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	1. Introduction to the Specification

	A range of stop smoking offers are provided for Salford residents who smoke. These services cover primary care, hospital, and community.
Provision of stop smoking support in Community Pharmacy is an important part of the support system. This specification sets out requirements for provision of stop smoking support by community pharmacy, required outcomes and a payment structure.
This Locally Commissioned Service outlines provision of targeted stop smoking support to adults in Salford who smoke and who access community pharmacy. This specification will be in operation from 1st April 2024.
All stop smoking services are required to work closely with other specialist substance misuse services to meet the needs of clients using both legal and illegal substances.
Greater Manchester (GM) as a whole and many of its localities has higher smoking rates than the England average. Each year around 4,000 people in Greater Manchester die from smoking-related causes and there are more than 24,000 hospital admissions to treat smoking-related illnesses
In 2022 smoking prevalence among adults (aged 18+) in Salford was estimated to be 15.1%. This is similar to the Greater Manchester (14.3%) and England averages (12.7%).  Smoking is the biggest single driver of health inequalities and disproportionately affects poorer communities. Across Salford geographical prevalence rates by Lower Super Output Areas (LSOAs) are estimated to range from 24.4% in the highest rates (Pendleton) to around 8.0% in the lowest rates (Worsley and Boothstown.
In 2017, the GM city region launched the Making Smoking History Strategy, with an unprecedented ambition to reduce smoking prevalence levels at a pace and scale greater than any other major global city with the aim of making smoking history by 2030 (smoking prevalence at 5% or less). Since the launch of the strategy, smoking prevalence in Greater Manchester has fallen to the lowest on record, from 18.4% in 2016 to 14.3% in 2022. This is a reduction of four percentage points – meaning there are now 96,000 fewer smokers living in Greater Manchester. 
The Greater Manchester Integrated Care Partnership will continue to deliver world-class interventions with the aim of reducing inequalities caused by smoking. These will continue to be delivered based on the World Health Organization’s Framework Convention on Tobacco Control comprehensive approach which includes, protecting people from tobacco smoke, offering a range of ways for people to quit, warning about the dangers of tobacco and enforcing regulation.


	2. Service Aims

	Aims of the Locally Enhanced Service for smoking cessation:
a. To reduce smoking related illnesses and deaths by helping people to stop smoking
b. To improve access to and choice of smoking cessation support services closer to people’s home, workplace, and leisure
c. To provide timely access to an early assessment of potential smoking related harm
d. To provide a timely intervention to reduce the number of people who smoke
e. To help people identify and access additional treatment by offering timely referral to specialist services where appropriate
f. To minimise the impact on the wider community by reducing the levels of smoking and the associated second-hand smoke that may be inhaled by the people’s family and friends


	3. Key Service Outcomes

	Locally agreed outcomes and quality requirements (which are NOT Quality Outcomes Indicators): 
a. The pharmacy shall have appropriate material available for people accessing the service and promote its uptake. This includes provision of: 
· Smoking cessation brief advice leaflets or the immediate ability to signpost to digital information, such as a website
· Posters and other Stop Smoking materials
· Smokerlyser and consumables. Smokerlysers will be provided by the commissioner on return of a signed contract. The pharmacy will be responsible for maintenance and for purchasing consumables / mouthpieces as required. The Smokerlyser remains the property of the commissioner and must be returned when the service terminates.
b. The pharmacy shall review their standard operating procedures and the referral pathways for the service every two years unless there is a significant change 
c. The pharmacy shall evidence that pharmacists and staff involved in the provision of the relevant sections of this specification have completed all relevant training, and provide evidence to the commissioner by way of a declaration via PharmOutcomes enrolment
d. The pharmacy shall participate in the assessment of service provision when requested by the commissioner
e. The pharmacy shall participate in stop smoking focused promotions annually including National ‘No Smoking Day’ (March) and ‘Stoptober’ (October)
f. The pharmacy shall support people to access the best stop smoking route for their individual needs to achieve a successful quit
g. The pharmacy shall provide accurate data and activity monitoring information recorded on a commissioner supported web-based reporting tool (PharmOutcomes), ensuring all financial claims are submitted in a timely manner. Person consent shall be recorded, and the data stored in a confidential and safe manner for a period of 5 years
h. The pharmacy will ensure that staff are trained to and understand the delivery of the service during at least 80% of NHS commissioned hours


	4. Service Users and Exclusions

	a. The stop smoking service will be accessible to all adult smokers in Salford.
b. People are not required to utilise the nearest pharmacy to their home. People may prefer to access a pharmacy near to their place of work, relative or a leisure pursuit.
c. Smokers making repeated but unsuccessful attempts in any one calendar year, should be referred to specialist advice. Currently, this is provided by the Health Improvement Service. This applies to smokers setting more than 2 quit dates through community pharmacy provision. Electronic referral can be made via the web-based reporting tool
d. Inclusion into the pharmacy stop smoking service should include (but is not limited to):
· People wishing to use nicotine replacement therapy (NRT) to aid their quit attempt.
· People with severe mental health conditions (including non-medical drug addiction).
· People using e-cigarettes who wish to access behavioural support
· People prescribed NRT by their GP practice wishing to access behavioural support.
· Pregnant smokers wishing to access NRT as part of the Smokefree pregnancy programme. 
· Smokers over the age of 18


	5. Service Description

	The service currently comprises of 2 tiers and pharmacies are commissioned to deliver any or all tiers dependent upon the commissioner’s requirements (see Appendix 1). The tiers are set out below.


Tier 1 NRT Supply and Medicines Advice

The purpose of the NRT supply and medicines advice tier is to enable easy and equitable access to NRT. Everyone accessing the Salford community pharmacy Stop Smoking Service for whom NRT is chosen as pharmacotherapy, will be eligible to access the Tier 1 service level, including those clients accessing support from the specialist service.

