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1. Purpose


	1.1 This specification is part of the contractual relationship between Devon County Council and Torbay Council, and community pharmacies for the delivery of consultation, assessment and supply of Varenicline. 
1.2 This service will only be delivered across the geographical footprint of Torbay Council, by pharmacists in community pharmacies who are commissioned and accredited to provide the service under the Patient Group Direction (PGD) for Varenicline.
1.3  Aims and objectives of service  
3.1.1 The main aim of this service is to enable clients who are receiving behavioural support to stop smoking through commissioned Public Health local stop smoking services delivered within Torbay, to have access to Varenicline.  These local commissioned services include the specialist stop smoking services and pharmacy services. 
 3.1.2 The objective is to enable safe, timely and equitable access to Varenicline, for clients who are clinically appropriate to receive these medications.
3.1.3 This service will complement the GP Prescribing Service also commissioned by Torbay Public Health teams.

	  
2. Background
  

	  
2.1 National and Local Context 
2.1.1  Smoking is the single greatest cause of preventable illness and premature death in the country.   
 2.1.2  More than any other identifiable factor, smoking contributes to the gap in life expectancy between the most deprived and the most affluent.  
2.1.3  The prevalence of smoking is estimated as 10.8% in Devon and 15.4% in Torbay. For those in routine and manual occupations this increases to 21.2% in Devon and 27.3% in Torbay.  This figure varies considerably across socio-economic and geographical lines which heavily influences smoking related morbidity and mortality in these areas.
2.2  Evidence Base
2.2.1 Tobacco smoke contains many chemicals that are harmful to both smokers and non-smokers.  Smoking harms nearly every organ in the body and breathing even a little tobacco smoke can be harmful[endnoteRef:1]. [1:  ASH, 2025. Facts at a glance. Available from: Facts-At-A-Glance-Fact-Sheet.pdf [Accessed 29 April 2025].
] 

2.2.2 Helping someone to stop smoking is one of the most cost effective medical interventions.  
2.2.3 Evidence demonstrates that people wishing to stop smoking are three times more likely to be successful when supported by appropriate medication or nicotine replacement products alongside motivational support provided by a trained stop smoking adviser[endnoteRef:2].  A Cochrane Review showed varenicline and cytisine to be the most effective quit aids, alongside nicotine e-cigarettes[endnoteRef:3].  Combination nicotine replacement therapy (NRT) had similar levels of effectiveness, with single use NRT and bupropion still showing positive benefits with high certainty evidenceii. [2:  West, R. and Papadakis, S., 2019. Stop Smoking Services: Increased Chances of Quitting. Available from: stop smoking services effectiveness 2024-25 v1 [Accessed 29 April 2025].
]  [3:  Lindson, N et al, 2023. Pharmacological and electronic cigarette interventions for smoking cessation in adults: component network meta-analyses. Cochrane Database of Systematic Reviews. https://doi.org/10.1002/14651858.CD015226.pub2  [Accessed 28 Jan. 2025].
] 

2.2.4 NICE Guideline NG209 outlines that medicinally licensed products should be made available to adults who smoke, including varenicline, cytisine, bupropion and NRT[endnoteRef:4]. [4:  NICE, 2025. Tobacco: preventing uptake, promoting quitting and treating dependence. Available from: Treating tobacco dependence | Tobacco: preventing uptake, promoting quitting and treating dependence | Guidance | NICE [Accessed 29 April 2025].
] 

2.3  Varenicline
2.3.1  Varenicline is a licensed Prescription Only Medicine (POM) as defined by the Medicines Act 1968 and Prescription Only Medicines (Human Use) Order 1997. 
2.3.2  Varenicline is a safe, effective and cost-effective treatment for smoking cessation in adults. It is a first-choice stop smoking aid and is recommended by NICE for the treatment of tobacco dependence[endnoteRef:5]. [5:  NCSCT, 2025. Varenicline. Available from: Varenicline-2025.pdf [Accessed 10 September 2025].
] 

2.3.3  Varenicline is subject to standard monitoring arrangements for adverse events via the Yellow Card Scheme.
2.3.4  Varenicline works by reducing symptoms of withdrawal and blocking some of the ‘rewarding’ effects of smoking, making quitting easier and relapse less likely. The treatment course is 12 weeks: 
· Day 1‒3: 0.5 mg tablet, swallowed whole once daily after food 
· Day 4‒7: 0.5 mg tablet swallowed whole, twice daily after food 
· Day 8 onwards: 1mg tablet swallowed whole, twice daily after food 
The quit date is usually between Day 8 and Day 14, with weekly behavioural support for at least four weeks after the quit date, then fortnightly.



