, treatment to date and treatment plan, duration of treatment before consultant review.  

· Provide GP with details of outpatient consultations, ideally within 14 days of seeing the patient or inform GP if the patient does not attend appointment

· Provide GP with advice on when to stop this drug particularly if no improvement in the patient’s condition is seen.
· Provide patient with relevant drug information to enable Informed consent to therapy

· Provide patient with relevant drug information to enable understanding of potential side effects and appropriate action

· Provide patient with relevant drug information to enable understanding of the role of monitoring.
· Train the patient/carer in the use of the nebulizer system including dose preparation.
· Be available to provide patient specific advice and support to GPs as necessary.

	15. Responsibilities of the GP

(Local commissioning arrangements may vary)
	· Continue treatment as directed by the specialist.

· Act upon communication from the specialist in a timely manner.

· Monitoring the patient’s overall health and well being

· Observing the patient for evidence of ADR’s or drug intolerance and alerting the Specialist.
· Provision of repeat prescriptions of or Colomycin® or Promixin® and any necessary drugs for pre-dosing.

· Arrange supply of diluents and needles/syringes and sharp boxes where required

· Ensuring advice is sought from the secondary care clinician if there is any significant change in the patient’s health status

· Reducing and/or stopping treatment in line with secondary care clinicians directive.
· For eradication therapy, GP should ensure sputum samples from the patient are sent for processing two weeks after patient has completed the three month eradication therapy period, and send any further samples for processing upon request.
· Ensure no drug interactions with concomitant medicines

· To undertake vaccination as directed by the initiating consultant, the BNF or Green Book

· Symptoms or results are appropriately actioned, recorded and communicated to secondary care when necessary. 
· GPs should reply to request for shared care to either accept or decline within 14 days. A form is available on the GMMMG website to facilitate this, if you so wish.

· If the GP does not feel it is appropriate to take on the prescribing then the prescribing responsibilities will remain with the specialist. The GP should indicate the reason for declining.

· Enter a READ code on to the patient record to highlight the existence of shared care for the patient.

· Undertake more frequent tests if there is evidence of clinical deterioration, abnormal results, or symptoms suggesting abnormal renal function or other risk factors. Contact consultant team for advice on monitoring in these circumstances if required.

· Check all monitoring results prior to issuing a repeat prescription to ensure it is safe to do so. 

· Monitor the patient’s general wellbeing.

· Seek urgent advice from secondary care if:

· The patient becomes pregnant whilst taking Colistimethate
· Non compliance is suspected

· The GP feels a dose change is required

· There is marked deterioration renal function

· The GP feels the patient is not benefiting from the treatment

· The shared care agreement will cease to exist, and prescribing responsibility will return to secondary care, where:

· The clinical situation deteriorates such that the shared care criterion of stability is not achieved. 

· The clinical situation requires a major change in therapy.

· GP feels it to be in the best stated clinical interest of the patient for prescribing responsibility to transfer back to the consultant team. The consultant team will accept such a transfer within a timeframe appropriate to the clinical circumstances.

There must be discussion between the consultant team and GP on this matter and agreement from the consultant team to take back full prescribing responsibility for the treatment of the patient. The consultant team should be given 14 days’ notice in which to take back prescribing responsibilities from primary care.



	16. Responsibilities of the patient
	· To take medication as directed by the prescriber, or to contact the GP if not taking medication

· To attend hospital and GP clinic appointments.
· Failure to attend will result in medication being stopped (on specialist advice).

· The patient is responsible for safe administration of the therapy in line with demonstration and instruction provided both verbally in the clinic and written guidance for home reference. 
· The patient must clean and maintain the equipment and seek advice where necessary if equipment fails. 

· Any needles must be safely disposed of in the sharps box provided. Any unused drug must be handed to the pharmacist or GP for safe disposal.
· They should seek medical assessment for their GP if any side-effects occur or attend A&E if severe adverse effects noted.

