2013/14
 PUBLIC HEALTH SERVICES CONTRACT

DRAFT INTEGRATED SEXUAL HEALTH SERVICES V7




	
	
	



APPENDIX A

SERVICE SPECIFICATION


	Service Specification No. 
	

	Service
	Smokefree Therapy Service in Community Pharmacy (NRT electronic and paper vouchers) 

	Authority Lead
	St Helens Council, Public Health

	Provider Lead
	Community Pharmacy (NRT Pharmacy)

	Period
	1 April 2025 to 31 March 2026

	Date of Review
	Annual



	
1.  Population Needs


	
1.1 National/local context and evidence base

National Context:
Tobacco smoking is still the largest cause of preventable death and illness in St Helens (1, 2).  Smoking prevalence has fallen and many people have accessed St Helens Wellbeing Smokefree Service.  Nationally two thirds of smokers say that they want to stop (3) although not all will be at a stage when they are ready to quit.  Evidence indicates that behaviour change support combined with nicotine replacement therapies is the most effective way to quit smoking.  

Local Context:
St Helens Council wish to tackle the harm from tobacco smoking.  People access smoking cessation advice in a range of settings, through GP practices, St Helens Smokefree Service and through community pharmacies Patients who are advised to use nicotine replacement therapies (NRT) to aid their smoking cessation will access these through the St Helens Smokefree service or via their GP. In October 2023, central government announced the Local Stop Smoking Services and Support Grant 2024-2025. The grant will continue for four years following this. Grant conditions stipulate the need to locally build demand on the St Helens Smokefree Service. It is anticapted that, as a result of the government funding and grant awarded to St Helens to build demand on the St Helens Smokefree Service, there will be an increase in the number of residents requesting NRT in 24/25 and the following four years. 


	
2. Key Service Outcomes


	
· Increased access to pharmacological smoking cessation aids to help people in St Helens who wish to quit smoking.
· Increased numbers of people quitting successfully in St Helens. Please note that this is looking likely to continue to increase locally, post April 2024, due to the recent smoking cessation government funding to increase demand on local community Stop Smoking Services. Pharmacies are expected to adhere to any demand increases. 
· Reduced harm from tobacco to health and economic wellbeing of people in St Helens.


	
3. Scope 


	3.1 Aims and Objectives of the Service

The aim of the service is to reduce the harm from tobacco through provision of pharmacological smoking cessation aids as part of smoking cessation support for people in St Helens.

3.2 Smokefree Service Description/Pathway

3.2.1 Services, Care and Interventions Provided:


· Clients who wish to give up smoking will be provided with support. Clients will be offered a suitable licensed NRT to aid their smoking cessation and also offered one to one support from St Helens Smokefree Service. Smokefree Practitioners only use electronic vouchers and will request nicotine therapy using the PharmOutcomes system which will provide a unique code for each client to present at Pharmacy. 
· The client attends the pharmacy and presents an NRT code for the nicotine therapy.  The pharmacy team will provide the product with supporting information. 
· The pharmacy team must use NRT codes in accordance with timescales described in this service specification.  Initial and subsequent NRT codes must be used within four weeks of the date of issue. Overall responsibility for ensuring the suitability of the selected therapy product supplied to the client lies with the pharmacist. 
· The St Helens Smokefree Service and the Provider will be responsible for ensuring the completion and accuracy of recorded client data and service documentation. 

3.2.2 Service Standards

· The Provider has a duty to ensure that pharmacists and other staff involved in the provision of this Service have the relevant knowledge, skills and are appropriately trained in the provision of this Service and are aware of and act in accordance with local protocols and national guidance. The Provider is asked to retain and maintain the list of trained staff.  
· The product supplied must be labelled in accordance with the requirements of the Medicines, Ethics and Practice published by The Royal Pharmaceutical Society of Great Britain (4). 
· The Provider should maintain appropriate records on the PharmOutcomes system to ensure effective on-going service delivery and audit.  All supplies of therapy must be recorded on the client’s medication record (PMR) in the pharmacy. 
· Clients can present with further voucher codes in accordance with local protocol. 

3.3 Population Covered

People who are resident, working or studying in St Helens and who smoke tobacco and wish to stop.    Smokers aged 12-15 will only receive vouchers from the St Helens Smokefree Service where they receive specialist support.

3.4 Any Acceptance and Exclusion Criteria and Thresholds 

Acceptance:

See Above.

Exclusion: 

People who are under 12 years old or who do not reside, work or study in St Helens. 

3.5 Interdependencies with Other Services

The Provider will work closely with the St Helens Wellbeing Smokefree Service and St Helens Council in delivering their services.  The obligations of each service are outlined below.

Obligations of the NRT Pharmacy
· The Provider must provide therapy requests using the PharmOutcomes voucher code which each client will present in accordance with timescales described in the protocol.  Initial and subsequent therapy requests via voucher codes must be provided within four weeks of the date of issue.   
· The Provider will record all information relating to NRT therapy and advice on the client’s PMR.  
· Pharmacy staff responsible for the delivery of this Service must participate in any on-going training, review and competency assessment related to the service, such as the NCSCT Very Brief Advice training or any training offered through the St Helens Smokefree service. The Provider will be given advanced written notice of any such required additional training, review and/or competency assessment. 
· The Provider will have appropriate smoking cessation material available for the client group and promote its uptake. 
· The Provider will review its standard operating procedures (SOPs) and referral pathways for the service on a bi-annual basis. 
· The Provider will be able to demonstrate that pharmacists and staff involved in the provision of the Service have undertaken Continuing Professional Development (CPD) relevant to this service. 
· The Provide will co-operate with any locally agreed audits and assessment of service user experience, which will include the review of uptake in NRT by Public Health. The Provider will be given advanced written notice of any audit and/or assessment of service user experience. 
· The Provider will co-operate with any audit of the voucher service. The Provider will be given advanced written notice of any such audit and not deemed onerous. 

Obligations of the Council and the St Helens Smokefree Service
· All materials required including quit support information and smoking cessation leaflets will be supplied free of charge to the pharmacy by St Helens Smokefree Service. 
· The Commissioner will reimburse the Provider for the total cost of NRT plus VAT, plus a supply fee for each voucher processed (see Appendix D). 
· The Commissioner will provide a framework for recording relevant service information for the purposes of audit and claiming payment via PharmOutcomes. 
· The St Helens Smokefree Service will be responsible for the promotion of the service locally including the development of publicity materials. 
· The St Helens Wellbeing Smokefree Service will provide details of allied services which pharmacy staff can use to signpost clients who require further assistance. 
· The Commissioner and St Helens Smokefree Service will periodically review the service.  The Council may suggest changes to the local protocol or service specification as national guidance and local circumstances changes. Any such changes will be communicated to Providers with advanced written notice. 

3.6 Any Activity Planning Assumptions
 
There are no fixed targets for the NRT contract, however, each contracted pharmacy should actively promote and signpost known smokers to St Helens Smokefree Service at every opportunity.

	
4. Applicable Service Standards 


	
4.1 Applicable National Standards eg. NICE

The Service will be compliant with NICE guidance on smoking cessation and harm (5).

4.2 Applicable Local Standards

The Service will follow the local treatment protocol as shown in Appendix L.


4.3 Standards – Patient Group Directions

There are no PGDs for this service however the pharmacy / pharmacist will follow the local treatment protocol as shown in Appendix L.


All supplies of therapies must be recorded on the PharmOutcomes system and the patient’s medication record.


	
5.  Location of Provider Premises


	
The Provider’s Premises are located at:

Named community NRT Pharmacies within the Borough of St Helens.  Locations to be agreed by St Helens Council, Public Health.