	  
3. Key Service Outcomes  


	3.1 This service is an important part of the delivery model for treating tobacco dependence within Torbay.  It ensures that the gold standard model of support, as outlined in the NCSCT standard treatment programme[endnoteRef:6], can be provided to those seeking to stop smoking.   [6:  NCSCT, 2019. Standard Treatment Programme. Available from: NCSCT STP LR v7.fh11 [Accessed 29 April 2025].] 

3.2 Treating clients who are tobacco dependent helps in the delivery of several core health and well-being outcomes (below).
	Direct Public Health Outcome Indicators
	 Indirect Public Health Outcome Indicators

	2.03: Smoking at the time of delivery
	4.03: Mortality from preventable causes

	2.14: Smoking prevalence – adults
	4.04: Premature mortality from all cardiovascular disease

	
	4.05 Premature mortality from cancer



3.3 Reducing the prevalence of smoking among priority populations, including routine and manual workers, people with serious mental illness, black and minority ethnic groups and disadvantaged communities, will have a significant impact on reducing health inequalities. A high level of intervention is vital to deliver effective, cross-social group reach on this vital public health issue.


	  
3. Scope
  

	  
3.2 Service description/pathway  
  3.2.1 The pharmacy will deliver the following elements for this service:  
· The pharmacist will ensure Varenicline is only provided to clients who are receiving behavioural support in line with the NCSCT Standard Treatment Programme.  The current services available to access this support are:
· The specialist stop smoking services (see Appendix A for details)
· GP stop smoking services
· Pharmacy stop smoking services
· Smoke Free App
· Ensure all pharmacists involved in the provision of the service operate within the current Patient Group Direction. Only pharmacists currently registered with the General Pharmaceutical Council can dispense Varenicline under this PGD.
· An accredited pharmacist will assess the client for suitability for treatment with Varenicline within one week and record the outcome using PharmOutcomes.  
· Assessment can be carried out face to face, or via video call or phone call if this is the client’s preferred method. 
· Provide Varenicline as a first line treatment, based on suitability and preference. Clients do not need to have tried another form of medication to assist with a quit attempt before being prescribed Varenicline.
· When deemed suitable, the pharmacist should supply Varenicline on a regime as follows: 2 weeks, 2 weeks, 4 weeks, and 4 weeks, with an optional 2 week climb down.  The pharmacist may decide to extend treatment beyond 12 weeks, if deemed appropriate. For example, for individuals who wish to engage in a gradual quit approach, as detailed in the PGD.
· In every case, when the initial supply of Varenicline is made in accordance with the PGD, the pharmacy must inform the client's General Practitioner of the supply within two working days via secure email or letter. 
· Where an instalment is to be dispensed by a different pharmacist to the one who completed the previous instalment, the pharmacist must undertake the PGD protocol review in full each time. 
· If the client is being supported by an external stop smoking service (e.g. the specialist stop smoking service) and not the in-house pharmacy stop smoking service, the pharmacy must also inform this external service within two working days of the initial supply via secure email. If the outcome of the initial assessment is to not supply Varenicline, the Pharmacy must inform the client's Stop Smoking Service so that an alternative treatment may be offered. 
· If Varenicline is withdrawn at any stage the pharmacy must inform the client's Stop Smoking Service so that an alternative treatment may be offered.
· If the client ceases to take Varenicline for any reason - including because the current course has finished, they have electively discontinued the medication due to side effects or they have failed to attend follow up appointments, the pharmacy must inform the client's General Practitioner as soon as is practicable.
· The pharmacy only will provide the full course of treatment and not refer the client on to another Service Provider except in unavoidable circumstances e.g. sickness.
· The pharmacy shall maintain a record of supply using the relevant form on PharmOutcomes. This will allow for payment and auditing. 
· The pharmacy must follow up with clients in line with the prescribing regime.
· The pharmacist must inform the client that they will be subject to four prescription charges if they are not exempt.  The pharmacy must process the prescription fee from the client and the medication will be reimbursed minus this amount via PharmOutcomes.  Where someone is exempt from prescription charges, evidence must be obtained and it must be recorded on PharmOutcomes.
· The client record on PharmOutcomes is to be completed and shared via secure mail with the stop smoking service supporting the client, to provide an ongoing update between both services about the client's progress.
· The pharmacist may decide to restart a client on Varenicline following a lapse if the client seems sufficiently motivated and able to make another quit attempt. This must be recorded on PharmOutcomes to explain the reasoning behind this decision, and the client's Stop Smoking Service must be notified so that they receive behavioural support alongside.  The initial assessment will need to be repeated in this case, which will be claimable as a new intervention.
· The pharmacist must supply Varenicline following NHS dispensing procedures. 
· The service will be available throughout the pharmacy's opening hours (both core and supplementary).
· The pharmacy will maintain an acceptable level of staffing at all times and will provide suitably accredited, skilled, trained and experienced staff to provide the service.
· If a client should request Varenicline without a referral, they must be referred to a suitable stop smoking service and begin a treatment programme to be able to access the PGD service.  This treatment programme may be delivered in-house should the pharmacy hold a contract to deliver a tobacco dependence service.
· Every effort should be made to ensure the staff member completing a new assessment is able to dispense the full course of Varenicline.  This will help keep the service financially sustainable and provide better continuity of care for the client.