Providers will send electronic vouchers (through the commissioner’s web-based tool) to the appropriate community pharmacy. Pharmacies commissioned to deliver the Tier 1 service will also have an nhs.net pharmacy premises specific mailbox as a back up to receive referrals should the web-based platform go down. 
The process for dispensing NRT from the electronic voucher is as follows:

a. Pharmacies should check regularly, and at least daily to identify if any electronic vouchers have been received
b. Pharmacies should only ‘accept’ and ‘complete’ the NRT product supply when the client presents in the pharmacy
c. Pharmacies are required to check any contraindications to the NRT prescribed on the voucher either by accessing the SCR (with appropriate patient consent) or by discussing with the client
d. The pharmacy will supply up to a maximum of 2 NRT products for up to a maximum of 2 weeks at a time, and for up to a total of 12 weeks and record on the web-based platform
e. The pharmacy will also provide medicines advice regarding NRT use as per the essential service element of their core NHS terms of service
f. Any queries regarding the voucher validity or choice of products should be communicated as soon as practically possible with the referrer. Any discrepancies should be noted on the web-based platform whilst processing the voucher and if clinically appropriate following discussion with the referrer, the pharmacist is able to amend to a more suitable product
g. If a referral has been received by the pharmacy, and the client does not make contact with the pharmacy or present in the pharmacy to collect within a 2-week period of the referral being sent, the pharmacy should ‘return’ the referral and add notes as to the reason for the return. The referrer will then take appropriate action with the client

Access to Tier 1 of the service would be via referral from community Stop Smoking Service, GPs or the Smoke Free Pregnancy Service.  Northern Care Alliance (NCA)/ CURE referrals are not eligible and should be through the Advanced Pharmacy Smoking Cessation Service (SCS) offer.  For further details, please double click below for a service summary. 


The stop smoking advisor must confirm the person’s eligibility to access the service as they cannot register for more than one service during a quit attempt. This is to ensure that their details are not duplicated leading to confusion and compromised data quality and audit trail. This also ensures people are not accessing multiple sets of pharmacotherapies. 

See section 6 for training requirements for Tier 1.

This enhanced service is to be provided in addition to the Essential Service ‘Promotion of Healthy Lifestyles (Public Health)’ (ES4).

Payment will be made for each voucher dispensed in accordance with the detail set out Section 10.

Tier 2 Behavioural Support, follow up, monitoring & recording with NRT supply

This covers trained pharmacy staff (as per this service specification) delivering behavioural support to people, identifying, and supplying suitable NRT products and assessing quit status. 

NRT products should be supplied and pharmacies will be paid according to the fees for Tier 1 as in Section 10.

If a person is using an e-cigarette and wishes to access the pharmacy behavioural support element of the service this is acceptable and should be documented on the individual’s record form. 

People are to be supported with motivational/behavioural support and with appropriate pharmacotherapy to set a quit date, ultimately stop smoking and attempt to remain smoke-free.  

Progress is measured at four weeks and twelve weeks through carbon monoxide (CO) verification. However, it is acceptable to test CO levels at 10 weeks if a final supply of medication is dispensed at this point and for the pharmacy to call or text the person at 12 weeks to confirm continued quit status. CO monitoring can be used at other times during a quit attempt as a motivational aid if the person is keen to see their CO readings more often. 

The pharmacy must have a consultation area to be used for the provision of the service. This area must provide a sufficient level of privacy and safety for such consultations. The service can be delivered either face to face at the pharmacy premises or remotely via telephone or appropriate digital methods. If the service is to be delivered remotely the pharmacy team must ensure that an appropriate consultation takes place, and the patient is seen face to face if required. Remote consultations must be conducted in a manner that ensures necessary patient confidentiality. 
The pharmacy will be responsible for ensuring that accurate and complete records of consultations, advice and treatment provided to each person is recorded along with outcomes using the web-based reporting tool. If the service is provided remotely, NRT/varenicline must be made available to the client in a timely fashion, usually on the same day as the consultation and within 24 hours.

The pharmacy should identify treatment options that have proven effectiveness, maximise the person’s commitment to meet their quit date and ensure they understand the ongoing support and monitoring arrangements. If a person wishes to use a prescription only licensed oral medication such as varenicline to support the quit attempt suitable therapy options should be reviewed. Varenicline can be provided under Tier 3 of the service or prescribed via the GP practice. People should also be made aware that bupropion is also an option, however owing to nature of clinical assessment required the person would have to be referred to their GP to obtain bupropion on prescription.

A Smokerlyser CO monitor will be supplied to the pharmacies by the Commissioner on return of a signed contract. The pharmacy will be responsible for maintenance and for purchasing consumables / mouthpieces as required. The Smokerlyser remains the property of the commissioner and must be returned when the service terminates. 

Visit frequency for Support and NRT Supply

	Visit Number
	Visit Details
	NRT supplied

	Initial Consultation 
	Pre-Quit attempt assessment
Quit date set
Person’s readiness assessed
	N/A

	Visit 1 (week 0)
	CO recorded for baseline
NRT options reviewed
	NRT supplied for 7 days

	Visit 2 (week 2)
	Check progress
NRT appropriateness reviewed
	NRT supplied for 14 days 
If person is still smoking and has CO reading >10 NRT to be withdrawn

	Visit 3 (week 4)
	CO-verified or self-reported 4-week quit recorded
Positive reinforcement to maintain quit
Discharge from service if unsuccessful
	NRT supplied for 14 days

	Visit 4 (week 6)
	Check progress
Positive reinforcement to maintain quit
	NRT supplied for 14 days

	Visit 5 (week 8)
	Check progress
Positive reinforcement to maintain quit
	NRT supplied for 14 days

	Visit 6 (week 10)
	Check progress
Advice given to maintain remission
	NRT supplied for 14 days

	Visit 7 (week 12)
	CO verified to confirm a successful 12-week quit
Advice given to maintain remission
	






