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BaNES, Swindon and Wiltshire (BSW)
Area Prescribing Committee 
Request for change in Traffic Light Status of a medicine 
This form is to be used to request a change in the Traffic Light Status (TLS) of a medicine that is already included on the BSW joint formulary www.bswformulary.nhs.uk. Requests should be made by a Consultant, GP or other appropriate senior clinician within the BSW health community.

Please complete the form and attach any supporting papers e.g. draft Shared Care Guidelines (template available via the APC website here) and submit by email as a word document to bswicb.formulary@nhs.net  
	1. APPLICANT DETAILS

	Name



	Position / Role
	NHS Organisation

	Contact details (Address/email address)


	Tel.

	Department/Unit
	Clinical Director


	Business Manager (for directorate)


	2. DRUG DETAILS
	
	
	

	Non proprietary name:
	
	Brand name:
	

	Dosage form and strength:
	
	Tick if applies

Unlicensed Drug
(
Off-label Indication
(
Black Triangle                  (

	Condition for which the medicine is being used:
	
	


	3. TRAFFIC LIGHT STATUS DETAILS
	
	
	

	Current Traffic Light Status
	Red / Amber with shared care / Amber no shared care/ Green

	Requested Traffic Light Status
	Red / Amber with shared care / Amber no shared care/ Green

	
Reason for requested change (please refer to TLS criteria page 3):
	

	Evidence of appropriateness of change in TLS (Summary of product characteristics NICE guidelines http://www.nice.org.uk/) or other reference sources including other local Traffic Light Systems. (attach if necessary)
	

	Other specialist review


	


	4. DETAILS OF CURRENT PRESCRIBING, MONITORING AND ADMNISTRATION
	

	Who is currently prescribing or recommending the medicine? 
	Consultant / Specialist Nurse / Non medical prescriber



	Who is monitoring the medicine?

What will be the GPs involvement in monitoring?
What will the impact be on administration of the medicine in Primary Care?
	


	5. FINANCIAL ASPECTS

	Please complete the following to allow likely cost implications to be calculated

	No of patients likely to be affected by the change per year in BSW
	Probable 

average daily dose
	Likely duration of treatment
	Proportion of treatment likely to be supplied by hospital (e.g. days/months)

	
	
	
	

	Details of how estimated costs have been calculated / obtained (e.g. Drug Tariff/MIMS/Pharmacy dept.
	

	Details of compensatory saving resulting from changing Traffic Light Status (please include details of possible savings in areas other than drugs expenditure e.g. resource use)
	

	What is the likely cost impact on primary care prescribing?
	


Following section to be completed by BSW Formulary Pharmacist:
	6. DECISIONS AND FOLLOW UP

	 Date of meeting: 
	

	Comments from consultations


	

	Outcome of  TLS request :
	

	Requester informed of decision:
	

	Change to Joint Formulary

Change to Website
	


BaNES, Swindon and Wiltshire 
Area Prescribing Committee

Summary of the Traffic Light Scheme
The Traffic Light system provides a framework for defining where clinical, and therefore prescribing responsibility, should lie through categorisation of individual drugs. The traffic light system is about clinical responsibility and competency and not about costs of medicines.

1.0 Red:  For specialist use in secondary care or competent clinician only;

2.0 Amber with Shared Care Amber:  Drugs are appropriate for shared care – responsibility for prescribing may be transferred from secondary to primary care with the agreement of a GP Practice and only when agreed shared care arrangements have been established with a formal ‘shared care agreement’.

3.0 Amber without Shared Care: Drugs which would be initiated or recommended by specialists and then transferred to a GP with ongoing communication but where no formal ‘shared care agreement’ are deemed necessary. These drugs would be transferred with the agreement of a GP practice (or individual GP).

4.0 Green:  Drugs are appropriate for prescribing in primary and secondary care and within the competencies of the prescriber.

