BACKGROUND TO THE NICE OBESITY GUIDANCE DEVELOPMENT

Health promotion global and national strategies

1. Introduction

1.1. The Ottawa Charter
 defines health promotion as “the process of enabling people to exert control over determinants of health and therefore improve health”. Health is the result of dynamic action between the potentially modifiable determinants of health such as personal behaviour and environmental factors, which are outside the control of the individual.

1.2. Health Promotion is a relatively new discipline, part of the general movement of evidence-based health with a respectable if scant history of positive evaluation
. Convention No. 161 of the ILO
 defines Occupational Health as entrusted with essentially preventative functions. Health promotion is also developed through the EC framework 89/391 and national legislation.

2. World Health Organisation (WHO) strategies

2.1. In 1986 the WHO identified the workplace as a key setting for health promotion because of: 

2.1.1. Ease of access to a large number of people. 
2.1.2. A relatively stable population.

2.1.3. Cohesion and peer support of the working community. 
2.1.4. Established channels of communication to publicise programmes, encourage participation and provide feedback. 
2.2. In the 1994 “ World Health Assembly Global Strategy for Occupational Health for All”
 governments were asked to provide competent Occupational Health services for people at work. Priorities were set for the first two decades of the new millennium. G-7 concluded that without promoting health there is no hope of achieving developmental objectives. 

2.3. Further WHO endorsement of health promotion was made in 2007 with the “Global Plan for Action” and “Healthy Workplaces a Model for Action ”.
 The second of WHO’s stated objectives was to “protect and promote health in the workplace” with basic Occupational Health services provided for all workers. 

3. UK strategies

3.1. “Choosing Health 2004 ”
, the White Paper to meet the WHO target in the UK, sets out a range of actions for employers and employees to extend healthy choices in the workplace by:

3.1.1. Improving working conditions to reduce the causes of ill-health related to work.

3.1.2. Promoting the work environment as a source of better health.

3.1.3. Encouraging individuals to take responsibility for their own health.

3.1.4. Reducing obesity in the workplace by endorsing the Nice Obesity Guidance.

3.2. The Wanless Report 2004 “Securing Health for the Whole Population”
 likened obesity to smoking in terms of disease burden and proposed stemming the rising prevalence of obesity by enhancing the employers role.  Crucially the report also considered that there was no reason why cost-effectiveness of strategies for preventive intervention should not be addressed in the same way as those for disease management i.e. applying NICE strategies.

3.3. The Foresight Report 2007
 predicted that by 2030 60% of adults will be obese and stressed the need to tackle overweight by embedding initiatives in overriding strategy. 
3.4. “Healthy Weight: Healthy Lives 2008 ”
 was published by the government in response to this report, continuing the public health policy to tackle obesity.

3.5. “Health and Well-being: Caring for our Future”
 pledged a new cross government campaign to tackle obesity. 
3.6. “Building Britain's Future”
 2009 was a government document reflecting the importance of prevention and highlighting the opportunities afforded by linking transport development to improving health and well-being of the population. 
4. National Institute for Health and Clinical Excellence (NICE) Guidance
4.1. In 2003 the Department of Health and National Assembly for Wales commissioned the National Institute for Clinical Excellence and the Health Development Agency (HDA) to develop guidance on the prevention and management of obesity in children and adults.
  Nice was requested to formulate guidance specifically to promote the best use of available NHS resources including the workforce.  NICE recommendations would update the existent national service provisions for obesity which are:

4.1.1. “National Standards, Local Action”
 which set out the framework for all NHS organisations and social services authorities to use in planning over the next three financial years. 
4.1.2. The “NHS Improvement Plan”
 which set out the next stages of Government plans for modernisation of the health service and signalled three big shifts:

4.1.2.1. Putting patients through more personalised care.

4.1.2.2. A focus on the whole of health and wellbeing not only illness.

4.1.2.3. Further devolution of decision-making to local authorities.

4.1.3. The New GMS Contract
 which has since April 2004 required general practices to offer consultations for chronic disease and related health problems, offer relevant health promotion and advice to patients and refer patients for other treatments that may be necessary. Primary Care Organisations are also able to commission services, which would include obesity clinics from NHS or non-NHS providers.