	5. Assessment

	Assessments will be carried out in accordance with the following standards:

a. The pre-quit attempt assessment should include:
· an assessment of the person’s readiness to make a quit attempt
· offer education, advice, and support to people and understand their concerns, motivation, confidence, and importance of accessing stop smoking service at this time
· an assessment of the person’s willingness to use appropriate treatments
· work towards agreeing and planning for a quit date

b. The visit 1 consultation should include:
· a carbon monoxide (CO) test and an explanation of its use as a motivational aid
· completion of medical form for people receiving varenicline (included in the web-based reporting tool)
· GP notification letter for people receiving varenicline (generated automatically via web-based reporting tool)
· a description of the effects of second-hand smoke on children and adults
· an explanation of the benefits of quitting smoking
· identify treatment options that have proven effectiveness
· a description of the main features of nicotine withdrawal and the common barriers to quitting, including how to cope with cravings
· describe what a typical treatment programme might look like, its aims, length, how it works and its benefits
· emphasise and maximise the commitment to not smoke a single puff over the next 28 days
· apply appropriate behavioural support strategies to help the person quit
· conclude with an agreement on the chosen treatment pathway, ensuring that support and monitoring arrangements are agreed, and a process identified including return / review appointments booked

c. Follow up consultations should include:
· Smoking status validation using a CO test at the times stated above
· Discuss CO measures for motivational purposes when identified as appropriate
· Further supplies of treatment to be coordinated with these consultations
· Face to face or phone consultations will achieve maximum success if undertaken as often as possible; these should be determined as appropriate by the pharmacy

The follow up model has been highlighted above, it is accepted that this will be dependent on how often the person wishes to attend and other demands on the pharmacy. Varenicline usually requires fewer visits for medication but extra motivational visits or phone calls or texts can be agreed if required.

The four-week follow-up for NRT and six-week follow up for varenicline should include self-reported smoking status, followed by a CO test for validation. A successful quitter is as defined by the DH stop smoking guidelines as having a CO reading of 10ppm or less. The definition of a carbon monoxide verified four-week quitter is as follows:

A treated smoker:
· Who has not smoked at all since day 14 of their quit attempt AND
· Whose CO reading is assessed 28 days from their quit date (-3 or +14 days)
· Whose CO reading is less than 10ppm (for pregnant women a lower cut-off point of 4ppm is recommended)

The lost to service four-week evaluation provides an opportunity for the pharmacy to re-engage with a person who has not attended a planned appointment.
· Support will be provided for successful quitters up to 12 weeks from their quit date
· 12-week follow-up will include self-reported smoking status, followed by a CO test for validation and advice to support ongoing remission
· The pharmacy should maintain appropriate records to ensure effective ongoing service delivery and audit. The web-based tool should be used for this purpose


	A6. Accreditation & Training Requirements

	The section below sets out the training requirements for each level of the service. 
Evidence of competencies must be retained within each pharmacy (for all pharmacists, locums and staff delivering this service). Evidence of competencies must be dated within the last 3 years and retained within a folder should, which will be requested at times of pharmacy inspections.

Before commencement of the service all staff will read the service specification and complete and provide evidence of completion of the following. In addition, all staff providing stop smoking services should be familiar with the use and maintenance of the carbon monoxide monitor.

Tier 1

All relevant pharmacy staff will be trained to offer brief advice or brief intervention through competition of NCSCT online brief advice/intervention module (https://www.ncsct.co.uk/publications/category/vba-briefings)

Tier 2 

All relevant staff will obtain and evidence NCSCT Stop Smoking Practitioner Certification and should be aware of smoking cessation treatments recommended by NICE. The purpose of this training standard is to improve the effectiveness of stop smoking services by raising the quality of the training provided to smoking cessation advisers.
All staff providing Tier 2 stop smoking services who do not regularly practice should either attend an annual update or use the e-learning package developed by the National Smoking Cessation Training Centre to ensure delivery of best practice and support their continuing professional development.

Additional training: 

Whilst not mandatory at this time it is expected that staff read the NCSCT guidance on using e-cigarettes (NCSCT vaping briefing v7) to aid a quit smoking attempt. This will help pharmacy staff with any enquiries about using e cigarettes to quit, though this form of support is not a formal aspect of the pharmacy stop smoking offer.
Health champions within Healthy Living Pharmacies are also expected to complete brief advice training. 
Specialist NCSCT training is also available to support mental health and pregnancy too.  
Whilst trained and competent pharmacy staff may be authorised by the responsible pharmacist to undertake counselling, monitoring, and recording data, the clinical responsibility for supply of NRT lies with the pharmacist.
Additional training support can be provided by the Health Improvement Service based in Salford City Council. 


	6. Referral Pathways

	Access routes to the service include:
•	Referral from other stop smoking service providers or healthcare professional 
•	General and targeted health promotion within the pharmacy.
•	General health promotion events in the community.
•	Advice given with regards self-care to support long term conditions or minor ailments.
•	Identification within another national advanced, local enhanced or locally commissioned service.
•	Self-referral from smokers accessing self-help materials including Smoke Free app

Pharmacies may signpost clients to other support e.g. Community Stop Smoking Service, Smokefree pregnancy service where appropriate.


Interdependencies with other services:
· The pharmacy service will be professionally supported by the Community Stop Smoking Service delivered by Salford Council’s Health Improvement Service
· It will also have other interdependencies e.g. Salford Royal Stop Smoking Team, Community Pharmacy Advanced Smoking Cessation Service (SCS) offer*
· Pharmacies may link service provision when appropriate with other NHS services, public health services and appropriate wider partner agencies alongside other enhanced services for example Emergency Hormonal Contraception. Salford Council will provide details of relevant referral points which pharmacy staff can use to signpost persons who require further assistance
*This service has been designed to enable NHS trusts to undertake a transfer of care on patient discharge, referring patients (where they consent) to a community pharmacy of their choice to continue their smoking cessation treatment, including providing medication and support as required.  The ambition is for referral from NHS trusts to community pharmacy to create additional capacity in the smoking cessation pathway. (NHS, June 2023)