	
6. Required Insurances


	
The Provider must satisfy required insurances detailed in the St Helens Council Pre-Qualification Questionnaire (PQQ) and must notify their professional indemnity insurers


	
7. References

	
1 NICE guidance:
· Tobacco: preventing uptake, promoting quitting and treating dependence. NICE guideline [NG209]. Published: 30 November 2021 Last updated: 16th January 2023. Overview | Tobacco: preventing uptake, promoting quitting and treating dependence | Guidance | NICE. Recommendations on treating tobacco dependence | Tobacco: preventing uptake, promoting quitting and treating dependence | Guidance | NICE

2 Stop Smoking Services guidance:
· NICE NG209 - Tobacco: preventing uptake, promoting quitting and treating dependence 
https://www.nice.org.uk/guidance/ng209/chapter/Recommendations-on-treating-tobacco-dependence 

· NICE QS207 – Tobacco: treating dependence 
https://www.nice.org.uk/guidance/qs207 

· NCSCT Local Stop Smoking Services and Support: commissioning, delivery and monitoring guidance 
https://www.ncsct.co.uk/publications/commissioning-delivery-monitoring 
 
· NCSCT Standard Treatment Programme 
https://www.ncsct.co.uk/publications/ncsct-standard-treatment-programme 
 
· Department of Health & Social Care Stopping the start: our new plan to create a smokefree generation 
https://www.gov.uk/government/publications/stopping-the-start-our-new-plan-to-create-a-smokefree-generation/stopping-the-start-our-new-plan-to-create-a-smokefree-generation 

· Models of delivery for stop smoking services Options and evidence. Public Health England.  2017.  Models of delivery for stop smoking services: options and evidence (publishing.service.gov.uk) 
 
· Stop Smoking Medications: NCSCT stop smoking aids quick reference v2 
 
· Combination NRT: Combination NRT (ncsct.co.uk) 

3 Key Statistics:
· OHID Local Tobacco Profiles Local Tobacco Control Profiles - OHID (phe.org.uk)
· Smoking Prevalence in the UK and the impact of data collection changes: 2022.  ONS.  Published 7 December 2021.  Smoking prevalence in the UK and the impact of data collection changes - Office for National Statistics (ons.gov.uk)

4 Royal Pharmaceutical Society (RPS):
· Medicine, Ethics and Practice.  Royal Pharmaceutical Society.  July 2022. Medicines, Ethics and Practice - MEP | RPS (rpharms.com)

5 Statistics on NHS Stop Smoking Services in England 
· Statistics on Local Stop Smoking Services in England, April 2024 to June 2024 (Q1) - NHS England Digital



















APPENDIX B

CHARGES & PAYMENTS

Terms and Fees
· Reimbursement will be made for each voucher dispensed in accordance with the detail set out in the NRT protocol.  Each voucher should be marked to confirm and claim for:
· Product supplied with strength and quantity
· Cost price including VAT
· A dispensing fee of £4.00 for each voucher code 

Payment Method
· Payment will be based on the details from each voucher.  Each voucher has a unique ID code that needs to be entered onto the PharmOutcomes system.
· Payment will include a dispensing fee and the cost of product plus VAT for the therapy product supplied.  Prescription charges will be deducted for clients who are not exempt.
· Payment for the service will be made by the Commissioner based on validated activity data provided in the PharmOutcomes system to the participating contractor.
· If the client is exempt from paying the prescription charge the Contractor will be paid cost price plus VAT for the therapy product and a dispensing fee for each voucher.
· If the client is not exempt the Contractor will be paid cost price plus VAT for the therapy product and a dispensing fee for each voucher less the current prescription levy for each voucher.
· Clients who are not exempt from prescription charges and for who it is necessary to supply combination therapy which is requested on one voucher will be required to pay two prescription charges.

Payments
· PharmOutcomes enables real time data (including claims) to be seen by both the Pharmacy and the Council.
· Payments will be made by the Council monthly in arrears by BACS.
· Payment is subject to adherence to the terms of the service specification.
· Pharmacies should ensure that all activity is uploaded onto PharmOutcomes by the 6th of each month to enable claims to be processed for payment by the Council from the10th of each month.
· The Council will not reimburse claims for activity that is over 3 months old so pharmacies need to ensure that activity is uploaded onto PharmOutcomes on a regular basis.
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SERVICE SPECIFICATION
Nicotine Replacement Therapy in Community Pharmacy - April 25 – Mar 26
APPENDIX C

SAFEGUARDING POLICIES


The Provider shall ensure all staff are aware of, trained to a level appropriate to their role and abide by guidance and legislation on Safeguarding (children and adults).  The Service Provider should ensure that staff are aware of and abide by:

· St. Helens Safeguarding Children Board’s Multi-Agency Policy, Procedures and Good Practice Guidance.  A copy of the latest Edition is available on the Board’s website (https://sthelensscp.trixonline.co.uk/).

· St. Helens Safeguarding Adults Board’s Multi-Agency Safeguarding Policy, Procedures and Good Practice Guidance.  A copy of the latest Edition is available on the Board’s website. https://www.sthelens.gov.uk/media/5385/Safeguarding-Adults-Multi-Agency-Policy-and-Procedure/pdf/2200005_Safeguarding_Adults_Multi-Agency_Policy_and_Procedure.pdf?m=638086137818530000  

This should include understanding safeguarding referral procedures and referral pathways to social care.


[bookmark: _Hlk66189829]APPENDIX D
INCIDENTS REQUIRING REPORTING PROCEDURE


 (Incidents Requiring Reporting) procedure for reporting, investigating, and implementing and sharing Lessons Learned from: (1) Serious Incidents (2) reportable Patient Safety Incidents; and (3) Non-Service User incidents] – See main contract

Serious Untoward Incidents (SUIs)
* Reporting of SUI will be in line with St Helens Council Public Health Contract requirements. The final decision around safety and suitability for each product requested is the responsibility of the pharmacy


As soon as the provider is aware of any serious and untoward incidents, complaints or compliments, these must be reported to the commissioners within 10 days or being made aware. Whilst compliments and less serious complaints can be reported upon request, serious untoward incidents must be reported at the first available opportunity to the Local Authority Commissioner and within any case, within forty-eight hours.

Serious Untoward Incidents include but are not restricted to:
· Incidents which in any way compromise the safety of service users or staff, including incidents of abuse/violence and how managed
· Emergencies leading to service restrictions or closures
· Staff vacancies causing service disruption (cover or minimum safety)

The Provider must deliver to the Commissioner a robust Management Board Action Plan detailing the response to the incident and steps that will be taken to remove or minimise future risk.

Adverse Incident or Near Miss
In the advent of any ‘adverse incident’ or ‘near miss’ the Provider must complete the appropriate incident reporting form and demonstrate lessons learnt from the incident.






APPENDIX E

DATA AND INFORMATION PROVISION
See Main Contract 



APPENDIX F

TRANSFER OF AND DISCHARGE FROM CARE PROTOCOLS 

 Not Applicable





APPENDIX G

SERVICE QUALITY PERFORMANCE REPORT

 Not Applicable





APPENDIX H

DETAILS OF REVIEW MEETINGS


Formal Contract Meetings

The Commissioner will review the NRT service annually to identify cost and activity. 
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APPENDIX I

AGREED VARIATIONS

[Refer to Appendix B to identify changes to payment structure.  



APPENDIX J

DISPUTE RESOLUTION

[ See Main Contract



APPENDIX K

SUCCESSION PLAN

[ Not Applicable















APPENDIX L

Smokefree Local Treatment Protocol


Please see the current local Smokefree Local Treatment Protocol. This will be reviewed and updated as soon as possible to all pharmacies delivering this service






Please direct any queries to the Public Health Commissioning Manager via PublicHealth@sthelens.gov.uk
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Smoking Protocol  (Draft) March 2023 (1).docx


Smoking Protocol (Draft) March 2023 (1).docx
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[bookmark: _Toc135722833][image: crest][image: St Helens CCG col]CLINICAL PROTOCOL

[bookmark: _Toc135722834]SMOKEFREE STOP SMOKING SERVICE PROTOCOL

		For use in

		St Helens



		Target Audience

		All Clinical Staff providing a Stop Smoking Service



		Purpose

		Guidance on the management of patients under the Smokefree support service: supply of smoking cessation products and support for patients



		Document Author

		Kieron Donlon



		Approved by

		St Helens CCG Clinical Quality and Approvals Committee



		Version Number

		8



		Effective From

		1st April 2016



		Review Date

		31st March 2024



		Implementation Lead

		Matt Thompson 






The Trust is committed to creating an environment that promotes equality and embraces diversity, both within our workforce and in-service delivery.  This document should be implemented with due regard to this commitment.

This document seeks to uphold the duties and principles contained within the Human Rights Act. All Staff should be aware of its implications.

This protocol is due for review by 31st March 2024.  After this date, this protocol and associated process documents may become invalid. All users should ensure that they are consulting the current version of this document.