4.1.4. The Quality and Outcomes Framework (QOF)
 , which includes a quality marker for recording BMI in patients with diabetes. From April 2006, QOF would also include a quality marker for practices to set up a register of patients aged 16 or over, who have a BMI equal to or greater than 30 kg/m².

4.2. This was the first time NICE have been tasked to work in collaboration with an external body and the first time NICE methodology has been applied to public health evidence. It was considered that public health and clinical audience share the same need for evidence-based solutions to challenges faced in day-to-day practice. Obesity is a prime example of a condition where complementary clinical and public health guidance is needed to address the hazy division between prevention and management, to provide a sliding scale of risk and to advise on opportunities to intervene extending from population wide initiatives, to initiatives targeted at vulnerable groups through to individual advice in a clinical setting. 
4.3. In 2005 a new centre for Public Health Excellence (PHE) was created within the Institute, which then became the National Institute for Health and Clinical Excellence.

5. Occupational Health Strategies

5.1. The NHS Constitution
 is committed to providing support and opportunities for staff to maintain their health and wellbeing. The NHS is the largest employer in the UK with 1.3 million staff.

5.2. “The Health at Work in the NHS”
 initiative 1992, part of the “Health of the Nation” national strategy, encouraged systematic sustained programmes to promote health at work.

5.3. “The Effective Management of Occupational Health Services in the NHS 2001”
 outlined new standards for Occupational Health services for NHS staff as part of the NHS plan including the “Improving Working Lives” standard and recommended that health promotion should be addressed in Trust policy, considered a function of Occupational Health and included in Occupational Health consultations.

5.4. “The Management of Occupational Health Safety and Welfare: issues for NHS staff ”
 again stressed provision of advice on preventing ill-health and promoting healthy lifestyle as an essential function of Occupational Health.

5.5. Core and Developmental NHS Standards were issued in 2004. Implementation of NICE clinical standards forms part of the standards D2 and C5. Performance in meeting these standards is monitored by the Healthcare commission.

5.6. “10 high impact choices for service improvement and delivery: a guide for NHS leaders 2004”
 gave practical suggestions for effective intervention to control obesity. The document highlighted the impact obesity can have on hospital services and the NHS’ corporate responsibility to lead by example.  Interventions advised include:

5.6.1. Training staff to discuss weight with patients.

5.6.2. Offering staff health checks to address weight, activity and to provide ongoing support.

5.7. The Boorman Report  “NHS Health and Well-Being Review ”
 was commissioned in 2009 following Dame Carol Black's Report on the “Health and Well-being of the Working Population”
, Lord Darzi’s Report “ High-quality Care for All ”
 and the Department of Health Report “A High-quality Workforce”
.  Lord Darzi stressed “We all have a part to play in making ourselves and our communities healthier” and “Rather than relying solely on Occupational Health services we need to move towards a broader commitment to improving health and well-being in the workplace.”

5.8. In the Boorman Report, NHS Occupational Health was described as playing a key role in health promotion and prevention of ill health.  NHS staff face the same health issues as the population at large and reversing obesity was highlighted as one of the five key target areas to tackle.  Boorman's recommendation was that all NHS Trusts should provide exemplary support for their employees’ health and wellbeing and set a widely communicated target for reducing obesity among their own staff. 

5.9. Boorman contended that investing in staff's Health and Wellbeing Services and having strong consistent teams of staff and can bring benefits by:

5.9.1. Improving patient care.

5.9.2. Increasing productivity and motivation of staff.

5.9.3. Reducing recruitment and associated costs.

5.9.4. Positively influencing organisations with which the NHS comes into contact.

5.10. The 2010 NHS Workforce Bulletin 
 has now advised NHS Trusts to use the Top 10 Tips- High Impact Choices22 to facilitate implementation of the Boorman Report. All NHS Trusts will be audited during 2010.