3.2.2 	The local Stop Smoking Service providing behavioural support to the client will:
· Provide behavioural support in line with the NCSCT Standard Treatment Programme.
· Assess the client’s motivation to quit smoking and learning from any previous quit attempts.
· Describe and discuss pharmacotherapy options for treating tobacco dependence with the client and support them to decide upon the product most suitable to them.  Varenicline will be available as a first line treatment.
· Provide a letter of recommendation to the pharmacy via secure email should Varenicline be selected as the preferred and suitable treatment option, and the pharmacy is the most appropriate supplier.  
· The Stop Smoking Adviser must explain to the client that the referral does not guarantee Varenicline will be dispensed, as it is reliant on clinical suitability as defined by the PGD assessment process. 
· Advise the client they will need to attend a clinical assessment with a pharmacist, which does not guarantee their access to Varenicline. The clinical assessment will determine suitability for accessing Varenicline. The advisor will ensure the client understands that the pharmacist’s decision is final having reviewed suitability against the PGD protocol.
· Inform the client that they will need to continue receiving behavioural support from the local Stop Smoking Service whilst taking this medication. If behavioural support is subsequently declined by the client, they will not be able to continue to access the medication.
· Advise and support the client to set a quit date 7 to 14 days after initiation of Varenicline.
· Ensure the client is aware of possible side effects of the medication.
· Ensure the client is aware that four prescription charges apply (unless exempt).
· Record client’s details and medication used on their electronic client relationship management (CRM) system.
· Record adverse reactions to medication on client’s electronic record held by the local Stop Smoking Service and alert pharmacist of any adverse side effects via secure email.
· Report any adverse reactions using the ‘Yellow Card’ reporting system.
· Send details of the quit outcome to their GP when the client has been assessed.    
     
3.2.4 	The Commissioner (Public Health team in Torbay Council) will:  
· remunerate the pharmacy for each course of Varenicline provided to a client under the PGD; a maximum of two discrete courses of Varenicline can be dispensed per client over a 12 month period.  Each time a different pharmacist is involved in subsequent supplies they will need to complete the PGD protocol paperwork in full, which will incur a new assessment fee.  Every effort should be made to ensure the staff member completing a new assessment is able to dispense the full course of Varenicline.
· pay for the costs of the medication at the NHS Drug Tariff.
· cover prescription costs where a client is exempt.
3.2.5  This service is being introduced as a new initiative. The Commissioner reserves the right to discontinue the service at any time should it prove ineffective or financially unsustainable.

3.3 Population covered  
3.3.1   This specification covers residents in Torbay local authority area who smoke tobacco and are referred by Torbay local authority commissioned stop smoking services.  
3.3.2  This service only applies to pharmacies located in Torbay who has fully signed up to the Varenicline PGD service. Residents cannot access Varenicline under this PGD from pharmacies outside of the Torbay geographical boundaries.
  