	7. Clinical Governance

	a. The provider will carry out the services in accordance with best practice and shall comply in all aspects with the standards and recommendations contained in the statement of Clinical Governance National Minimum Standards and issued by the National Institute of Clinical Excellence; or issued by the relevant professional body.
b. The service should operate at all times within the provisions of NICE public health guidance 10 and the NHS Stop Smoking Services: service and monitoring guidance 2012/13.
c. Applicable NICE Quality standards – ‘Supporting people to stop smoking Quality Standard QS43 (2013)
d. The service provider will comply with any other quality standards as agreed in writing with commissioners.
e. The provider will ensure that:	
· staff are informed about and are aware of the standard of performance required and can meet that standard
· adherence by the Providers’ staff to such standards of performance is routinely monitored and action taken where needed to remedy and meet the standards
· all service data is recorded in the web-based reporting tool
· the pharmacy has a working CO monitor and sufficient disposable mouthpieces for 20 tests
· the pharmacy has a private and comfortable space for consultations (e.g. consultation room)
· the pharmacy has Stop Smoking materials/leaflets or evidence of ability to signpost
· the pharmacy has a suitable quantity of stock of stop smoking medication/NRT products


	8. Reporting Requirements

	Data will be entered directly into the web-based reporting tool.
· Client details
· Quit date
· NRT/e-cig/varenicline use
· Session dates
· Successful/unsuccessful quit and date
· CO reading
Support on the use of the web-based reporting tool will be provided via Salford Council Health Improvement Service


	9. Key Performance Indicators (KPIs)

	Key Performance Indicators (KPI) are as follows:
a. To support smokers to achieve a 4-week quit
b. To achieve an effectiveness rate of 60% (NRT) or 65% (varenicline) or higher (conversion of quit dates to quits)
c. At least 70% (NRT) or 80% (varenicline) of 4 weeks quits need to be CO validated, or the pharmacy can provide evidence to demonstrate the client has been invited to attend the Pharmacy for assessment of their quit
d. The maximum number of quits for which a pharmacy can claim will be set by the commissioner. Salford Council reserves the right to give notice to terminate service provision once the budget is nearing its limit. Pharmacies will be given one month’s notice of this eventuality



	10. Fees for Service Delivery

	Pharmacies providing smoking cessation support will be eligible for retrospective payment based on recording of data in the web-based reporting tool
The payment schedule for provision of stop smoking support is as follows:

Tier 1 
a. Product supplied, strength & quantity
b. Cost price & VAT = total reimbursement cost of NRT (automatically generated via DM+D in web-based reporting tool)
c. Dispensing fee of £2.50 per voucher (VAT exempt)
d. There will be no contribution from the person, irrespective of their NHS prescription charge status.
e. Fees will be paid to pharmacies quarterly in response to the invoices generated by the web-based reporting tool

Tier 2
f. NRT products supplied under Tier 2 will be reimbursed as for Tier 1
g. Fees will be paid to pharmacies quarterly in response to the invoices generated by the web-based reporting tool
h. Fees for Tier 2 attract VAT at a standard rate

	Visit No.
	Visit Details
	Fee

	Initial Consultation
	Pre-Quit attempt review.  Quit date set, person’s readiness assessed
	£10

	Visit 1
	CO recorded for baseline and NRT options reviewed.
	£5

	Visit 2 (Week 2)
	Ensure person progressing and using NRT products appropriately
Progress checked – 2 weeks NRT supplied before 4-week review
	£5

	Visit 3 (Week 4)
	CO verified or self-reported quit, recorded on Web based tool and positive reinforcement to maintain quit. If quit unsuccessful, discharge from service and restart or refer to X 
	£15

	Visit 4 (Week 6)
	CO verified or self-reported quit, recorded on Web based tool and positive reinforcement to maintain quit. If quit unsuccessful, discharge from service and restart or refer to X
	£5

	Visit 5 (Week 8)
	Progress checked – 2 weeks NRT supplied
	£5

	Visit 6 (Week 10)
	Progress checked – 2 weeks NRT supplied
	£5

	Visit 7 (Week 12)
	CO verified to confirm a successful quit
	£5 telephone confirmation
£10 CO verified



Claims can be made for smokers who progress to a stage on the pathway, but who do not achieve a quit. Where the outcome is unknown, but there is evidence to demonstrate the client attended a number of sessions, the maximum payment will be based on payment for visits 1 to 7 as listed, dependent on the number of sessions attended. The web-based reporting tool will ensure claims are appropriately reimbursed for such people.

No payment will be made for late submission of data beyond the cut off point, of the 31st May for the financial year prior. 

The commissioner has a fixed budget in place for the provision of stop smoking services in Salford and will monitor expenditure against the budget on a regular basis. The commissioner reserves the right to give notice to suspend or terminate service provision in one or all tiers of service at their discretion once the activity fee budget is nearing its limit. 
Pharmacies will be given one month’s notice of this eventuality.


	Appendix 1 – Position Statements for both Bupropion and Varenicline
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[bookmark: _Toc18752]Service background 

The NHS Long Term Plan has adopted the Ottawa Model for Smoking Cessation (OMSC). The Ottawa Model establishes the smoking status of all patients admitted to hospital followed by brief advice, personalised bedside counselling, timely nicotine replacement therapy (NRT) or pharmacotherapy, and follow-up after discharge. All people admitted to hospital who smoke will be offered NHS-funded tobacco treatment services. 

The National Institute for Health and Care Excellence (NICE) Guideline NG209 sets out what is required of stop smoking interventions and services for everyone aged 12 years and over across all care sectors. Guideline NG209 highlights access to behavioural support, very brief advice and provision of licensed medicinal products such as NRT and varenicline should be available for adults who smoke. 

It also clearly sets out the monitoring required for smoking cessation services in primary care and community settings and guidance for referral of people from secondary care to local stop-smoking support to ensure continuity of care. 

[bookmark: _Toc18753]Service objectives 

1.1 This service has been designed to enable NHS trusts to undertake a transfer of care on patient discharge, referring patients (directly or indirectly and where they consent) to a community pharmacy of their choice to continue their smoking cessation treatment, including providing medication and support as required. The ambition is for referral from NHS trusts to community pharmacy to create additional capacity in the smoking cessation pathway. 