[bookmark: _Toc135722835]KEY INDIVIDUALS INVOLVED IN DEVELOPING THE DOCUMENT (INTERNAL STAFF ONLY)

		Name(s)

		Designation



		Kieron Donlon

		St Helens CCG Clinical Pharmacist





[bookmark: _Toc135722836]DISTRIBUTED TO THE FOLLOWING FOR APPROVALS AND COMMENTS

		Committee(s)



		Members of the St Helens CCG Medicines Management Committee



		Members of the Clinical Quality and Approvals Committee



		Individual(s)

		Designation



		Julie Tipton

		Smokefree Service Lead, 



		Jennifer Miller

		Senior Medicines Management Pharmacist, NHS St Helens CCG Medicines Management Team





[bookmark: _Toc135722837]REVISION HISTORY AND VERSION CONTROL

		Revision Date

		Reason for Change

		Version No

		By Who



		16-Dec-2009

		First revision

Support for children under 16 years of age

Support for pregnant women

Support for breastfeeding women

New Fagerstrom test

		2

		Kieron Donlon



		18-Mar-2014

		Combination therapy

Updated drug interactions with NRT

Updated drug interactions with smoking

Updated Monitoring form

Updated voucher supply

Updated counselling

Updated letters for Champix® and Zyban®

Updated Smokefree Support Care pathway

Harm reduction

Cut down to quit

		3

		Julie Tipton

Kieron Donlon



		April 2017

		· Midwives supply nicotine therapy at booking for pregnant smokers

· Changes to process for payment and monitoring using PharmOutcomes system 

		4

		Natalie Kennedy

Julie Tipton



		June 2021

		· Inclusion of Electronic voucher

· Harm reduction offer removed

· Updated medicine interactions

· Updated care pathway

· Latest request letter Champix 

· Latest request letter Zyban

· Updated Smokefree contact email and website



		7

		Julie Tipton

Nattalie Kennedy

Jennifer Miller CCG



		March 2023

		· 

		8

		Andrew Stone (St Helens Place)



		April 2023

		· E-Cigarette information removed

· Formatting changes

· Smokefree Service pathways (appendices 11 and 11a)



		9

		Matthew Thompson
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[bookmark: _Toc135722839]RATIONALE

The rationale of this protocol is to modernise NHS Stop Smoking services: improve treatment effectiveness, improve performance management and improve access to evidence-based treatment offered through NHS support services and helplines.

The key issues are to encourage entry into NHS Smokefree support, especially for routine and manual quitters, improve treatment effectiveness, improve access to effective medications approved by NICE, and reduce the proportion of quitters using the least effective methods including ‘cold turkey’.

The updated protocol will improve the effectiveness of pharmacotherapy usage and develop the evidence-base for a harm reduction strategy.

[bookmark: _Toc135722840]ST HELENS SMOKEFREE STOP SMOKING SERVICE 

[bookmark: _Toc135722841]Access to the Smokefree stop smoking service

Clients aged 12 years and over wishing to participate in the Smokefree service must first sign up to be interviewed and counselled by an accredited practitioner.

[bookmark: _Toc135722842]Children aged less than 16 years

The Stop Smoking Practitioner must have an up to date CRB check documented with their employer and evidence of training on assessing Fraser competence and Safeguarding children.

[bookmark: _Toc135722843]Adolescents

Nicotine replacement therapy (NRT) may be used by adolescents aged 12 to 18 years.  Limited data on safety and efficacy are available for this age group; duration of treatment should be restricted to 12 weeks. 

For the purposes of offering support to quit or reduce smoking, adolescents aged 15 years or younger must be referred to St Helens Smokefree, where a Stop Smoking Practitioner with experience in dealing with children and child protection issues. Smokers will be offered a programme of support on either a one to one or drop-in group basis.

[bookmark: _Toc135722844]Exclusions

Excluded clients will be referred to their GP. Nicotine Voucher codes will NOT be issued to clients in the following groups:

· Tobacco users not sufficiently motivated to stop or to reduce smoking.

· Clients with hypersensitivity to nicotine or an ingredient in the selected formulation.

· Clients with contra-indications to NRT (Appendix 1).

· Clients with a history of myocardial infarction, severe dysrhythmia, or cerebrovascular accident within the last four weeks; initiation of NRT should be done under medical supervision

· Clients already using Zyban® (bupropion), Champix® (Varenicline) or NRT; in the case of NRT.

[bookmark: _Toc135722845]PREGNANCY

Pregnant smokers need to be referred to the local stop smoking service offering specialist support for this client group. This is to ensure that all pregnant smokers have access to the enhanced care pathway and additional monitoring & support available.

NRT Should be considered, alongside behavioural support, to help women stop smoking at the earliest opportunity in pregnancy. Emphasise to pregnant women that:

· most smoking-related health problems are caused by other components in tobacco smoke, not by the nicotine

· any risks from using NRT are much lower than those of smoking

· nicotine levels in NRT are much lower than in tobacco, and the way these products deliver nicotine makes them considerably less addictive than smoking.


The decision to use NRT should be made after a risk versus benefit assessment has been completed by a health professional or stop smoking practitioner as early in pregnancy as possible.

The client must sign a declaration indicating the risk-benefit has been explained (Appendix 3) and give consent for the practitioner to consult the clinician overseeing the management of the pregnancy (Appendix 4).This includes Midwives providing an initial 7 day supply of nicotine therapy in the form of  16 hour patch for smokers who register to the scheme at booking.

. Intermittent forms of NRT are preferable during pregnancy although a patch may be appropriate if nausea or vomiting is a problem. NRT patches should be used for no more than 16 hours in any 24-hour period. Suggest a patch should be removed before going to bed. 

[bookmark: _Toc135722846]BREASTFEEDING

The relatively small amounts of nicotine found in breast milk during NRT use are less hazardous to the infant than second-hand smoke.  NRT can be offered for use by women who are breastfeeding, who feel able to stop smoking but who are likely to relapse without treatment. 

NRT products taken intermittently are preferred as their use can be adjusted to allow the maximum time between administration and feeding the baby to minimise the amount of nicotine in breast milk.  If possible, patches should be avoided.

Clients must give consent for the Stop Smoking Practitioner to consult the clinician overseeing the management of the client’s post-natal care (Appendix 4). 

LIQUORICE FLAVOURED NRT PRODUCTS ARE CONTRAINDICATED
IN PREGNANCY AND BREASTFEEDING.









[bookmark: _Toc135722847]DRUG INTERACTIONS AND MEDICINES THAT NEED DOSE ADJUSTMENT 

The majority of interactions between medicines and smoking are not clinically significant. Healthcare professionals giving smoking cessation advice should be aware of a small number of medicines which may require dose adjustment or increased monitoring when smoking is stopped.

If the affected drug is prescribed under the supervision of a specialist, their input should be sought if the patient changes their smoking status.

Please refer to link to Specialist Pharmacy Service document “What are the clinically significant drug interactions with tobacco smoking” in Appendix 5.

Clients who take warfarin, theophylline, aminophylline, riociguat, flecainide, chlorpromazine, clozapine, olanzapine, methadone, erlotinib or insulin may be supplied with NRT but the Smokefree support practitioner must inform the client’s GP (Appendix 4).  Consent to pass this information onto the GP will need to be obtained from the client.

If a potential drug interaction is identified at the time of supply, the supplying pharmacist must inform the client’s GP if the practitioner has not already done so.  Consent to pass this information onto the GP will need to be obtained from the client (Appendix 4).

In all cases clients should be encouraged to inform their GP of their intention to quit and permission should be sought to notify them.  The notification form (Appendix 4) should be used to communicate with the client’s GP or clinician.

[bookmark: _Toc135722848]CHOICE OF THERAPY

Advise people (as appropriate for their age) that the following options, when combined with behavioural support, are more likely to result in them successfully stopping smoking:

· varenicline (offered in line with NICE's technology appraisal guidance on varenicline for smoking cessation)

· a combination of short-acting and long-acting NRT

· nicotine-containing e‑cigarettes. Note these will not be funded or supplied under this service 

There is strong evidence that combination NRT (combination of a patch with a faster acting product) is more effective in helping smokers quit than using just one form of NRT. Combination NRT is suitable for all smokers. 

Advise people (as appropriate for their age) that the options that are less likely to result in them successfully stopping smoking, when combined with behavioural support, are:

· bupropion

· short-acting NRT used without long-acting NRT

· long-acting NRT used without short-acting NRT



Availability of therapies may be subject to change and should be considered when making choice.