	17.Additional Responsibilities

e.g. Failure of patient to attend for monitoring, Intolerance of drugs, Monitoring parameters outside acceptable range, Treatment failure, Communication failure


	List any special considerations


	Action required


	By whom


	Date



	
	Nil
	
	
	

	18. Supporting documentation
	The SCG must be accompanied by a patient information leaflet.(Available from  http://www.medicines.org.uk/emc OR  http://www.mhra.gov.uk/spc-pil/)



	19. Patient monitoring booklet
	No patient monitoring booklet is available.

	20. Contact details
	See Appendix 1


Appendix 1 – Local Contact Details

	Commissioner contact information 


	Name:  [insert text here]

	
	Email:  [insert text here]

	
	Contact number:  [insert text here]

	
	Organisation:  [insert text here]


	Lead author contact information 


	Name:  [insert text here]

	
	Email:  [insert text here]

	
	Contact number:  [insert text here]

	
	Organisation:  [insert text here]


	Secondary care contact information 


	If stopping medication or needing advice please contact: 

	
	Dr  [insert text here]

	
	Contact number:  [insert text here]

	
	Hospital:  [insert text here]


Shared Care Agreement Form
Specialist request

*IMPORTANT: ACTION NEEDED
Dear Dr
[insert Doctors name here]
Patient name:
[insert Patients name here]
Date of birth:
[insert date of birth]
NHS Number: [insert NHS Number]
Diagnosis:
[insert diagnosis here]
This patient is suitable for treatment with [insert drug name] for the treatment of
[insert indication]
This drug has been accepted for Shared Care according to the enclosed protocol (as agreed by Trust / CCG / GMMMG). I am therefore requesting your agreement to share the care of this patient. 

The patient has been fully counselled on the medication.

Treatment was started on [insert date started]   [insert dose].
If you are in agreement, please undertake monitoring and treatment from [insert date]
NB: date must be at least 1 month from initiation of treatment.

Baseline tests: 
[insert information]
Next review with this department:
[insert date]
You will be sent a written summary within 14 days. The medical staff of the department are available at all times to give you advice. The patient will not be discharged from out-patient follow-up while taking [insert text here]. 

Please use the reply slip overleaf and return it as soon as possible.

Thank you.

Yours 

[insert Specialist name]
Shared Care Agreement Form 

GP Response

Dear Dr [insert Doctors name]
Patient 
[insert Patients name]
NHS Number
[insert NHS Number]


Identifier
[insert patient date of birth/address]
I have received your request for shared care of this patient who has been advised to start [insert text here]
A
I am willing to undertake shared care for this patient as set out in the protocol

B
I wish to discuss this request with you

C
I am unable to undertake shared care of this patient.

	My reasons for not accepting are:

(Please complete this section)

	

	

	

	

	

	

	

	


GP signature





Date 

GP address/practice stamp

	Shared Care Guideline Summary:
Nebulised Colistin – Colistimethate sodium (Colomycin® or Promixin®) for the treatment of Pseudomonas Aeruginosa colonisation and infection in adult patients with non-CF bronchiectasis or bronchial sepsis.
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	Drug
	Colistimethate sodium (Colomycin®) 1 million unit/vial injection
Colistimethate sodium (Colomycin®) 2 million unit/vial injection
Colistimethate sodium (Promixin®) 1 million unit/vial nebulizer solution

	Indication
	Treatment of Pseudomonas Aeruginosa colonisation and infection in adult patients with non-CF bronchiectasis or bronchial sepsis.

	Overview
	Pseudomonas Aeruginosa is a pathogen that causes severe lung damage and subsequent loss of functioning lung in patients who become colonised and then chronically infected. Patients with Bronchiectasis and bronchial sepsis are at risk of significant morbidity and mortality from the damage caused by this pathogen. Nebulised antipseudomonal antibiotic treatment has been shown to improve lung function, slow the rate of respiratory decline and reduce the frequency of infective exacerbations in these patients. The 2010 BTS guidelines recommend the use of long term nebulised antibiotics for bronchiectasis patients with proven colonisation with Pseudomonas aeruginosa who have had ≥ 3 exacerbations requiring antibiotic treatment in the last 12 months or those patients who have had fewer exacerbations that are causing significant morbidity.   