1.2 The aim of the service is to reduce morbidity and mortality from smoking, and to reduce health inequalities associated with higher rates of smoking. 

1.3 The objective of the service is to ensure that any patients referred by NHS trusts to community pharmacy for the SCS receive a consistent and effective offer, in line with NICE guidelines and the OMSC. 

NHS Smoking Cessation Service (SCS)

[bookmark: _Toc18754]Requirements for service provision 

2.1 Prior to provision of the service, the pharmacy contractor must: 

a. be satisfactorily complying with their obligations under Schedule 4 of the 

NHS (Pharmaceutical and Local Pharmaceutical Services) Regulations 

(Terms of Service of NHS pharmacists) in respect of the provision of 

Essential services and an acceptable system of clinical governance; and 

b. notify NHS England that they intend to provide the service by completion of an electronic registration declaration through the NHS Business Services Authority (NHSBSA) Manage Your Service (MYS) platform. 

2.2 The pharmacy contractor must ensure the service is accessible, appropriate and sensitive to the needs of all patients. No eligible patient shall be excluded or experience particular difficulty in accessing and effectively using this service, due to their race, gender, disability, sexual orientation, religion or belief, gender reassignment, marriage or civil partnership status, pregnancy or maternity, or age. 

2.3 The service must be provided by a pharmacist or pharmacy technician. 

2.4 The pharmacy contractor must seek to ensure that referrals can be received throughout the pharmacy’s core and supplementary hours. The pharmacy will agree with the patient the date and time of their first appointment and then subsequent appointments. 

2.5 The pharmacy contractor must have a standard operating procedure (SOP) in place covering the provision of the service. 

· The SOP must cover equipment maintenance and validation. This should be reviewed regularly and following any significant incident or change to the service. 

· The pharmacy contractor must ensure that all pharmacy staff involved in the provision of the service are familiar with and adhere to the SOP. 

2.6 The pharmacy is required to report any patient safety incidents in line with the Clinical Governance Approved Particulars for pharmacies. 

2.7 Pharmacists/pharmacy technicians should be aware of locally commissioned smoking cessation services to enable signposting. 
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Premises requirements 

2.8 Pharmacy contractors must have a consultation room at the pharmacy, which meets the applicable requirements of the Pharmaceutical Services Regulations. 

2.9 Remote consultations are also permitted to be used to provide the service. When undertaking remote consultations, the contractor must ensure that there are arrangements in place at the pharmacy which enable staff to communicate confidentially with the person receiving the service by telephone or another live audio link or a live video link. NHS Guidance to support community pharmacy teams can help to plan for this. 

Equipment 

2.10 Pharmacy contractors must have a working carbon monoxide (CO) monitor (which is suitable for use with pregnant women) and sufficient disposable mouthpieces to meet the likely demand when providing the service via face-toface consultations in the pharmacy. 

Pharmacists/pharmacy technicians using the monitor must be trained in its use and it must be maintained in line with the recommendations of the manufacturer or supplier. 

A minimum technical specification for CO monitors used in this service can be found in Annex A: Breath carbon monoxide monitor minimum technical specification. 

2.11 Infection prevention and control measures and cleaning must be carried out on all CO monitors as per the instructions of the manufacturer or supplier and in line with current infection prevention and control guidance. 

[bookmark: _Toc18755]Training 

Essential training 

3.1 Pharmacists/pharmacy technicians must have satisfactorily completed the below training and passed the associated assessment (where applicable): 

· The National Centre of Smoking Cessation Treatment (NCSCT) Stop Smoking Practitioner Certification. Pharmacists or pharmacy technicians who are already certified do not need to repeat their training for the purposes of this service. 

· Specialist NCSCT modules to support treatment for people with a mental health condition and pregnant women (these must be completed after the NCSCT Practitioner training has been successfully completed). 

· The NCSCT module on using e-cigarettes. 

3.2 Pharmacists/pharmacy technicians must have read the NCSCT Standard Treatment Programme (STP), which will be used to support consultations. 

3.3 The pharmacy contractor must keep evidence that pharmacists/pharmacy technicians involved in the provision of the service have successfully completed the relevant training and this may be requested by NHS England. 

[bookmark: _Toc18756]Service description 

4.1 The service will be provided to patients meeting the specified inclusion criteria detailed below. Any patients found not to meet the inclusion criteria should be signposted to a suitable locally commissioned pathway. 

4.2 The flowchart provided in Annex B: SCS patient flow diagram provides an overview of the patient flow through the SCS. 

Inclusion criteria 

4.3 The inclusion criteria for this service are as follows: 

· People aged 18 years and older who have started treatment for tobacco dependence in hospital and have chosen to continue their treatment in community pharmacy after discharge. 

· This service does not exclude women who are pregnant or people who suffer from non-complex mental health problems although alternative local arrangements may already be in place for such people. 

Exclusion criteria 

4.4 A person will not be eligible for this service if they are: 

· Children and adolescents under the age of 18 years. 

· People who have completed a 12-week smoking cessation programme while in hospital as a result of an extended duration as an inpatient. 

Clinically significant drug interactions 

4.5 Although not considered an exclusion, the NHS Specialist Pharmacy Service (SPS) has compiled a list of drugs that have been identified as having a significant interaction with tobacco smoking: 

· Some of these may require dose adjustment or increased monitoring when patients change their smoking status. 

· Further advice includes: 

‒ Certain drugs may require does adjustment. 

‒ Close monitoring of plasma levels (where useful), clinical progress and adverse effect occurrence and severity is essential when patients change their smoking status. 

‒ Patients taking narrow-therapeutic-index drugs should be monitored closely when any lifestyle modification is made. 

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

Identification of patients and transfer of care 

4.6 Refer to Annex B: SCS patient flow diagram B for a patient flow diagram. 

4.7 NHS trusts will identify people who smoke, provide a pre-quit assessment and start treatment. Patients will be discharged from hospital with an initial supply of NRT. 