If the client is suitably motivated and NRT is considered appropriate the client will be given their first NRT voucher code with a suggested formulation and a quantity suitable for them.  If there is any doubt regarding the suitability of NRT for the client, the client must be referred to their GP.

Treatment with Champix® (varenicline) or Zyban® (bupropion) may only be initiated under medical supervision. Communicate the request for treatment to the patient’s GP using the letter in Appendix 6 or 7.

Do not offer NRT, Champix® (varenicline) or Zyban® (bupropion) in any combination.  Champix® (varenicline) and Zyban® (bupropion) may not be offered to people under 18 or to pregnant or breastfeeding women.

When deciding which therapies to use and in which order, discuss the options with the client and take into account:

· contra-indications, cautions and the potential for adverse effects

· the client’s personal preferences

· the availability of appropriate counselling or support

· the likelihood that the client will follow the course of treatment

· the client’s previous experience of smoking cessation products.

· Regimes that have evidence base for higher quit rate.

· Product availability. 



[bookmark: _Toc135722849]NRT VOUCHER CODE SUPPLY

· For people setting a quit date for an abrupt quit, cutting down before quitting or reducing smoking who are not contraindicated to NRT:

· NRT voucher codes may only be supplied once a quit date has been agreed or the client intends to reduce smoking. Smokers must be referred to the Smokefree specialist service for support with harm reduction.

· NRT voucher codes will be supplied with the offer of regular support.

· The practitioner will offer the client a list of participating pharmacies within St Helens area where the NRT voucher codes may be dispensed.

· Subsequent vouchers may be supplied in line with the schedule below. 

· NRT voucher codes must be dispensed within four weeks of the date of issue.



[bookmark: _Toc135722850]SCHEDULE OF SUPPLY OF NRT VIA VOUCHER



Nicotine Therapy quantities should be as indicated below:

· Maximum 2 weeks supply per voucher code in weeks 1 to four of treatment

· Maximum 12 weeks total supply via NRT code for 12-18 years old or pregnant smokers

· Maximum 16 weeks total supply via NRT code for people who are following a cut down to quit plan









 NRT code quantities are indicated below:	

· NRT codes may request between 1- and 4-weeks supply depending on the stage of treatment and quit status 

· Two nicotine products are permitted where combination therapy is applicable



[bookmark: _Toc135722851]MONITORING REQUIREMENTS

[bookmark: _Toc135722852]Follow-up 

Smoking status for any quit attempt must be completed between 4 and 6 weeks after treatment start date.  Monitoring for quit attempts and harm reduction is also completed at 12 and 26 weeks by the stop smoking service.

[bookmark: _Toc135722853]Abrupt quit

Attempt carbon monoxide validation for all self-reported quits.  If still smoking at day 15 the client is classed as relapsed: re-assess nicotine and behavioural addiction and motivation to continue with a new quit attempt if still motivated; record agreed quit date as a new treatment episode and continue to supply up to 12 weeks NRT.

[bookmark: _Toc135722854]Cutting down to quit

For smokers that have tried repeatedly and failed to quit or those who cannot stop smoking abruptly, practitioners should provide NRT and appropriate support before a quit attempt. Behavioural and pharmacotherapy support needs to be offered as a properly designed and structured cut down to quit plan (Appendix 11).

Supply up to 4 weeks NRT before they attempt complete abstinence for quit date period.  A maximum of 16 weeks NRT may be supplied only if still quit & if required to maintain abstinence.

[bookmark: _Toc135722855]Harm reduction

Smokefree Practitioners will support smokers who opt for a harm reduction approach in line with NICE guideline on tobacco: preventing uptake, promoting quitting and treating dependence (NG209)..  Best outcomes are achieved with advice on use of licensed nicotine containing products and offers of behavioural support with follow-up to clients who have cut down or temporarily stopped smoking. Intermediate Pharmacy staff should refer clients that meet the criteria below direct to the Smokefree Service.

Harm reduction is appropriate for:

Smokers not yet able or willing to quit

Smokers who need to temporarily abstain from smoking

People who are highly dependent on nicotine

Smokers who wish to protect their families from second-hand smoke.



Advice on e‑cigarettes

For people who smoke and who are using, or are interested in using, a nicotine-containing e‑cigarette on general sale to quit smoking, explain that: 

· although these products are not licensed medicines, they are regulated by the Tobacco and Related Products Regulations 2016 

· many people have found them helpful to quit smoking cigarettes

· people using e‑cigarettes should stop smoking tobacco completely, because any smoking is harmful

· There is not enough evidence to know whether there are long term harms from e-cigarette use .

· Use of e-cigarettes is likely to be substantially less harmful than smoking. Ask adults using nicotine-containing e‑cigarettes about any side effects or safety concerns that they may experience. Report these to the MHRA Yellow Card scheme, and let people know they can report side effects directly

· The importance of getting enough nicotine to overcome withdrawal symptoms, and explain how to get enough nicotine

· The commissioners and council position remains that e-cigarettes will not be funded as part of this contract. 





[bookmark: _Toc135722856]TREATMENT EPISODES 

Prior to all treatment episodes, Clients must be fully informed of the treatment process and provide informed consent to record sensitive personal data for the purpose of monitoring outcomes.

A single treatment episode would normally consist of structured multi-session interventions for assessment for nicotine dependency and counselling for health behaviour change. This also includes support with use of a licenced stop smoking therapy for a period of up to 16 weeks or in the case of Champix this may be up to a total 24 weeks.

Clients are advised not to smoke at all from day one of using NRT. National Monitoring Guidelines allow up to 14 days for a smoker to adapt to a change in habit and addiction.

When a client has not managed to quit smoking by day 14 after starting nicotine therapy, they must be recorded as not quit and the treatment episode should be closed. 

For clients using Champix this monitoring period may be extended for up to 4 weeks after starting therapy to allow for the medication to take full effect.









RELAPSE 

The practitioner should use discretion and professional judgement when considering whether a client is ready to receive support to immediately attempt to stop again.  If this is the case, the client must start a new treatment episode i.e. attend at least one session of a structured, multi-session intervention, consent to treatment and set a quit date or in order to be counted as a new data entry on the quarterly return. 

National guidelines state there is no definitive period of time required between the end of one treatment episode and the start of another unless the client is assessed as not sufficiently motivated. Consider whether it is appropriate to start another treatment plan within the next 6 months if the client did not attend their 4-week follow-up i.e. was recorded as lost to follow-up or has already made two quit attempts in the last 6 months.  Harm reduction is also an option for those smokers who find it difficult to quit abruptly.

[bookmark: _Toc135722857]COMMUNITY PHARMACY SMOKEFREE THERAPY SERVICE

Nicotine therapy codes issued by Stop Smoking Practitioners will be accepted at accredited community pharmacies.  The pharmacy staff will provide advice and support to the client.  Overall clinical responsibility for the supply of NRT products lies with the responsible pharmacist at the time of supply.

Pharmacies wishing to provide the Nicotine Voucher service for dispensing NRT codes issued by a Stop Smoking Practitioner, must enter a contract with St Helens Council and ensure all staff have completed brief intervention training with the Smokefree service provider.

[bookmark: _Toc135722858]General principles

· Clients may present a nicotine voucher code at any participating pharmacy within St Helens area.

· Clients not eligible for free prescriptions may choose to buy a three-month pre-payment certificate.  The three-month certificate will save money on the price of more than three vouchers in three months.

· Clients need to collect their own NRT unless they are disabled or housebound; it is not normally issued to another person on behalf of the client.  

· Accredited pharmacy staff will discuss the suitability of the product with the client by referring to the checklist (Appendix 9).

· As the legal responsibility for issuing the product rests with the pharmacist the final choice of formulation is at the discretion of the pharmacist.

· If a different product is supplied compared to the one requested, the accredited pharmacy staff will ask the client to inform the Stop Smoking Practitioner at their next appointment.

· Accredited pharmacy staff will provide the client with appropriate advice and information with regard to the NRT product supplied (Appendix 10).

· All supplies of NRT will be recorded on the patients’ medication record (PMR) in the pharmacy.  The product supplied will be labelled in accordance with the requirements of the Medicines, Ethics and Practice as published by The Royal Pharmaceutical Society of Great Britain.