3.4 Inclusion and Exclusion criteria   
3.4.1 The PGD lists specific inclusion and exclusion criteria.
3.4.2  In addition to these criteria, the following exclusion criteria apply:
· clients who are not Torbay Council residents 
3.4.3 Where a client is excluded from access under the PGD for pharmaceutical reasons e.g. has renal impairment or medication affected by cessation, but they may be suitable for varenicline with additional support, they can be referred to their GP who may be able to support.
3.4.4  Clients who are not already accessing behavioural support from a trained stop smoking advisor must not be dispensed varenicline under this PGD.
3.5 Training and Competence
3.5.1 All pharmacists proving Varenicline under the PGD must complete the CPPE Declaration of Competence for Pharmacy Services: Stop Smoking Intervention Service at least once every two years.  A guide to using the Declaration of Competence (DoC) system is published on the CPPE website.  This declaration details the essential training required to operate under this PGD.
3.5.2  Pharmacists must declare via PharmOutcomes that they have completed the CPPE Declaration of Competency referenced in 3.5.1 to operate under the PGD. 
3.5.3  Pharmacists operating under the PGD only (and not offering the full behavioural support programme) must have completed the following essential elements:
· CPPE Training Pharmacy technicians: using patient group directions in practice
· Meet the expected competencies outlined in the Declaration of Competency around Consultation Skills for Pharmacy Practice and safeguarding children and vulnerable adults level 2 
3.5.4  Pharmacists may also wish to complete the following associated learning to support their competence:
· National Centre for Smoking Cessation and Training (NCSCT), Online training and assessment programme (core knowledge and skills): https://elearning.ncsct.co.uk/practitioner_assessment-launch
· NCSCT Stop Smoking Aids online training: https://elearning.ncsct.co.uk/stop_smoking_medications-stage_1
· NCSCT Varenicline Briefing: https://www.ncsct.co.uk/publications/category/varenicline 
· NICE Guideline NG209 - Tobacco: preventing uptake, promoting quitting and treating dependence: https://www.nice.org.uk/guidance/ng209 
· NICE MPG2 - Patient group directions: https://www.nice.org.uk/guidance/mpg2
· NICE Competency framework for health professionals - using patient group directions: https://www.nice.org.uk/guidance/mpg2/resources
· E-learning for healthcare - Patient Group Directions: https://www.cppe.ac.uk/programmes/l/leaders-e-00
3.5.5  Opportunities will be made available locally for pharmacists to connect with the local specialist stop smoking service.  This will include information on local pathways and how best to communicate with the local services supporting a client during their quit attempt.
3.5.6  Individuals operating under the PGD are personally responsible for ensuring they meet the requirements set out in the Declaration of Competence, and that they remain up to date with the use of varenicline.  If any training needs are identified these should be discussed with the senior person responsible for authorising individuals to act under the PGD within the pharmacy and further training provided as required. 

3.6 Interdependencies with other services  
  3.6.1 This Specification has an interdependency with the local specialist and pharmacy-based Stop Smoking Services in Devon and Torbay.  


	  
4. National and Local Standards
  

	4.1 National Guidance
4.1.1 The pharmacy shall deliver the Service in line with the NHS (Pharmaceutical Services) Regulations 2013 and the NHS Community Pharmacy Contractual Framework.
4.1.2 The pharmacy shall take account of any NICE guidelines that are relevant to the Service. 
4.1.3 The pharmacy will deliver the Services in accordance with best practice in health care and shall comply in all respect with the standards and recommendations contained in: 
i. National Service Frameworks and National Strategies 
ii. National Patient Safety Agency alerts and guidance 
iii. Human Medicines Regulations 2012 
iv. and such other quality standards agreed in writing between the pharmacy and the Council. 
4.1.4 The pharmacy will at all times comply with the most recent guidance on medicines from the Medicines and Healthcare products Regulatory Agency (MHRA).
4.2  Service Standards and Principles 
4.2.1 The pharmacy will ensure that Standard Operating Procedures (SOPs) are in place for the service and ensure that all pharmacists and members of staff involved in delivering the service are aware of them and work in accordance with them. 
4.2.2 Clients will be seen as individuals, and the Service will be personalised to the needs of the individual and dedicated to promoting the independence, well-being and dignity of every client who engages with the Service. 
The Service will be accessible to all and will take account of culture, religion, race, gender, age, disability and sexuality. The pharmacy will ensure that it meets legal obligations with regards to all relevant equality and human rights legislation. 
All paperwork and completed forms will be stored securely within the pharmacy to maintain confidentiality. 
The pharmacy will ensure that information acquired during the course of providing the Service is only shared and disclosed with the consent of the client as outlined in the NHS code of confidentiality and other associated documents. 
The pharmacy will ensure that there are necessary safeguards for, and appropriate use of, client and personal information to ensure that such information is dealt with legally, securely, efficiently and effectively, in order to deliver the best possible high quality care. This will be in accordance with relevant legislation and best practice guidelines such as the Data Protection Act (2018) and the Caldicott Principles. 

	  
5. Payment 
  

	
	Activity
	Fee

	Clinical assessment fee for the first 2 week supply
	£19.65

	Supply at each review stage following initial assessment
	£9.86

	Medication cost
	Reimbursement at NHS Drug Tariff Cost, minus prescription charges unless client is exempt



Should a different pharmacist be required to complete a subsequent review after the initial clinical assessment, then the full assessment must be completed again.  In this case, the pharmacy will be paid for the full clinical assessment fee rather than the review fee.
Should a pharmacy complete the full assessment and deem the client not suitable for Varenicline, the clinical assessment fee can be claimed, but no further review payments.

Invoicing and payment will be completed via PharmOutcomes.






Appendix A
Specialist Stop Smoking Service for Torbay Council Residents
Your Health Torbay
Stop Smoking - Your Health Torbay

For General Enquiries, contact the following details:
· 01803 422 422
· Yourhealth.torbay@nhs.net

For Referrals

Professional Referral - Your Health Torbay
                                                                   