The quantity of NRT supplied on discharge will be made known to the pharmacy in the referral (see Annex C: Dataset for transfer from NHS trusts [or third party commissioned service] to community pharmacies). With consent, patients will be offered referral to a participating community pharmacy on discharge. 

The referral will be made using a secure electronic referral system at discharge from hospital. The patient will choose to which community pharmacy, participating in the service, they wish to be referred. 

4.8 The information which will be included in a referral from an NHS trust is listed in Annex C: Dataset for transfer from NHS trusts (or third party commissioned service) to community pharmacies. 

4.9 The community pharmacy must have in place a process for receiving NHSmail referrals as a minimum IT requirement and then will complete the steps described in Annex B: SCS patient flow diagram. 

4.10 Following receipt of the referral, the pharmacy will contact the patient within five working days to confirm participation in the service and arrange an initial consultation. 

At least three attempts to contact the patient (the last of which must be on the fifth working day following receipt of referral to ensure the patient has a continuous supply of NRT) must be made before closing the referral if the patient does not respond. 

In that circumstance, the NHS trust tobacco dependency team should be notified that no contact with the patient was made. 

4.11 If the pharmacy is able to contact the patient, but the patient then declines the referral or does not wish to stop smoking at this time, they should be given details of alternative smoking cessation services should they wish to seek support in the future. 

Where disclosed by the patient, the reason for not continuing should be captured in the clinical record for the service before the referral is closed. The 

NHS trust tobacco dependency team should be informed of the patient’s decision to withdraw from the service. 

4.12 If the circumstance arises where the patient needs to attend a different pharmacy, for example if they have moved to a different area, the patient’s care and data can be transferred to another pharmacy providing the service, 

with the patient’s consent. Once the pharmacy accepts the referral, the patient’s referral details should be forwarded via a secure electronic message. 

Consultations 

4.13 The pharmacist/pharmacy technician will then conduct an initial face-to-face consultation in the pharmacy consultation room (or a remote consultation if agreed to be suitable by the patient and the pharmacist/pharmacy technician). 

This and ongoing consultations will follow the consultation structure within the NCSCT Standard Treatment Programme as applicable to discharge patients and will include: 

· undertaking a CO test 

· provision of behavioural support 

· supply of NRT. 

‒ This will be determined by the details of NRT supplied at discharge from hospital. 

‒ The pharmacy will supply a maximum of two weeks of NRT at a time. 

‒ The course length should not exceed 12 weeks treatment from the defined quit date. 

‒ This includes any treatment supplied to the patient while in hospital and at the point of discharge. 

4.14 At the initial consultation, the pharmacist/pharmacy technician and patient should agree a follow-up appointment cycle to monitor progress and provide support. These interim appointments should be no more than two weeks apart to overlap NRT supply so that it does not run out on the day of the appointment. 

Formal reviews must be held at four and twelve weeks post-quit; the agreed interim appointment cycle should coincide with these formal review dates. 

4.15 A regularly reviewed list of General Sales List NRT products which may be supplied as part of the service is published in the Drug Tariff. 

Outcomes and next steps 

4.16 The NRT will be supplied to the patient free of charge. Pharmacy contractors will be reimbursed in accordance with the drug tariff determination. 
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4.17 A successful quit is defined as self-reported abstinence checked using CO monitoring of less than 10 parts per million (ppm) at 4 weeks after the quit date. 

This does not imply that treatment should stop at four weeks (NG209 NICE, 2021) and it is important to continue to support adherence and avoid relapse if the patient wishes to continue with NRT for the full 12- week programme. 

Throughout the service provision, patients will self-report abstinence, which will be checked using CO monitoring. 

4.18 The four-week post-quit review will include self-reported smoking status, followed by a CO test for validation and advice to support ongoing remission. 

4.19 If a patient does not continue with the service up to their planned four- week review, the pharmacy should seek to re-engage with them and continue the service. If preferrable to the patient, they can be signposted to a locally commissioned service at this point. 

Patients who wish to re-start their quit attempt after the planned four-week review date should be signposted to a locally commissioned service. 

4.20 The 12-week (or final) post-quit date review will include self-reported smoking status, followed by a CO test to re-check the success of the quit attempt for validation and advice to support ongoing remission. 

4.21 If a CO test is not able to be carried out due to the consultation being remote or being declined by the patient, this must be noted in the clinical record, along with the self-reported smoking status. 

4.22 Ongoing support will be provided for patients that have been successful at reaching four weeks post-quit for up to 12 weeks from their quit date, including the provision of NRT as required. 

4.23 Details of the consultations must be recorded in the pharmacy’s clinical record for the service. 

4.24 The pharmacy contractor will ensure that a notification of the provision of the service is sent to the patient’s general practice on the day of provision or on the following working day. 

NHS Smoking Cessation Service (SCS)

Where possible, this should be sent as a structured message in real-time; however in the absence of an automated digital solution, this should be sent via NHSmail or hard copy. 

(See Annex D: Data to be sent to the patient’s GP for the information that should be shared with the patient’s GP). 

4.25 A summary of the outcomes of the service provision must also be shared with the referring NHS trust. This data is detailed in Annex E: Dataset to be shared with the NHS trust tobacco dependency team. 

[bookmark: _Toc18757]Data and information management 

5.1 Before the patient can continue to receive treatment from the community pharmacy, verbal consent to receiving the service must be sought from them and recorded in the pharmacy’s clinical record for the service. This consent should cover the full provision of the service and patients should also be advised of the following information sharing that will take place: 

· The sharing of information between the pharmacy and the patient’s general practice to allow appropriate recording of the details of the service in their general practice record. 

· The sharing of information about the service with NHS England as part of the service monitoring and evaluation. 

· The sharing of information about the service with the NHSBSA and NHS England for the purpose of contract management and as part of postpayment verification. 

· The sharing of information with the NHS trust tobacco dependency team for the purpose of the NHS Digital smoking return (see Annex E: Dataset to be shared with the NHS trust tobacco dependency team). 