Pharmacies should refer to the specification document -Smokefree Therapy Service in Community Pharmacy (NRT) for full guidelines. This is available on request from St Helens council or via the PharmOutcomes library.



[bookmark: _Toc135722859]REFERENCES

· NICE guideline Tobacco: preventing uptake, promoting quitting and treating dependence (NG209) - https://www.nice.org.uk/guidance/ng209 



· Specialist Pharmacy Service: https://www.sps.nhs.uk/articles/what-are-the-clinically-significant-drug-interactions-with-tobacco-smoking/



· NICE Varenicline for smoking cessation, July 2007, Available fromhttps://www.nice.org.uk/guidance/TA123



· See reports by Public Health England (E-cigarettes and heated tobacco products: evidence review), the British Medical Association (E-cigarettes: balancing risks and opportunities) and the Royal College of Physicians (Nicotine without smoke: tobacco harm reduction).



· Department of Health, LOCAL STOP SMOKING SERVICES: Service delivery and monitoring guidance http://www.ncsct.co.uk/usr/pub/LSSS_service_delivery_guidance.pdf



· National Centre for Smoking Cessation and Training – Combination Nicotine Replacement Therapy https://www.ncsct.co.uk/usr/pub/Combination%20NRT%202021.pdf

National Centre for Smoking Cessation and Training. http://www.ncsct.co.uk/




[bookmark: _Toc135722860]Appendix 1

[bookmark: _Toc135722861]AT RISK POPULATIONS

The well-established dangers of continued smoking far outweigh any risk from nicotine replacement therapy (NRT).  As a healthcare professional, you may be asked to give advice on the safe use of NRT in these  groups.

[bookmark: _Toc135722862]Adolescents

NRT may be used by adolescents aged 12 to 18 years old but as there are limited data on the safety and efficacy, duration should be restricted to 12 weeks.  Treatment should only be continued longer than 12 weeks on the advice of a healthcare professional.

Pregnancy

The decision to use NRT should be made following a risk-benefit assessment as early in pregnancy as possible. Pregnant females should be advised that compared to smoking tobacco, using NRT has much lower risks and is less addictive because of the much lower amount of nicotine in NRT and the way these products deliver nicotine. NRT may be continued after pregnancy, if needed, to prevent a relapse. The client must sign a declaration indicating the risk-benefit has been explained (Appendix 3) and give consent for the practitioner to consult the clinician overseeing the management of the pregnancy (Appendix 4).

Intermittent forms of NRT are preferable during pregnancy although a patch may be appropriate if nausea or vomiting is a problem. If patches are used, they should be removed before going to bed.

[bookmark: _Toc135722863]Breastfeeding

The relatively small amounts of nicotine found in breast milk during NRT use are less hazardous to the infant than second-hand smoke.  NRT can be offered for use by women who are breastfeeding. 

NRT products taken intermittently are preferred as their use can be adjusted to allow the maximum time between their administration and feeding of the baby to minimise the amount of nicotine in the milk.  If possible, patches should be avoided.

Clients must give consent for the Stop Smoking Practitioner to consult the clinician overseeing the management of the client’s post-natal care (Appendix 4).

Liquorice flavoured NRT products are contraindicated in pregnancy and breastfeeding.

[bookmark: _Toc135722864]Cardiovascular disease

Dependent smokers with myocardial infarction (MI), severe dysrhythmia or recent cerebrovascular accident (CVA) who are in hospital should be encouraged to stop smoking with non-pharmacological interventions.  If this fails NRT may be considered but as data on safety in these patient groups are limited, initiation of NRT should only be done under medical supervision.  In patients with stable cardiovascular disease, NRT is a lesser risk than continuing to smoke.

[bookmark: _Toc135722865]Diabetes mellitus

Nicotine releases catecholamines which can affect carbohydrate metabolism.  Diabetic patients should be advised to monitor their blood sugar levels more closely than usual when starting NRT.

[bookmark: _Toc135722866]Renal or hepatic impairment

NRT should be used with caution in patients with moderate to severe hepatic impairment or severe renal impairment.  The clearance of nicotine and its metabolites may be decreased with the potential for increased adverse effects.

[bookmark: _Toc135722867]DRUG INTERACTIONS

The majority of interactions between medicines and smoking are not clinically significant. Healthcare professionals giving smoking cessation advice should be aware of a small number of medicines which may require dose adjustment or increased monitoring when smoking is stopped.  Details of which medicines require dose adjustment when a patient stops smoking are provided in Appendix 5.

Clients who take warfarin, theophylline, aminophylline, riociguat, flecainide, chlorpromazine, clozapine, olanzapine, methadone, erlotinib or insulin may be supplied with NRT but the Smokefree support practitioner must inform the client’s GP (Appendix 4).  Consent to pass this information onto the GP will need to be obtained from the client.

[bookmark: _Toc135722868]CONTRA-INDICATIONS

· Clients under 12 years of age are contraindicated for NRT.

· Zyban (bupropion) is contraindicated in acute alcohol withdrawal, acute benzodiazepine withdrawal, bipolar disorder, CNS tumour, eating disorders, history of seizures, severe hepatic cirrhosis, and concomitant use of monoamine oxidase inhibitors (MAOI) (at least 14 days should elapse between discontinuation of irreversible MAOIs and initiation of treatment with Zyban. For reversible MAOIs a 24hr period is sufficient.)

· Champix(varenicline) and Zyban (bupropion) are contraindicated in children and adolescents younger than 18 years of age

· Non-smokers

· Clients already using Zyban® (bupropion) or Champix® (varenicline).

· Clients who have had an episode of severe cardiovascular disease, e.g. Myocardial infarction, severe dysrhythmia, unstable angina or recent cerebrovascular accident including transient ischaemic attacks within the past four weeks.  Initiation of NRT should be done under medical supervision.

· Clients with a previous or severe reaction to NRT or the other ingredients in the product.

· Liquorice flavoured NRT products are contraindicated in pregnancy and breastfeeding.



[bookmark: _Toc135722869]CAUTIONS

[bookmark: _Toc135722870]Danger in small children

Doses of nicotine tolerated by adult and adolescent smokers can produce severe toxicity in small children that may be fatal.  Products containing nicotine should not be left where they may be misused, handled or ingested by children. 

Pharmacists must use their professional judgement when considering the supply of NRT to clients with:

· Cardiovascular disease (avoid if severe – refer to contra-indications)

· Hypertension

· Peripheral vascular disease

· Heart Failure

· Uncontrolled Hyperthyroidism

· Diabetes Mellitus

· Phaeochromocytoma

· Moderate to severe hepatic impairment

· Severe renal impairment

· History of oesophagitis, gastritis and peptic ulcers

[bookmark: _Toc135722871]Clients taking warfarin, theophylline, aminophylline, chlorpromazine, clozapine, erlotinib, riociguat, olanzapine, flecainide, methadone or insulin



[bookmark: _Toc135722872]Cautions and side effects

Taken from https://bnf.nice.org.uk/drugs/nicotine/accessed 6/3/23

[bookmark: _Toc135722873]For Nicotine Replacement Therapy

Diabetes mellitus—blood-glucose concentration should be monitored closely when initiating treatment; haemodynamically unstable patients hospitalised with cerebrovascular accident; haemodynamically unstable patients hospitalised with myocardial infarction; haemodynamically unstable patients hospitalised with severe arrhythmias; phaeochromocytoma; uncontrolled hyperthyroidism

When used by inhalation

Bronchospastic disease; chronic throat disease; obstructive lung disease

With intranasal use

Bronchial asthma (may exacerbate)

With oral use

Gastritis (can be aggravated by swallowed nicotine); gum may also stick to and damage dentures; oesophagitis (can be aggravated by swallowed nicotine); peptic ulcers (can be aggravated by swallowed nicotine)

With transdermal use

Patches should not be placed on broken skin; patients with skin disorders

[bookmark: _Toc135722874]Cautions, further information

Most warnings for nicotine replacement therapy also apply to continued cigarette smoking, but the risk of continued smoking outweighs any risks of using nicotine preparations.

Specific cautions for individual preparations are usually related to the local effect of nicotine.

