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GUIDELINE STATUS

This is the current release of the guideline.

** REGULATORY ALERT **

FDA WARNING/REGULATORY ALERT

Note from the National Guideline Clearinghouse: This guideline references a drug(s) for which important revised regulatory and/or warning information has been released.

· May 2, 2007, Antidepressant drugs: Update to the existing black box warning on the prescribing information on all antidepressant medications to include warnings about the increased risks of suicidal thinking and behavior in young adults ages 18 to 24 years old during the first one to two months of treatment.
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SCOPE

DISEASE/CONDITION(S)

Smoking

GUIDELINE CATEGORY

Assessment of Therapeutic Effectiveness
Counseling
Prevention

CLINICAL SPECIALTY

Family Practice
Internal Medicine
Nursing
Preventive Medicine
Psychiatry
Psychology

INTENDED USERS

Advanced Practice Nurses
Allied Health Personnel
Hospitals
Nurses
Patients
Pharmacists
Physician Assistants
Physicians
Psychologists/Non-physician Behavioral Health Clinicians
Public Health Departments
Social Workers
Substance Use Disorders Treatment Providers

GUIDELINE OBJECTIVE(S)

To assist National Health Service (NHS) and non-NHS professionals and employers who have a role in – or responsibility for – supporting and encouraging employees who smoke to quit

TARGET POPULATION

Employees who smoke

INTERVENTIONS AND PRACTICES CONSIDERED

1. Brief interventions in health and community care, involving opportunistic advice, discussion, negotiation, or encouragement 

· Simple opportunistic advice to stop

· An assessment of the patient's commitment to quit

· An offer of pharmacotherapy and/or behavioural support

· Provision of self-help material and referral to more intensive support such as the National Health Service Stop Smoking Services

2. Availability of smoking cessation advice and support for employers (with special emphasis on efforts targeting enterprises where a high proportion of employees are on low pay, from a disadvantaged background and/or are heavy smokers)

3. Availability of information by employers of smoking cessation policies, practices, support services and accessibility of services

MAJOR OUTCOMES CONSIDERED

· Smoking cessation rate

· Non-validated and validated smoking status

· Cost-effectiveness

METHODOLOGY

METHODS USED TO COLLECT/SELECT EVIDENCE

Searches of Electronic Databases

DESCRIPTION OF METHODS USED TO COLLECT/SELECT THE EVIDENCE

Key Questions
Key questions were established as part of the scope. They formed the starting point for the reviews of evidence and facilitated the development of recommendations by the Public Health Interventions Advisory Committee (PHIAC). Refer to appendix D in the original guideline document for a list of key questions.

Reviewing the Evidence of Effectiveness 
A review of effectiveness was conducted.

Identifying the Evidence
The following databases were searched in four stages, as follows.

Stage 1

The search for systematic reviews and reviews was undertaken in the following databases for the years 1990–2006: Cochrane database of systematic reviews; DARE; National Research Register; Health Technology Assessment Database; SIGN Guidelines; National Guideline Clearinghouse; HSTAT; TRIP; Medline (1966–May 2006); Embase (1974–2006); CINAHL (1982–2006); British Nursing Index (1994–2006); PsycINFO (1806–2006); DH-Data (1983–2006); King's Fund (1979–2006).

Stage 2

The search for other publications was undertaken in the following databases: Medline (1966–May 2006); Embase (1974–2006); CINAHL (1982–2006); British Nursing Index (1994–2006); PsycINFO (1806–2006); DH-Data (1983–2006); King's Fund (1979–2006); CENTRAL (2006/2).

Stage 3

A further search of Medline was undertaken for abstracts (as well as titles) of all publications.

Stage 4

A search was undertaken of the following websites to identify any additional reports and documents of relevance:

· UK National Smoking Cessation Conference: www.uknscc.org/index.html (presentations were searched)

· Department of Health: http://www.dh.gov.uk
· National Health Service: http://www.nhs.uk
· Action on Smoking and Health: http://www.ash.org.uk
· Action on Smoking and Health Scotland: www.ashscotland.org.uk
· Scottish Executive: www.scotland.gov.uk
· Government of Ireland: www.irlgov.ie/
· Quit: www.quit.org.uk
Further details of the databases, search terms and strategies are included in the review report.