6. The Scope of NICE Obesity Guidance
6.1. The Scope sets the remit of the Guidance, which was developed in accordance with the practice of the Institute, the HDA (Health Development Agency) and the National Collaborating Centre for Primary Care (NCC -PC) and published by the Institute in September 2004. The integrated nature of the guidance is fundamental and clinicians are asked not to ignore the public health aspects and to note the importance of multidisciplinary teams.
6.2. Relevant Populations: 
6.2.1. Adults and children aged two years or older in the categories overweight or obese.
6.2.2. Black and minority ethnic groups.
6.2.3. Lower socio-economic groups.
6.2.4. Vulnerable groups including women of childbearing age.
6.2.5. Those currently of healthy weight.
6.3. Relevant Settings:

6.3.1. The Guidance covers care provided by NHS professionals in primary, secondary and tertiary care. It also covers a wide range of organisations within local government, academic centres and the private and voluntary sectors. 
6.4. Key questions relating to overweight and obesity:
6.5. Prevention by:

6.5.1. Raising awareness of what constitutes a healthy weight and maintaining energy balance by a healthy diet and physical activity.

6.5.2. Identifying adults who should participate in preventative programmes.

6.5.3. Developing local strategies including multifaceted interventions in the workplace.

6.6. Identification: using BMI and waist circumference.

6.7. Assessment including:

6.7.1. Weight related co-morbidities.

6.7.2. Risk factors including lifestyle.

6.7.3. Motivation.

6.8. Management including advice on:

6.8.1. Goals for treatment and weight maintenance.

6.8.2. Non-pharmacological interventions such as diet, physical activity and psychological therapies.

6.8.3. Pharmacological interventions. (The Guidance updates the Nice Technology Appraisals for these agents).

6.8.4. Management of morbid obesity (BMI> 40) and criteria  for referral to tertiary care. (The Guidance updates the Nice Technology Appraisal).

6.9. Plans for Guidance revision:

6.9.1. The review process will begin four years after the date of issue and updated guidance will be available within two years of the start of the review process i.e. 2012.

7. NICE Guidance Development Teams
7.1. To give full consideration to both clinical and public health issues, Guidance development was split between two Project Teams under the auspices of the Guidance Development Group (GDG). These were Clinical Management and Public Health, from which the Joint Working Team was formed to draw up final recommendations. One chair, a senior public health physician of national standing oversaw both groups. The complementary nature of the work was recognized from the outset, teams working closely throughout the process, sharing the Chair of the Joint Team. Methods used accorded with the “Guideline Development Process – information for national collaborating centres and guideline development groups”.

7.2. Nominations for membership of the two Project Teams were invited from stakeholder organisations including healthcare professionals, patient representatives, local government and consumer representatives. The GDG met on 14 occasions at approximately 6 weekly intervals over 16 months to review the evidence identified by the Project Teams and develop recommendations based on the evidence. The final recommendations were agreed by the full GDG.

7.3. The Clinical Management Team was formed from the National Collaborating Centre for Primary Care (NCC-PC) based at the Royal College of General Practitioners (RCGP), set up in 2000 to develop guidelines for the NHS. It has three partners, the Clinical Governance Research and Development Unit, Department of Health Sciences, University of Leicester, the Royal Pharmaceutical Society of Great Britain and the Community Practitioner and Health Visitors Association.

7.4. The Public Health Team was formed from the Centre for Public Health Excellence (CPHE) was established when the functions of the HAD were transferred to NICE. The team included the Director of CPHE, a technical lead, analysts and an associated director of methodology.  The CPHE was supported in collating the evidence on which recommendations were based by two public health collaborating centres, one based at Cardiff and the other at Teesside University. On a 12 weekly cycle each PHCC searched for and synthesised the evidence base for a particular subtopic. Evidence was then provided to the GDG at six weekly intervals.

8. The NICE Guidance Development Process

8.1. Development of the Key Questions formed the starting point for the evidence reviews and development of recommendations. Questions addressed evidence relating to weight, diet and activity outcomes.