[bookmark: _Toc135722875]Side-effects

[bookmark: _Toc135722876]General side-effects

Common or very common

Dizziness; headache; hyperhidrosis; nausea; palpitations; skin reactions; vomiting

Uncommon

Flushing

[bookmark: _Toc135722877]Specific side-effects

Common or very common

When used by inhalation

asthenia; cough; dry mouth; flatulence; gastrointestinal discomfort; hiccups; hypersensitivity; nasal complaints; oral disorders; taste altered; throat complaints

With intranasal use

Chest discomfort; cough; dyspnoea; epistaxis; nasal complaints; paraesthesia; throat irritation

With oral use

Anxiety; appetite abnormal; burping; diarrhoea; dyspepsia (may be caused by swallowed nicotine); gastrointestinal disorders; hiccups; increased risk of infection; mood altered; oral disorders; sleep disorders

With sublingual use

asthenia; cough; dry mouth; flatulence; gastrointestinal discomfort; hiccups; hypersensitivity; oral disorders; rhinitis; taste altered; throat complaints

Uncommon

When used by inhalation

abnormal dreams; arrhythmias; bronchospasm; burping; chest discomfort; dysphonia; dyspnoea; hypertension; malaise

With intranasal use

abnormal dreams; asthenia; hypertension; malaise

With oral use

anger; asthma exacerbated; cough; dyspepsia aggravated; dysphagia; haemorrhage; laryngospasm; nasal complaints; nocturia; numbness; overdose; pain; palpitations exacerbated; peripheral oedema; tachycardia; taste altered; throat complaints; vascular disorders

With sublingual use

abnormal dreams; arrhythmias; bronchospasm; burping; chest discomfort; dysphonia; dyspnoea; hypertension; malaise; nasal complaints

With transdermal use

arrhythmias; asthenia; chest discomfort; dyspnoea; hypertension; malaise; myalgia; paraesthesia

Rare or very rare

When used by inhalation

dysphagia

With intranasal use

arrhythmias

With oral use

coagulation disorder; platelet disorder

With sublingual use

dysphagia

With transdermal use

abdominal discomfort; angioedema; pain in extremity

Frequency not known

When used by inhalation

angioedema; excessive tearing; vision blurred

With intranasal use

abdominal discomfort; angioedema; excessive tearing; oropharyngeal complaints

With sublingual use

Excessive tearing; muscle tightness; vision blurred

[bookmark: _Toc135722878]Side-effects, further information

Some systemic effects occur on initiation of therapy, particularly if the patient is using high-strength preparations; however, the patient may confuse side-effects of the nicotine-replacement preparation with nicotine withdrawal symptoms. Common symptoms of nicotine withdrawal include malaise, headache, dizziness, sleep disturbance, coughing, influenza–like symptoms, depression, irritability, increased appetite, weight gain, restlessness, anxiety, drowsiness, aphthous ulcers, decreased heart rate, and impaired concentration.



[bookmark: _Toc135722879]For Varenicline (Champix)

[bookmark: _Toc135722880]Cautions

Conditions that may lower seizure threshold; history of cardiovascular disease; history of psychiatric illness (may exacerbate underlying illness including depression); predisposition to seizures

[bookmark: _Toc135722881]Side-effects

Common or very common

Appetite abnormal; asthenia; chest discomfort; constipation; diarrhoea; dizziness; drowsiness; dry mouth; gastrointestinal discomfort; gastrointestinal disorders; headache; joint disorders; muscle complaints; nausea; oral disorders; pain; skin reactions; sleep disorders; vomiting; weight increased

Uncommon

Allergic rhinitis; anxiety; arrhythmias; behaviour abnormal; burping; conjunctivitis; depression; eye pain; fever; fungal infection; haemorrhage; hallucination; hot flush; hyperglycaemia; influenza like illness; malaise; menorrhagia; mood swings; numbness; palpitations; seizure; sexual dysfunction; suicidal ideation; sweat changes; thinking abnormal; tinnitus; tremor; urinary disorders

Rare or very rare

Angioedema; bradyphrenia; coordination abnormal; costochondritis; cyst; diabetes mellitus; dysarthria; eye disorders; feeling cold; glycosuria; muscle tone increased; polydipsia; psychosis; scleral discolouration; severe cutaneous adverse reactions (SCARs); snoring; vaginal discharge; vision disorders

Frequency not known

Loss of consciousness





[bookmark: _Toc135722882]For Bupropion (Zyban)

[bookmark: _Toc135722883]Cautions

Alcohol abuse; diabetes; elderly; history of head trauma; predisposition to seizures (prescribe only if benefit clearly outweighs risk.

[bookmark: _Toc135722884]Side-effects

Common or very common

Abdominal pain; anxiety; concentration impaired; constipation; dizziness; dry mouth; fever; gastrointestinal disorder; headache; hyperhidrosis; hypersensitivity; insomnia (reduced by avoiding dose at bedtime); nausea; skin reactions; taste altered; tremor; vomiting

Uncommon

Appetite decreased; asthenia; chest pain; confusion; tachycardia; tinnitus; vasodilation; visual impairment

Rare or very rare

Angioedema; arthralgia; behaviour abnormal; bronchospasm; delusions; depersonalisation; dyspnoea; hallucination; hepatic disorders; irritability; memory loss; movement disorders; muscle complaints; palpitations; paraesthesia; parkinsonism; postural hypotension; seizure; sleep disorders; Stevens-Johnson syndrome; syncope; urinary disorders

Frequency not known

Anaemia; hyponatraemia; leucopoenia; psychosis; suicidal tendencies; thrombocytopenia










[bookmark: _Toc135722885]Appendix 2

[bookmark: _Toc135722886]STOP SMOKING MONITORING FORM

Monitoring data for clients accessing stop smoking support within the Pharmacy or local Stop Smoking service is input directly onto current database systems in place.

 This page is intentionally blank as paper forms can be requested as required from the Stop Smoking service by emailing; 

chcp.sthelens@nhs.net

   





	



2



2



[bookmark: _Toc135722887]Appendix 3

[bookmark: _Toc135722888]RISK VERSUS BENEFIT FOR PREGNANT CLIENTS

[bookmark: _Toc135722889]Client details

		Name

		



		Address

		



		Contact number

		



		Date of birth                   

		                                                            Estimated Due Date:





[bookmark: _Toc135722890]THE RISKS OF CONTINUING TO SMOKE DURING PREGNANCY

[bookmark: _Toc135722891]TO YOU

· Nicotine, Tar, Carbon Monoxide gas plus thousands of other harmful chemicals are inhaled into your lungs and circulation in tobacco smoke.

· Damaged lungs (Chronic Bronchitis, Emphysema)

· Increased risk of Heart Disease and Vascular Disease (Heart attacks, Strokes and blood clots, etc.)

· Increased risk of cancer

· Raised blood pressure increases the risk of eclampsia and

· [bookmark: _Toc36824310][bookmark: _Toc135722892]Increased risk of complications under general anaesthetic 

[bookmark: _Toc135722893]YOUR CHILD:-

· Higher levels of nicotine, carbon monoxide and poisonous chemicals are passed through the placenta and affect baby’s development.

· Spontaneous miscarriage or stillbirth can be twice as likely

· Low birth weight, stunted growth, smoking is the cause for 14% of all babies born premature

· Increased risk of cot death 

· Nicotine increases baby’s heart rate during and up to 15 minutes after the mother has finished smoking.  This leads to raised blood pressure, narrowed blood vessels and decreases the supply of nutrients in the developing baby.

· Carbon monoxide lowers oxygen in maternal circulation.  This leads to reduced oxygen supply to the baby

· Glue ear and other ear problems 

· Breathing difficulties or lung problems

[bookmark: _Toc135722894]THE BENEFITS OF USING NICOTINE REPLACEMENT THERAPY

· Fewer toxins will be present in your bloodstream

· Both mother and baby will be exposed to less nicotine and not exposed to the 4,000+ poisonous chemicals in cigarette smoke.

· Blood pressure will be reduced – this decreases the risk of heart attack and stroke

· Oxygen levels will increase – improved oxygen supply helps in labour and assists healing

· Circulation and breathing improves

· Less morning sickness

· Fewer complications during childbirth

· Keeping babies and young children away from cigarette smoke reduces the risk of infections and asthma

· More contented baby

[bookmark: _Toc135722895]Declaration

I understand the risks and benefits and wish to use NRT as an aid to stop smoking support.

Client’s signature	Date	




[bookmark: _Toc135722896]Appendix 4

[bookmark: _Toc135722897]URGENT AND CONFIDENTIAL FORM

[bookmark: _Toc135722898]URGENT and CONFIDENTIAL

Data protection and confidentiality

This message is intended only for the use of the individual or entity to which it is addressed and may contain information that is privileged, confidential and exempt from disclosure under law.