5.2 Where IT solutions which meet the minimum digital requirements of the service (as specified within the technical toolkits and including an application programming interface (API) to facilitate transfer of data into the NHSBSA Manage Your Service (MYS) platform) are available, contractors must utilise one of these systems within the timeframe agreed by NHSE, DHSC and PSNC. 

5.3 The data which is submitted to the MYS platform via the API will be used by the NHSBSA for payment and post-payment verification purposes. Some of this data, which has been anonymised, will be shared with NHS England for monitoring and service evaluation purposes. 

5.4 Where a patient transfers to a different pharmacy to continue their treatment the new pharmacy must capture the patient's consent to continue as part of the first consultation that they carry out with them. 

Post-event messaging and record keeping 

5.5 If secure electronic data interchange is used and a problem occurs with this notification system, the pharmacy contractor must ensure a copy of the paperwork is sent or emailed to the general practice. 

5.6 The information which must be sent to the patient’s general practice as set out in Annex D: Data to be sent to the patient’s GP. 

5.7 Any records must be managed in line with Records Management Code of Practice for Health and Social Care .2 

5.8 The pharmacy contractor must maintain appropriate records to ensure effective ongoing service delivery. The minimum requirements for the 

information which should be included in a contractor’s clinical record for the service are the mandatory sections indicated within the dataset which is set out in Annex D: Data to be sent to the patient’s GP. 

[bookmark: _Toc18758]Payment arrangements 

6.1 Please refer to the drug tariff determination. 

6.2 Claims for payment should be submitted within one month of, and no later than three months from the claim period for the chargeable activity provided. Claims which relate to work completed more than three months after the claim period in question, will not be paid. 

[bookmark: _Toc18759]Withdrawal from the service 

7.1 If the pharmacy contractor wishes to stop providing the service, they must notify the commissioner that they are no longer going to provide the service via the MYS platform, giving at least one month’s notice prior to the cessation of the service. Contractors will be asked for a reason as to why they wish to stop providing the service. 

7.2 If the pharmacy contractor de-registers from the service or ceases trading within 30 days of registration, they will not qualify for the £1,000 set up fee. In this event, if the £1,000 has already been paid to the contractor, this money will be claimed back. 

[bookmark: _Toc18760]Monitoring and post-payment verification 

Monitoring 

8.1 In addition to meeting the service requirements, the pharmacy contractor shall ensure the pharmacy has the following and that these are available for inspection should the local primary care commissioning team undertake a site visit: 

· A working and appropriately calibrated CO monitor (see section X). 

· A suitable quantity of NRT products to enable efficient and direct supply to the person attending and ensure continuation of supply. 

Post-payment verification 

8.2 NHS England has a duty to be assured that where contractors make claims for payment for activity in services, that they meet all the specified requirements of the service. NHS England will work with the NHSBSA Provider Assurance team to undertake pre- and post-payment verification checks on claims made. 

8.3 Additional evidence may be requested directly from contractors. The verification checks include comparing the information provided by contractors 

in their claims against datasets and evidence sources that are available to the NHSBSA Provider Assurance team. 

8.4 It is the contractor’s responsibility to be able to provide evidence of claims when requested by the NHSBSA for post-payment verification. 

8.5 In cases where evidence is not available or does not demonstrate that the service activity was delivered, and so these claims cannot be verified, they may be referred to the Pharmaceutical Services Regulations Committee to decide whether an overpayment has been made. 

In such cases, where the PSRC decides that an overpayment has been made, and will need to be recovered, contractors will be contacted by the NHSBSA and notified of the overpayment recovery process. 

Any overpayment recovery would not prejudice any action that the NHS may also seek to take under the performance related sanctions and market exit powers within The National Health Service (Pharmaceutical and Local Pharmaceutical Services) Regulations 2013. 

8.6 Accurate record keeping is an essential part of the service provision. The necessary records specified in the service specification required for reimbursement must be kept for a period of three years to demonstrate service delivery in accordance with the service specification, and to assist with post-payment assurance activities. These records must be provided by a contractor when requested by the NHSBSA Provider Assurance team. 

8.7 The Commissioner reserves the right to audit or conduct PPV on the information and data held at the pharmacy in respect of this service. 

[bookmark: _Toc18761]Annex A: Breath carbon monoxide monitor minimum technical specification 

		Minimum concentration range 

		0-99ppm 



		Repeatability 

		≤±2ppm or +/- 5% (whichever is greater) 



		Accuracy 

		≤±2ppm /5% (whichever is greater) 



		Sensor operating life 

		Minimum two years 



		Sensor sensitivity 

		Minimum 1ppm 



		Sensor drift 

		<2% per month 



		CE marked device 

		Mandatory 



		IEC 60601 Electrical Safety Standard compliant 

		Mandatory 



		Useful life of device/sensor 

		Minimum five years / two years 





 

Calibration checks (quality control procedure) 

Calibration should be possible to be performed by the appropriately trained user. 

The manufacturer should provide the user with appropriate calibration verification equipment (gas canister and calibration accessories) and the operating instructions, which serves as the high-level control. 

Sensor expiry 

When the sensor has expired, it will become impossible to obtain a correct calibration. When this occurs, the device must be replaced or returned to the supplier for sensor replacement. 

Servicing 

Details of the calibration requirements will be available from the supplier. The supplier should offer contact details for service and or repair advice and provision. 

[bookmark: _Toc18762]Annex B: SCS patient flow diagram 
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[bookmark: _Toc18763]Annex C: Dataset for transfer from NHS trusts (or third party commissioned 

[bookmark: _Toc18764]service) to community pharmacies
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· Person’s Full Name 

· NHS number 

· Date of Birth 

· Gender 

· Address 

· Postcode 

· Telephone number(s) 

· Reason for hospital admission 

· Quit date 

· NRT 1 supplied on discharge 

· Quantity of NRT 1 (Days) 

NHS Smoking Cessation Service (SCS)

· NRT 2 supplied on discharge 

· Quantity of NRT 2 (Days) 

· GP Practice identifier – where patient is registered 

· Contact details of the referring Tobacco Dependency Team 

· NHS Trust ODS code 

· Notes including any Fagestrom Score and adverse drug reaction 

· Referral date [add in] 



[bookmark: _Toc18765]Annex D: Data to be sent to the patient’s GP 

The below template outlines the data to be sent to the patient’s GP as a post-event message when they are discharged from the pharmacy service. 