8.2. Public Health Questions asked what was the effectiveness of the following public health interventions (including those in the workplace):

8.2.1. Increasing awareness of the importance of staying a healthy weight.

8.2.2. Identifying individuals who would benefit from participation in interventions to manage overweight.

8.2.3. Prevention of obesity in individuals.

8.2.4. Management of overweight and obesity.

8.2.5. Maintenance of a healthy weight.

8.3. Clinical Questions asked:

8.3.1. What classification of overweight and obesity should be used?

8.3.2. How do BMI, waist circumference and bio impedance correlate with morbidity and mortality including in different ethnic groups?

8.3.3. Do BMI, waist circumference and bio impedance correlate with morbidity and mortality?

8.3.4. Is there evidence that opportunistic identification of people who are overweight leads to improved health outcomes?

8.3.5. What standards of equipment and methods should be used to measure obesity?

8.3.6. What are the common weight-related morbidities and how do they impact on the health of the individual in the future?

8.3.7. What factors should be considered in the initial clinical assessment of people who are obese?

8.3.8. How should individual motivation be assessed?

8.3.9. Is there evidence that delivery of brief interventions in a clinical setting lead to improved outcomes for people who are overweight?

8.3.10. When should people who are obese/overweight be referred to other services?

8.4. Clinical Evidence Topics reviewed:

8.4.1. Identification and classification of obesity.

8.4.2. Lifestyle, pharmacological and surgical interventions for management of obesity. 

8.4.3. Complementary medicine interventions.

8.5. Types of Clinical Evidence reviewed:

8.5.1. Systematic reviews from 1995 and single studies.

8.5.2. Studies that reported outcomes measuring weight change.

8.5.3. Studies with at least 12 months follow-up.

8.6. Public Health Evidence Topics reviewed:

8.6.1. Raising awareness of weight and diet.

8.6.2. Identification of adults with overweight and obesity.

8.6.3. Determinants of energy balance.

8.6.4. Workplace-based interventions.

8.6.5. Community interventions and interventions led by health professionals.

8.6.6. Interventions among black and minority ethnic groups and vulnerable by stages.

8.7. Types of Public Health Evidence reviewed:

8.7.1. Systematic reviews from 1995 and single studies.

8.7.2. Studies with outcome measurement of weight, diet and physical activity.

8.7.3. UK-based corroborative type evidence (surveys, qualitative work to assess issues such as barriers).

8.8. Reviewing the Evidence 

8.8.1. The title and abstracts of records retrieved by the searches were scored for relevance to the key questions. Papers chosen for inclusion were assessed for methodological rigour against a number of criteria included in the Nice Technical Manual “Guideline development methods-information for national collaborating centres and guideline development”. Findings were summarised by a series of evidence statements and accompanying narrative review.

8.9. Grading the Evidence

8.9.1. Evidence statements were graded according to an established hierarchy of research design.  For each question the highest level of evidence was selected.  If a systematic review, meta analyses or randomised controlled trial existed in relation to the question, studies of a weaker design were ignored.

Table of evidence grades
	Level of evidence
	Type of evidence

	1++
	High-quality meta- analyses, systematic reviews of RCTs or RCTs with a very low risk of bias

	1+
	Well conducted meta -analyses, systematic reviews of RCTs or RCTs with a low risk of bias

	1-
	Meta-analyses, systematic reviews of RCTs or RCTs with a high risk of bias

	2++
	High-quality systematic reviews of non-RCTs, case-control, cohort, CBA or ITS studies

	
	High-quality non-RCT, case-control, cohort, CBA or ITS studies with a very real risk of confounding, bias or chance and a high probability that the relation is causal

	2+
	Well conducted non-RCT, case-control, cohort, CBA or ITS studies with a very low risk of confounding, bias or chance and a moderate probability that the relation is causal

	2-
	Non-RCT, case-control, cohort, CBA or ITFS studies with a high risk of confounding, bias or chance and a significant risk that the relationship is not causal

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

	4
	Expert opinion, formal consensus


8.10. Development of Recommendations

8.10.1. For each key question, recommendations were derived from the evidence summaries. Each recommendation was linked to an evidence statement. Where there was lack of evidence of effectiveness, but the GDG was of a view that a recommendation was important based on GDG members own experience and/or availability of UK-based corroborative evidence, this was highlighted as “Opinion of the GDG”.