	Specialist’s Responsibilities
(Local commissioning arrangements may vary)
	Initial investigations: Diagnosis and assess suitability of patient for nebulised Colistimethate therapy. Baseline investigations to included 1st test dose given with pre-dosing of bronchodilator in secondary care, spirometry, and sputum culture.
Initial regimen: The usual dose is 1 to 2 million units Nebulised Colomycin® twice daily OR 1 to 2 million units Nebulised Promixin® BD.

Clinical monitoring: Sputum specimens, Spirometry, oxygen saturation levels and patient reported symptoms. The Respiratory team will liaise with the GP to arrange for sputum specimens to be collected in line with the individualized management plan. Spirometry and oxygen saturation levels with be assessed at every clinic visit, where indicated.

Safety monitoring: Monitoring for response and adverse drug reactions (ADRs) during

initiation period. Evaluating ADRs raised by the GP and evaluating any concerns arising from reviews undertaken by GP.
Prescribing details: Initiate treatment. To stop the drug or provide GP with advice on when to stop this drug.
Documentation: The consultant team will write formally to the GP to request shared care using the GMMMG agreed process. Patients will only be transferred to the GP once the GP has agreed. Provide GP with diagnosis, relevant clinical information, treatment plan, duration of treatment with 14 days of seeing the patient or inform GP if the patient does not attend appointment.


Maintenance prescription: Prescribe in Colistimethate sodium (Colomycin® or Promixin®), diluents and required bronchodialator therapy in accordance with the specialist’s recommendations. Maximum recommended dose as per BNF.

	Clinical monitoring: The Respiratory team will liaise with the GP to arrange for sputum specimens to be collected in line with the individualized management plan.
Safety monitoring: To report to and seek advice from the specialist on any aspect of

patient care which is of concern to the GP and may affect treatment.
Duration of treatment: Stop treatment on advice of specialist team.
Documentation: GPs should reply to request for shared care to either accept or decline within 14 days. A form is available on the GMMMG website to facilitate this, if you so wish.
	

	Adverse Events
	Adverse events

Action

Skin rash

May indicate hypersensitivity and treatment should be withdrawn and discussed with Respiratory Team

Sore throat/mouth

May be due to candida albicans infection or hypersensitivity, discuss with Respiratory Team.

Coughing/bronchospasm

Pre-dosing with bronchodilator advisable.



	Contra-indications

Cautions

Drug Interactions
	Please refer to the BNF and/or SPC for information

	Other Information
	Dose should be diluted in Water for injection or Sodium Chloride 0.9% nebulizer solution to a volume of between 1ml – 4ml dependant on brand and nebuliser system employed.

Diluent should be provided in plastic amps where possible to negate the use of needles and syringes in dose preparation (e,g, Sodium Chloride 0.9% 2.5ml nebulizer solution or  Sodium Chloride 0.9% 2.5ml Steripoules®).

Glass sodium chloride 0.9% ampoules and water for injection ampules are also available. However, additional consumables are required such as a sharps bin, needles, a syringe and a filter. Therefore, these are not recommended for routine use by patients.
Specialists occasionally recommend reconstitution of colistimethate for nebulisation with salbutamol 2.5mg nebulizer solution as long as the salbutamol solution or any diluent used is preservative free, however this is unlicensed.

Respiratory Team to arrange the provision of a nebulizer plus its maintenance and appropriate giving set and training for the patient and carer. All the consumables associated with the nebulizer itself including the filters, masks are replenished by the Respiratory Team annually or as required.

GP to prescribe diluents and any needles/syringes plus sharp boxes where required once shared care accepted.
Nebulised Colomycin® and Promixin® should be administered after physiotherapy techniques and other inhaled treatments, where indicated. Other inhaled therapies may include agents to reduce the viscoelasticity of sputum and bronchodilators.  

Additional parenteral or oral antibiotics may need to be administered to treat acute exacerbations of pulmonary infection or as part of eradication therapy e.g. Ciprofloxacin 750mg  twice daily orally may also be  co-administered.

	Contact Details
	Name: [insert text here]
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