		PRIVATE & CONFIDENTIAL 

GP name 

		 

PharmacyName 

PractitionerName





		GP Practice



		Address

		 





	 GP 	Direct Line: 

Email: 

GPPostcode 

Our Ref: Insert 

Date: TodayDate 

Dear GP name 

RE: Pt name, Pt Address Date of Birth NHS No: 

Ptname was identified as a smoker and was offered behavioural support and stop smoking medication while an inpatient at the XXXX Hospital. 

 

Upon discharge Ptname was referred to this Pharmacy for ongoing support with their quit attempt. 

 

Please update your records with the following: (select the applicable response) 

· Ptname has been supplied Nicotine Replacement Therapy (NRT) to support their quit attempt. 

· Ptname has recorded a successful 4 week quit attempt. 

· Ptname has recorded a successful 12 week quit attempt / final consultations and no longer requires support 

Ptname has been successful / unsuccessful with their quit attempt and discharged from the service. 

 

[bookmark: _Toc18766]Annex E: Dataset to be shared with the NHS trust tobacco dependency team 

The below template sets out the core data to be sent to the NHS trust tobacco dependency team. Where agreed locally, additional data may be shared on a 



		PRIVATE & CONFIDENTIAL 

Tobacco Dependency Team 

NHS Trust name NHS 

Trust address NHS 

		PharmacyName PractitionerName Direct Line: 

Email: 





voluntary basis. 

Trust postcode 



Our Ref: Insert 

Date: TodayDate 

Dear Tobacco Dependency Team 

RE: Pt name, Pt Address Date of Birth 

NHS No: 

Hospital Number: 

 

Ptname was identified as a smoker and was offered behavioural support and stop smoking medication while an inpatient at the XXXX Hospital. 

Upon discharge Ptname was referred to this Pharmacy for ongoing support with their quit attempt. 

Please update your records with the following: (select the applicable response) 

· Ptname advised that they did not want to participate in the service/did not want to stop smoking at this stage. 

· Ptname was not contactable/did not attend their appointment. 

· Ptname has been supplied Nicotine Replacement Therapy (NRT) to support their quit attempt. 

· Ptname has recorded a successful 4 week quit attempt.(verified with CO monitoring) 

· Ptname has recorded a successful 4 week quit attempt.(Self reported) 

· Ptname has recorded a successful 12 week / Final consultation quit attempt.(verified with CO monitoring) 

· Ptname has recorded a successful 12 week quit attempt.(Self reported) 

Ptname has been successful / unsuccessful with their quit attempt and discharged from the service. 

[bookmark: _Toc18767]Annex F: Dataset required for monitoring, evaluation and reimbursement 

Data will be collected automatically via an application programming interface (API) for this service. For each service provision, the dataset outlined below will be reported through the NHSBSA MYS portal for payment, monitoring and evaluation 



purposes:

· Professional role (value set = pharmacist/pharmacy technician) 

· System ID 

· NHS number 

· Gender: 

· GP practice identifier 

· Referral date 

· Date of discharge (if available) 

· Referrer organisation identifier 

· Organisation identifier 

· Date and time of the assessment 

· Service that was provided (ie 

‘initial consultation’, ‘interim consultation’, ‘final consultation’) 

· Consultation method (ie ‘face to face’, ‘telephone’) 

· Set quit date 

· Smoking Status 

· Total number of consultations undertaken 

 	 

· Duration of community pharmacy support 

· 4 weeks post quit (indication of whether the person has quit smoking for 4 weeks) and confirmation of whether this confirmed with CO measurement or Self-reported. 

· Final consultation or 12 weeks post quit (indication of whether the person has quit smoking for 12 weeks) and confirmation of whether this confirmed with CO measurement or Self-reported. 

· Pregnancy status 

· e-cigarettes used 

· Nicotine Replacement Therapy used 

· Medication name 

· Quantity supplied 

· Receiving organisation identifier 

· Onward referral date 

· Prescription charge exemption
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Bupropion - Supplementary note Feb 23.docx
[bookmark: _Hlk128050397]Bupropion (Zyban) supply disruption: update and guidance 

GSK has conducted testing on the drug bupropion (Zyban) and the results indicate that there is the potential for the presence of nitrosamine impurities. As a result, on 1st December 2022 GSK placed an immediate hold on the batch release and distribution of Zyban 150 mg prolonged release tablets.

At this point it’s not possible to provide an indication of timings due to the complexity of the investigation.

Any new clients starting a quit attempt and interested in using Zyban should be advised to use an alternative stop smoking product rather than begin a course of Zyban at this time. Nicotine replacement therapy (NRT), specifically combination NRT, and nicotine-containing vapes (ecigarettes), are effective quit aids.

NRT is a good alternative that can offer almost immediate relief of withdrawal symptoms and urges to smoke. NRT treatment may be with a single product or in the form of a patch in combination with a faster-acting product such as the nicotine lozenge, nasal spray or mouth spray. This switch can be done immediately without any safety issues, in fact Zyban and NRT can be taken together in the short term. This is important because Zyban can take a few days to be eliminated (clear) from the body.

[bookmark: _Hlk127974605]This update will be periodically reviewed when new information becomes available.

Data Source: NCSCT, Dec 2022
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Varenicline - Supplementary note Feb 23.docx
Varenicline (Champix 0.5mg and 1mg tablets) supply disruption: update and guidance

All Champix (varenicline) products are unavailable until further notice

Pfizer are unable to confirm when resupplies will be

Until the shortage is resolved, patients need to consult their healthcare professional to choose an alternative treatment option.

This update will be periodically reviewed when new information becomes available.

Data source and issue – Pharmaceutical Services Negotiating Committee, Oct 2021