Selection Criteria 
Studies were included if they covered:

· People who smoke aged 16 and over

· Workplace smoking cessation interventions delivered either at work or externally

Studies were excluded if they described workplace health improvement programmes that did not include a smoking-related component.

Economic Appraisal
The economic appraisal consisted of a review of economic evaluations and a cost-effectiveness analysis.

Review of Economic Evaluations
A systematic search was carried out on the National Health Service Economic Evaluation Database (NHS EED) database and the Centre for Reviews and Dissemination (CRD) internal database. This was supplemented by material found in the effectiveness and cost-effectiveness reviews undertaken for the National Institute for Health and Clinical Excellence (NICE) smoking cessation programme (under development).

The criteria for inclusion in the review were as follows:

· Studies included a specific intervention to assist smoking cessation

· The study population was smoking at the start of the study (unless drawn from a general population)

· Studies reported on both the cost and effectiveness of the smoking cessation intervention (although cost and effectiveness was not necessarily combined into a single cost-effectiveness ratio)

Ten studies met the inclusion criteria. These were assessed for their methodological rigour and quality using the critical appraisers' checklists provided in Appendix B of the "Methods for development of NICE public health guidance" (see "Availability of Companion Documents" field in this summary). Each study was categorised by study type and graded using a code (++), (+) or (-), based on the potential sources of bias.

NUMBER OF SOURCE DOCUMENTS

Not stated

METHODS USED TO ASSESS THE QUALITY AND STRENGTH OF THE EVIDENCE

Weighting According to a Rating Scheme (Scheme Given)

RATING SCHEME FOR THE STRENGTH OF THE EVIDENCE

Study Type
1 Meta-analyses, systematic reviews of randomised clinical trials (RCTs) or RCTs (including cluster RCTs).

2 Systematic reviews of, or individual, non-randomised controlled trials, case-control studies, cohort studies, controlled before-and-after (CBA) studies, interrupted time series studies, correlation studies.

3 Non-analytical studies (for example, case reports, case series).

4 Expert opinion, formal consensus.

Study Quality
++ All or most of the criteria have been fulfilled. Where they have not been fulfilled the conclusions are thought very unlikely to alter.

+ Some criteria have been fulfilled. Those criteria that have not been fulfilled or not adequately described are thought unlikely to alter the conclusions.

– Few or no criteria fulfilled. The conclusions of the study are thought likely or very likely to alter.

METHODS USED TO ANALYZE THE EVIDENCE

Systematic Review with Evidence Tables

DESCRIPTION OF THE METHODS USED TO ANALYZE THE EVIDENCE

Quality Appraisal
Included papers were assessed for methodological rigour and quality using the National Institute for Health and Clinical Excellence (NICE) methodology checklist, as set out in the NICE technical manual "Methods for development of NICE public health guidance" (see "Availability of Companion Documents" field). Each study was described by study type (classified 1–4) and graded (++, +, -) to reflect the risk of potential bias arising from its design and execution.

Summarising the Evidence and Making Evidence Statements
The review data was summarised in evidence tables (see full reviews and synopsis). The findings from the review were synthesised and used as the basis for a number of evidence statements relating to each question. The evidence statements reflect the strength (quantity, type and quality) of the evidence and its applicability to the populations and settings in the scope.

Economic Appraisal
Studies were assessed for their methodological rigour and quality using the critical appraisers' checklists provided in appendix B of the "Methods for development of NICE public health guidance" (see "Availability of Companion Documents" field). Each study was categorised by study type and graded using a code (++), (+) or (-), based on the potential sources of bias.