5.0 Not Recommended: drugs which are not appropriate for prescribing by primary or secondary care due to lack of good clinical evidence because of concerns over safety or due to the availability of more suitable alternatives. All new drugs which have not been requested or formally assessed should not be prescribed until this has been done. Clinicians should not prescribe these drugs.
Criteria for Red Classification:

1. Requiring specialist assessment to enable patient selection and initiation and continuation of treatment

2. Requiring long-term, on-going specialist monitoring of efficacy

3. Requiring long-term, on-going specialist monitoring of toxicity (because the side-effect profile necessitates rigorous supervision by the hospital consultant or, the full range of possible side-effects, particularly long-term effects needs to be established (e.g cancer drugs)

4. Specifically designated as ‘hospital only’ by product licence or by Department of Health (e.g. isotretinoin Roaccutane®)

5. That are new, or a new indication for an existing drug, that needs evaluation to be undertaken to establish place in therapy, with a recommendation that a formal review process be undertaken.

6. That are hospital indicated clinical trial materials

7. Use restricted by national guidance e.g NICE

8. Unlicensed / Off Label Drugs this includes unlicensed or name patient drugs, unlicensed doses or unlicensed indications for new▼drugs / drugs unfamiliar to primary care.

Amber with Shared Care Category Drugs

These medicines are considered suitable for primary care prescribing following specialist initiation and stabilisation of therapy, with ongoing communication between the primary care prescriber and Specialist.  Amber with Shared Care medicines require significant monitoring and to qualify must be designated so by the BSW Area Prescribing Committee. 

Criteria for the ‘Shared Care’ Classification

1. Requiring specialist assessment to enable patient selection and initiation of treatment 

2. Requiring short or medium term specialist monitoring of efficacy

3. Requiring short or medium term specialist monitoring of toxicity

4. That are very rarely used, such that individual GPs are unlikely to see sufficient patients and acquire a working knowledge of the drug

5. Specific long term monitoring for toxicity
6. NICE guidance

7. Products without a UK product licence would normally be classified as ‘red’ but may, in exceptional circumstances, be classified as ‘amber’ or amber with shared care.

Amber without shared care Category Drugs

In general terms the Amber without shared care traffic light still defines medicines considered suitable for GP prescribing following specialist initiation/recommendation of therapy, with ongoing communication between the primary care prescriber and specialist however no specific ‘shared care agreement’ is deemed necessary. 

Patients should ideally be initiated on therapy with a minimum of 28 days supply before transfer to primary care. Where this does not occur, or this is not possible, the primary care prescriber must use their professional discretion to decide whether they feel confident to initiate therapy themselves on the advice of a specialist. 

Primary care prescribers must still be familiar with the drug to take on prescribing responsibility or must obtain the required information in any case.  It is essential that a transfer of care involving medicines that a primary care prescriber would not normally be familiar with should not take place without the “sharing of information with the individual primary care prescriber and their mutual agreement to the transfer of care”.

NB: There may be rare occasions when the specialist is recommended to retain prescribing responsibility for a set period of time before transferring to primary care, and this will be clearly stated in the Joint Medicines Formulary.

Criteria for Amber without shared care classification

1. Requiring specialist assessment to enable patient selection and initiation / recommendation of treatment e.g anastrozole 

2. Requiring little or no specialist monitoring of efficacy 

3. Requiring little or no specialist monitoring of toxicity

4. Often used such that individual GPs are likely to see sufficient patients and acquire a working knowledge of the drug

Green Category Drugs – all other drugs within the competencies of the prescriber.  A complete Green category drug list is not available but new products are added as they are marketed.  Prescribing is appropriate within licensed, local or national guidance (NICE).

Criteria for Not Recommended classification

1) Lack of data on effectiveness compared with standard therapy.

2) Lack of data on safety compared with standard therapy.

3) Known increase in risk of adverse events compared with standard therapy.

4) Lack of data on cost-effectiveness compared with standard therapy.

5) Less cost-effective than current standard therapy

6) NICE guidance recommends that the medicine should not be used
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