If the reader of this message is not the intended recipient, you are hereby notified that any dissemination, distribution or copying of this communication is strictly prohibited.

To	

Practice name	

Fax number	

[bookmark: _Toc135722899]NOTIFICATION OF SUPPLY: NICOTINE REPLACEMENT THERAPY

		Pharmacy stamp/Clinic address

		

		Client’s name

		



		

		

		Address

		



		

		

		

		



		

		

		

		



		

		

		Date of Birth

		



		

		

		Contact number

		



		



		Quit date set:



		NRT product supplied:



		Dose and length of treatment:



		Specific advice given to client

(Include information regarding drug interactions requiring dosage adjustment by GP)



		Client follow-up by

		

		Pharmacy

		

		Smokefree support Service



		Client declaration
I agree to the pharmacy passing on this information to my GP and the NHS Smokefree support service if necessary.



		Client signature

		

		Date

		





[bookmark: _Toc135722900]Appendix 5

[bookmark: _Toc135722901]DRUG INTERACTIONS WITH SMOKING

For a comprehensive list of drug interactions refer to Specialist Pharmacy Service document:

https://www.sps.nhs.uk/articles/what-are-the-clinically-significant-drug-interactions-with-tobacco-smoking/



Appendix 6: Champix request letter 
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[bookmark: _Toc135722902]Appendix 7: Zyban request letter
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[bookmark: _Toc135722903][image: ]Appendix 8



[bookmark: _Toc135722904]FAGERSTROM TEST FOR NICOTINE DEPENDENCE



[bookmark: _Toc135722905]Appendix 9

[bookmark: _Toc135722906]CLIENTS PRESENTING WITH A VOUCHER AT A PARTICIPATING PHARMACY IN ST HELENS

[bookmark: _Toc135722907]Questions and Answers

Has the client been identified as motivated to quit or reduce smoking by the smoking cessation specialist?

Tobacco users not sufficiently motivated to stop or use NRT to reduce smoking are excluded from this service.

Is voucher presented within four weeks from date of issue?  If NRT voucher is dispensed outside four weeks of issue date, payment will not be allowed.



Ask if client has a history of cardiovascular or cerebrovascular disease

If YES check, there has been no event in previous four weeks; clients who have had an episode in the previous four weeks are excluded from the service.

Ask female clients if they are pregnant

If YES, the client should have a signed a declaration stating they have had a risk-benefit assessment.
Intermittent forms of NRT are preferable during pregnancy although a patch may be more appropriate if nausea or vomiting is a problem. If patches are used, they should be removed before going to bed (not worn for 24 hrs).

Ask female clients if they are breastfeeding

Intermittent forms of NRT are preferred since their use can be adjusted to allow the maximum time between administration and feeding the baby thus minimising the amount of nicotine in breast milk.

Ask client if they take any other medicines.

Refer to SPS document for list of drug interactions (Appendix 5). Pharmacists must inform the clients’ GP, with client’s consent (using the form in Appendix 4), of the interactions.

Is product suitable for client?

Check the client does not have hypersensitivity to nicotine or any ingredient in the product.
Check the client has no Contra-indications to using NRT (Appendix 1).
Patch - Check client does not have generalised skin disease or is just an occasional smoker
Nasal Spray - Check client does not have a chronic nasal disorder or bronchial asthma.
Lozenge (contains aspartame) - Check client does not have phenylketonuria Gum (may contain sorbitol) - Check client does not have fructose intolerance. Check product excipients. If an alternative product is deemed more suitable for the client, ensure details are entered on the voucher and the client is advised to inform their smoking cessation specialist at their next visit.





       Counselling

Give specific product information and advice against smoking whilst using NRT. Refer to Appendix 10.




[bookmark: _Toc135722908]Appendix 10



[bookmark: _Toc135722909]ADVICE TO CLIENTS



[bookmark: _Toc36824328][bookmark: _Toc135722910]Include specific product advice plus more general advice:

How to use the product effectively

Problems with under-use

How to dispose of unwanted medicine

How to deal with possible drug interactions

What side effects to be aware of

Withdrawal symptoms

How to manage weight gain or cough if they become a problem

Advice against smoking tobacco whilst using NRT if attempting an abrupt quit, and the risks particularly in vulnerable groups e.g. client with cardiovascular disease.

Discuss the information on the PIL if it is different from local protocol

Provide a service phone number in case more information is needed:

· St Helens Smokefree Support: 01744 371111 

[bookmark: _Toc36824329][bookmark: _Toc135722911]Additional advice for patients who are pregnant

An explanation of the risks and benefits of using NRT whilst pregnant, including the possible risk of nicotine to the baby, to allow informed consent.

Patient must sign a risk assessment form (Appendix 3)

Provide the number for St Helens Smokefree Support to register for home visits/incentives schemes

[bookmark: _Toc36824330][bookmark: _Toc135722912]Warnings/Adverse Reactions:

These are usually transient but may include the nausea, dizziness, headaches, cold and flu-like symptoms, palpitations, dyspepsia and other GI disturbances, hiccups, insomnia, vivid dreams, myalgia, chest pains, blood pressure changes, anxiety and irritability, somnolence and impaired concentration, dysmenorrhoea.  Some may be due to the effect of stopping smoking rather than a side effect of NRT.

Pharmacists must consult the product-specific side effects given in the Patient Information Leaflet and discuss them with the client.

St Helens Stop Smoking Service 01744 371111
Pharmacies can refer on patients who have been fully assessed by emailing the patient assessment details: CHCP.sthelens@nhs.net Visit our webpage at: http://www.sthelenswellbeing.org.uk



Appendix 11

[bookmark: _Toc135722913]CARE PATHWAY (AFTER CHAMPIX DISTRIBUTION)

[image: C:\Users\ThompsonMJ\AppData\Local\Microsoft\Windows\INetCache\Content.MSO\6469DAD8.tmp]



Appendix 11 (a)

[bookmark: _Toc135722914]CARE PATHWAY (BEFORE CHAMPIX DISTRIBUTION)
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[bookmark: _Toc135722915]Appendix 12

[bookmark: _Toc135722916]      CUT DOWN TO QUIT Planning Sheets                                  CLIENT ID No

		Week 1 Reduction Plan.

		Mon



		Tue

		Wed

		Thu

		Fri

		Sat

		Sun



		Aim: Amber reading

7 - 10 ppm

		









		

		

		

		

		

		



		Great – cutting down with the final aim of stopping smoking is your best way of helping to break your habits and addiction to nicotine. Have your therapy on hand at all times to use instead of lighting up and if you are using a patch make sure that you replace with a fresh one each day as advised. 

In each AIM boxes above list how you are going to reduce the number of cigs you smoke.                                           Use the 4 D’s coping methods’ such as distract yourself, deep breathing, delay smoking for 5 minutes before lighting up, not smoking a full cig and drinking water.  You can get more suggestions from the stop smoking start living booklet or talk it through with your advisor.





		Week 2 Reduction Plan.

Date:

		Mon



		Tue

		Wed

		Thu

		Fri

		Sat

		Sun



		Aim: Amber reading

7-10 ppm

		











		

		

		

		

		

		



		Well done!

You should have cut your smoking down to around half the number you used to smoke by now? Are you using your therapy and the 4 D’s to help reduce your cravings? Make sure you have plenty of other coping methods ready for each craving -remember the feeling will pass within the time it used to take to smoke a cig- probably less than 5 minutes!

Count how much money you have saved already, give yourself a pat on the back and remind yourself why you are doing this.





		Week 3 Reduction Plan.

Date:



		Mon



		Tue

		Wed

		Thu

		Fri

		Sat

		Sun





		Aim: Amber reading

7-10 ppm

		

















		

		

		

		

		

		



		

Your Quit date is getting closer and you will soon be free from smoking altogether- stay positive you are doing well!

Make an extra effort to cut out all of the cigs that you don’t NEED, remember the 4 D’s and if you must smoke then try to delay for as long as you can and don’t smoke the whole cig, just stop when you have had enough.







		Week 4 Reduction Plan.