Cost-effectiveness Analysis
An economic model was constructed to incorporate data from the reviews of effectiveness and cost effectiveness. The results are reported in: "Cost effectiveness of interventions for smoking cessation" and "Cost impact analysis of workplace-based interventions for smoking cessation" These reports are available on the NICE website at www.nice.org.uk/PHI005
METHODS USED TO FORMULATE THE RECOMMENDATIONS

Informal Consensus

DESCRIPTION OF METHODS USED TO FORMULATE THE RECOMMENDATIONS

How Public Health Interventions Advisor Committee (PHIAC) Formulated the Recommendations
At its meetings in May 2006 and September 2006 PHIAC considered the evidence of effectiveness and cost effectiveness. In addition, at its meeting in December 2006, it considered comments from stakeholders on the evidence, and in February comments from stakeholders on the draft guidance.

PHIAC developed draft recommendations through informal consensus, based on the following criteria.

· Strength (quality and quantity) of evidence of effectiveness and its applicability to the populations/settings referred to in the scope.

· Effect size and potential impact on population health and/or reducing inequalities in health.

· Cost effectiveness (for the National Health Service and other public sector organisations).

· Balance of risks and benefits.

· Ease of implementation and the anticipated extent of change in practice that would be required.

PHIAC also considered whether a recommendation should only be implemented as part of a research programme where evidence was lacking.

Where possible, recommendations were linked to an evidence statement(s) (see Appendix A in the original guideline document for details). Where a recommendation was inferred from the evidence, this was indicated by the reference 'IDE' (inference derived from the evidence).

RATING SCHEME FOR THE STRENGTH OF THE RECOMMENDATIONS

Not applicable

COST ANALYSIS

Summary of Findings from the Literature Review
Overall, there is limited information on the cost effectiveness of workplace smoking cessation interventions, but the studies that were identified in the review suggest that they are cost effective.

Summary of Findings from Modelling the Health Benefits
The model aimed to estimate the cost effectiveness of smoking cessation interventions delivered in the workplace. These included:

· No intervention

· Brief advice (BA)

· BA plus self-help material (SHM)

· BA plus SHM plus advice for nicotine replacement therapy (NRT)

· BA plus SHM plus NRT plus specialist smoking service

· Bupropion plus less intensive counselling (LIC)

· Bupropion plus more intensive counselling (MIC)

· Nicotine patch

· Nicotine patch plus group counselling

· Nicotine patch plus individual counselling

· Nicotine patch plus pharmacist consultation

· Nicotine patch plus pharmacist consultation plus behavioural program

All interventions led to a reduction in the number of people who smoke, fewer comorbidities and more years of good health (QALYs) compared to 'no intervention.'

Summary of Findings from Modelling the Net Financial Benefit to Employers
All interventions reduced the number of employees who smoke, leading to increased productivity compared to 'no intervention'. Cessation rates were directly linked to productivity: a high cessation rate led to lower associated productivity losses.

The net financial benefit for employers was calculated by subtracting the cost of the intervention from the productivity benefits. Most interventions begin to produce a net financial benefit after 2 years. Some of the cheaper interventions lead to a net financial benefit after 1 year.

Full details of the surveys of current practice and reviews of cost effectiveness and modelling can be found on the National Institute for Health and Clinical Excellence (NICE) website (www.nice.org.uk/PHI005).

METHOD OF GUIDELINE VALIDATION

External Peer Review
Internal Peer Review

DESCRIPTION OF METHOD OF GUIDELINE VALIDATION

The draft guidance, including the recommendations, was released for consultation in December 2006. The guidance was signed off by the National Institute for Health and Clinical Excellence (NICE) Guidance Executive in March 2007.

RECOMMENDATIONS

MAJOR RECOMMENDATIONS

This document constitutes the Institute's formal guidance on how to encourage and support employees to stop smoking.

The recommendations in this section are presented without any reference to evidence statements. Appendix A in the original guideline document repeats the recommendations and lists their linked evidence statements.

Recommendation 1
Who should take action?
Employers

What action should they take? 
· Publicise the interventions identified in this guidance and make information on local stop smoking support services widely available at work. This information should include details on the type of help available, when and where, and how to access the services.

· Be responsive to individual needs and preferences. Where feasible, and where there is sufficient demand, provide on-site stop smoking support.