8.10.2. Clinical recommendations were drafted for NHS use. Public Health recommendations were drafted for both NHS use and also for: 

8.10.2.1. Public bodies.

8.10.2.2. Schools and colleges.

8.10.2.3. Large employers with>250 employees, medium employers <250 employees and small employers with < 50 employees.

8.10.2.4. Consumers including individual and population groups.

9. National Provision of Obesity Services

9.1. In the Primary Care setting, a typical NHS general practice with a list size of 6000 will have approximately 1000 adults who are obese and 50 with morbid obesity, where obesity is broadly managed in three ways:

9.1.1. General advice within the surgery on weight control and lifestyle.

9.1.2. Personal advice on weight loss supported by drug therapy prescribed by the GP.

9.1.3. Referral by the GP to a weight loss specialist and in extreme cases surgery.

9.2. In the Secondary Care setting, obesity in adults is managed only as part of a treatment programme for patients with specific co-morbidities e.g. endocrine disorders, type 2 diabetes. There is little specific obesity related activity in the NHS at secondary care level.

9.3. Specialist Obesity Services, as defined by Department of Health in 2002, should have an integrated approach with programmes drawn up by multidisciplinary teams providing advice on diet, physical activity, behavioural modification, drug treatment and surgery
.  Since the report it has been noted that specialist obesity services remain poorly distributed throughout the UK and that few people with severe obesity can access services on the NHS.  There are currently seven NHS specialist clinics for adults with obesity.  The number of surgeons undertaking obesity surgery is not known.

9.4. Self-help (non clinical management of overweight and obesity) is of intense media and marketing interest. Most consumers obtain their nutritional information through the media
.  Although the quality and reliability of information from the strategies below varies, there are increasingly examples of health professionals using self-help strategies to address obesity in local populations e.g. a GP/nurse may refer patients to an exercise programme at a local sports centre, recommend a commercial slimming club or run weight management programmes based in workplaces. Self-help strategies include: 

9.4.1. Slimming clubs in local settings.

9.4.2. Interactive programmes using new technologies.

9.4.3. Meal replacements and low-calorie meals and snacks.

9.4.4. Diet books and magazines.

9.4.5. Counselling from dieticians, nutritional therapists and personal trainers.

9.4.6. ‘Alternative therapies’ (dietary supplements, hypnosis, acupuncture, homoeopathy)

9.5. Surveys of Obesity Service Provision in the UK confirm that there is considerable variability in the management of overweight/obese people in the NHS. In 2001, the National Audit Office 28 found: 

9.5.1. No central guidance.

9.5.2. Only 28% of Health Authorities had taken action to address obesity.

9.5.3. Primary Care played an important role but many professionals were uncertain which interventions were most effective.

9.5.4. There is a need for joint working with different agencies to facilitate cross-government initiatives. Primary Care Trusts have a role to play that goes beyond the clinical setting and extends into the wider community and workplaces.

9.5.5. 50% of GP surgeries made information available about weight management, usually via leaflets in the waiting room.

9.5.6. 75% General Practitioners provided information on healthy eating and physical activity. 

9.6. Doctor Foster in 2005
 reported:

9.6.1. Despite 55% of Primary Care Organisations (PCOs) believing that prevention and treatment of obesity was a top priority, only 31% had established a weight management clinic.

9.6.2. Prevalence of obesity was not known by 76% of PCOs.

9.6.3. The majority of PCOs did not allocate specific funds for obesity prevention and management and amounts spent were low.

9.6.4. In 15% of PCOs the service was provided by privately managed services such as slimming clubs and leisure services.

9.6.5. Some PCOs have developed partnerships with Local Authorities and commercial weight loss organisations, but there was considerable variation in service provision.

9.6.6. The majority of PCOs do not monitor effectiveness of interventions for obesity.  19% monitor outcomes from surgery.

9.6.7. 91% of PCOs offer exercise on prescription and 59% offer advice on healthy shopping. 

9.7. Garrow and Summerbell 
noted that Health professionals may question their own ability to motivate patients and patients’ ability to change behaviour, and that most GPs have had little or no training on how to manage obesity.
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