Date:



		Mon



		Tue

		Wed

		Thur

		Fri

		Sat

		Sun





		Aim: Final amber reading

1

		



















		

		

		

		

		

		



		

Remember, this is your final amber week to get down to your last cig before your quit date.  You will have been measured for carbon monoxide at each visit and in the next 2 weeks you will need to have a green reading to be recorded as a non-smoker at your follow-up.

Look forward to having a non-smoking GREEN with 0-6ppm reading at your next visit!

Look forward to getting rid of the cigs for good and using the cash you will save in the next year on something nice! Keep using your therapy and the coping methods and stay in touch with your advisor as they will be with you all the way.
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SMOKEFREE ST HELENS WELLBEING

Eor Special Attention of GP [smokefree St Helens
st Helens Wellbeing Service,
St Helens College, Water St, St Helens.

Tel: 01744 371111
Visit: yww sthelenswellbeing org uk

Our Ref: Champix 2020
Date:

Dear

Your patient, Date of Birth

Address

has been assessed by a Smokefree Practitioner as motivated and ready to stop smoking and has
requested  to use Champix therapy.

If you consider your patient to be medically suitable for Champix therapy | would be grateful if
you could supply the prescription as requested below.

NB. Dosage suggested below is for patients who do not require dosage adjustment according to
BNF.

Quitattempt Current smoking status: O Smoking 0 Not smoking
date:

(Please update patient record)
Prescription required

O Firstprescription  Champix Starter Pack (11 x 500meg + 14 x 1mg)
Days 1-3: 0.5 mg once daily
Days4-7: 0.5 mg twice daily
Day 8- End of treatment 1 mg twice daily

O Second prescription  Champix mg tablets (1 x 28) One to be taken twice a day
O Third prescription  Champix Tmg tablets (1 x 28) One to be taken twice a day
O Fourth prescription  Champix mg tablets (3 x 28) One to be taken twice a day

1 will inform you of any side effects or discontinued use and feedback smoking status at the end of
treatment

Wellbeing St Helens Smokefree Team

City Health Care Partnership CIC Y v

Provding Qualty Care
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SMOKEFREE ST HELENS WELLBEING

Sthens
St elens Wellbong Servic,
Stielens College Waer St, 5t Helns.

Tt o7 378811
Vit s stnsnelbenn gk

Ourref Zyban 2020

Ot
oear

Re: 2ybant with SUPPORT
You patent Date of Bt
Adaess

Your patient has been seen by a Siop Smoking Practfoner and has been assessed as motivated and ready (o
Stop smoking. Your patient has fequested 0 use Zyban® therapy.

Please review this patient's medical notes and
‘consider whether Zyban® therapy is medically suitable.

Atthe tme of request your patient advised us thatthey are notpregnant, not trying o become pregnant and
ot breastieeding

1fyou consider your patint to be medical suitabl for Zyban® therapy | would be grateful f you could supply
the prescrplion a5 equested belon.

Quitempt dote: Curtentsmoking satus: O Smoking 0 Not smoking
Prescripton roquied

© Fistprescipon  Zyban 150mg tabets (1 50) The il dose s 150rg o b aken dalfor s dys,
Incroasingon dayseveno 150mg tice daly and must bo misimum 8 hous apar
© Secondprescipton  Zyban 150mg tables (1 x50) One o be taken tice a day.

Tho maimum gl doso must o excosd 150mg and he masimum ot daly dosa must
ot excaed H0mg

1illinform you of any side effects o disconiinued use and feedback smoking staus at the end of reaiment

Wellbeing St Helens Smokefree Team

ity eslth Care Partnership CIC
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Fagerstrom Test for Nicotine Dependence i   1.  How soon after you wake up do you smoke your first cigarette?      after 60 minutes  0      between 31 and 60 minutes  1      between 6 and 30 minutes  2      within 5 minutes  3   2 .  Do you find it difficult to refrain f rom smoking in places where it is forbidden?      No  0      Yes  1   3 .  Which cigarette would you hate most to give up?      The first in the morning  0      Any other  1   4 .  How many cigarettes per day do you smoke?      10 or less  0      between 11 and 20  1      be tween 21 and 30  2      31 or more  3   5 .  Do you smoke more frequently during the first hours after awakening than during  the   rest of the day?      No  0      Yes  1   5 .  Do you smoke even if you are so ill that you are in bed most of the day?      No  0      Yes  1   Total score     


                                               


 


i


 Heatherton T, Kozlowski L, Frecker R, Fagerstrom K.  The Fagerstrom Test for Nictoine Dependence: A  revision of the Fagerstrom Tolerance Questionnaire.  British Journal of Addictions 1991;86:1119 - 27  
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Self-referral

Call 01744 371111 or via website: -
et n St Helens Wellbeing SMOKEFREE
‘Specialist Stop Smoking service

Offers -Telephone /Video & face to face support for
Formal Referral ) all smokers, (1-1 by appointment)
Email to CHCP.sthelens@nhs.net
orTel 01744371111 |
ENROLMENT with Smokefree

Eontact within 3 doys to arange 1 assessment
st first digital NRT (alicher ¥ the client is
motiated & meets criteia to quit sbriptly, cut
down to qutt OR
‘rescription request for NAT where appropriste.

l

‘Weeks 1-4-weekly sessions
Abrupt quit with NRT or with no therapy provided.
Assessment, agree therapy and quitdate -
Digital voucher provided®
Clients must be totally abstinent from

day 15 after their quit date. (Revise quit date.
<day 14 if needed.)
Continue with weekly contact by 1-1, video call or
telephone /texts.
¥
FOLLOW UP SESSIONS
Record smoking status at 4-6 weeks after quit date.
1f quit:
Offer regular fortnightly follow up sessions over the
5 remaining 12-week period with chosen therapy
BEER o total <12 weeks supply.
G quitdate | | Record statusat 12wk after quit date Atiempt to
. validate all smoking status with carbon monoxide
screening tool

NICOTINE TREATMENT PROCESS®
A digital voucher code is sent by text or verbally provided to each diient using nicotine therapy. This code s
also sent to their local pharmacy, who will then dispense the treatment.
NRT: total maximum 16 weeks use where 2ppropriate can be supplied per treatment episode
Clients using unlicensed therapy (E cigarettes) will be offered behavioural support.

ONGOING SUPPORT
Continue with preferred follow up session and therapy until the end of the treatment phase
< 16 weeks after enrolment f following cut down to qut to prevent relapse*
Offer continued support for relapsed quitters.or i failed to reduce smoking. Pregnant smokers will continue to

be followed up until after birth delivery (care pathway for smoking & pregnancy)
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Self-referral or Formal Referral
Telephone, community drop-ins, digital service,
"Maternity pathway, Hospital pathway

Email to CHCP.sthelens@nhs.net
Contact form on yww.sthelenswellbeing.ore.uk

orTel 01744371111

ENROLMENT with Smokefres:
Cantact within 3 doys to arranged:1 ossessment.
{home visit f patient meets criteria)
{esue First NRT yucher i the clisnt s motivated &
meets criteriato quit abruptly, cut down to quit

Prescription request to GP for Champis ar Zyben o
NRT where sppropriste.

or

'SMOKEFREE Stop Smoking Service.
Specialist support service
Appointment needed for digital support & home visits|
for pregnant smokers and housebound

Weeks 1-4
Abrupt quit with NRT or no icensed therapy
Provided- start treatment plan agree therapy and
quit date
Arrange weekly contact for first 4 weeks
Clients must be totally abstinent from day 15 after

their quit date.
Continue with weekly contact as face to face or
telephone

k3

FOLLOW UP.
4/6 weeks following quit date
(Abrupt quit attempts)
Complete 4 week monitoring for smoking status
Continue support and supply of NRT for validated
quits- total supply 12 weeks
Continue supply of Champix” for up to 12 weeks
supply*
2Zyban” may only be used for eight weeks treatment

ONGOING SUPPORT

Continue with preferred follow up session and therapy until the end of the treatment phase or 16 weeks after
enrolment to prevent relapse
Offer continued support for relapsed quiters or i failed to reduce smoking. Pregnant smokers be followed up
for upto 3 months after delivery (babyClear care pathway for smoking & pregnancy)

TREATMENT

NRT: total maximum 16 weeks use where appropriate can be supplied per treatment episode
‘Champix's maximum 12 weeks *but can be used for additional 12 weeks where appropriate
2Zyban’: maximum 8 weeks.

Clients using unlicensed therapy (€ cigarettes) will be offered behavioural support.