· Allow staff to attend smoking cessation services during working hours without loss of pay.

· Develop a smoking cessation policy in collaboration with staff and their representatives as one element of an overall smoke-free workplace policy.

Recommendation 2
Who should take action?
Employees who want to stop smoking

What action should they take?
Contact local smoking cessation services, such as the NHS Stop Smoking Services, for information, advice and support.

Recommendation 3
Who should take action?
Employees and their representatives

What action should they take?
Encourage employers to provide advice, guidance and support to help employees who want to stop smoking.

Recommendation 4
Who should take action?
All those offering smoking cessation services including the NHS, independent or commercial organisations and employers

What action should they take?
· Offer one or more interventions that have been proven to be effective (see above).

· Ensure smoking cessation support and treatment is delivered only by staff who have received training that complies with the "Standard for training in smoking cessation treatments" (http://www.nice.org.uk/download.aspx?o=502591).

· Ensure smoking cessation support and treatment is tailored to the employee's needs and preferences, taking into account their circumstances and offering locations and schedules to suit them.

Recommendation 5
Who should take action?
Managers of NHS Stop Smoking Services

What action should they take?
· Offer support to employers who want to help their employees to stop smoking. Where appropriate and feasible, provide support on the employer's premises.

· If initial demand exceeds the resources available, focus on the following: 

· Small and medium-sized enterprises (SMEs)

· Enterprises where a high proportion of employees are on low pay

· Enterprises where a high proportion of employees are from a disadvantaged background

· Enterprises where a high proportion of employees are heavy smokers

Recommendation 6
Who should take action?
Strategic health authorities and primary care trusts.

What action should they take?
Ensure local NHS Stop Smoking Services are able to respond to fluctuations in demand, particularly before and after implementation of smoke-free legislation.

CLINICAL ALGORITHM(S)

None provided

EVIDENCE SUPPORTING THE RECOMMENDATIONS

TYPE OF EVIDENCE SUPPORTING THE RECOMMENDATIONS

The type and quality of supporting evidence is identified and graded for each recommendation (see Appendix A in the original guideline document).

BENEFITS/HARMS OF IMPLEMENTING THE GUIDELINE RECOMMENDATIONS

POTENTIAL BENEFITS

Reducing levels of smoking among employees will help reduce some illnesses and conditions (such as cardiovascular disease and respiratory diseases) that are important causes of sickness absence. This will result in improved productivity and less costs for employers.

POTENTIAL HARMS

Not stated

IMPLEMENTATION OF THE GUIDELINE

DESCRIPTION OF IMPLEMENTATION STRATEGY

The Healthcare Commission assesses the performance of National Health Service (NHS) organisations in meeting core and developmental standards set by the Department of Health (DH) in "Standards for Better Health" issued in July 2004 and updated in 2006. The implementation of National Institute for Health and Clinical Excellence (NICE) public health guidance will help organisations meet the standards in the public health (seventh) domain in "Standards for Better Health." In addition, implementation of NICE public health guidance will help meet the health inequalities target as set out in "The NHS in England: the operating framework for 2006/7."

NICE has developed tools to help organisations implement this guidance (see "Availability of Companion Documents" field).

· Costing tools: 

· Business case for supporting employees to quit smoking.

· Other tools: 

· A slide set for smoking cessation services and employers highlighting key messages for local discussion

· Information sheet for employers explaining how NICE guidance can support compliance with smoke-free legislation

· Practical advice for smoking cessation services on how to implement the guidance and details of national initiatives that can provide support.

IMPLEMENTATION TOOLS

Audit Criteria/Indicators
Chart Documentation/Checklists/Forms
Quick Reference Guides/Physician Guides
Resources
Slide Presentation

For information about availability, see the "Availability of Companion Documents" and "Patient Resources" fields below.

INSTITUTE OF MEDICINE (IOM) NATIONAL HEALTHCARE QUALITY REPORT CATEGORIES

IOM CARE NEED

Staying Healthy

IOM DOMAIN

Effectiveness
Patient-centeredness
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