	NHS Sheffield
Framework of NICE Guidance

February 2011
	[image: image1.jpg]Sheffield







	Guideline

No
	Title
	Summary
	Implications


	Review Date
	Local Action

	TA214
	Bevacizumab in combination with a taxane for the first-line treatment of metastatic breast cancer
	During the course of this appraisal the European Medicines Agency conducted a review of the use of bevacizumab in combination with taxanes for the treatment of metastatic breast cancer. Following that review, the EMA’s Committee for Medicinal Products for Human Use (CHMP) recommended that bevacizumab, when used to treat metastatic breast cancer, should be used only in combination with the taxane paclitaxel.

· Bevacizumab in combination with a taxane is not recommended for the first-line treatment of metastatic breast cancer.

· Patients currently receiving bevacizumab in combination with a taxane for the first-line treatment of metastatic breast cancer should have the option to continue therapy until they and their clinicians consider it appropriate to stop.
	NICE states that this guidance is for acute care only.
NICE states that this guidance does not impact on PbR.

NICE states that the guidance on Bevacizumab in combination with a taxane for the first-line treatment of metastatic breast cancer is unlikely to result in a significant change in resource use in the NHS.
	January 2100 (sic)
	

	TA215
	Pazopanib for the first-line treatment of

advanced renal cell carcinoma
	· Pazopanib is recommended as a first-line treatment option for people with advanced renal cell carcinoma:

· who have not received prior cytokine therapy and have an Eastern Cooperative Oncology Group (ECOG) performance status of 0 or 1 and
· if the manufacturer provides pazopanib with a 12.5% discount on the list price, and provides a possible future rebate linked to the outcome of the head-to-head COMPARZ trial, as agreed under the terms of the patient access scheme and to be confirmed when the COMPARZ trial data are made available.

· When using ECOG performance status, healthcare professionals should take into account any physical, sensory or learning disabilities, or communication difficulties that could affect ECOG performance status and make any adjustments they consider appropriate.

· People who are currently being treated with pazopanib for advanced metastatic renal cell carcinoma but who do not meet the criteria in 1 should have the option to continue their therapy until they and their clinicians  consider it appropriate to stop.
	NICE states that this guidance is for acute care only.

NICE states that this guidance does not impact on PbR.

NICE states that the therapy under consideration is in combination with other first-line therapies. The potential number of patients eligible for treatment with pazopanib is 2,900 per year in England. It is not possible to estimate the cost because the cost of the technology is unknown at present. If this technology is used in place of one of the technologies already under consideration by NICE, the costs may be replacement costs and so not additional costs to the NHS.
	Dec 2013
	

	TA216
	Bendamustine for the first-line treatment of

chronic lymphocytic leukaemia
	· Bendamustine is recommended as an option for the first-line treatment of chronic lymphocytic leukaemia (Binet stage B or C) in patients for whom fludarabine combination chemotherapy is not appropriate.
	NICE states that this guidance is for acute care only.

NICE states that this guidance does not impact on PbR.

NICE sates that implementing this guidance will cost £8,450 per 100,000 population
	January 2100
	

	CG114
	Anaemia management in people with

chronic kidney disease
	This updates and replaces NICE clinical guideline 39
When to begin treating the anaemia

· Consider investigating and managing anaemia in people with CKD if:

· their Hb level falls to 11 g/dl or less (or 10.5 g/dl or less if younger than 2 years) or

· they develop symptoms attributable to anaemia (such as tiredness, shortness of breath, lethargy and palpitations). [new 2011]
Who should receive ESAs

· Treatment with erythropoiesis-stimulating agents (ESAs) should be offered to people with anaemia of CKD who are likely to benefit in terms of quality of life and physical function.

Agreeing a plan for ESA treatment

· ESA treatment should be clinically effective, consistent and safe in people with anaemia of CKD. To achieve this, the prescriber and patient should agree a plan that is patient-centred and includes:

· continuity of drug supply

· flexibility of where the drug is delivered and administered

· the lifestyle and preferences of the patient

· cost of drug supply

· desire for self-care where appropriate

· regular review of the plan in light of changing needs.

Aspirational range and action thresholds for Hb

· When determining individual aspirational Hb ranges for people with anaemia of CKD, take into account:

· patient preferences

· symptoms and comorbidities

· the required treatment. [new 2011]
· The correction to normal levels of Hb with ESAs is not usually recommended in people with anaemia of CKD:

· Typically maintain the aspirational Hb range between 10 and 12 g/dl for adults, young people and children aged 2 years and older, and between 9.5 and 11.5 g/dl for children younger than 2 years of age, reflecting the lower normal range in that age group.

· To keep the Hb level within the aspirational range, do not wait until Hb levels are outside the aspirational range before adjusting treatment (for example, take action when Hb levels are within 0.5 g/dl of the range’s limits). [new 2011]
Age

· Age alone should not be a determinant for treatment of anaemia of CKD.

Iron supplementation: aspirational ranges

· People receiving ESA maintenance therapy should be given iron  supplements to keep their:

· serum ferritin levels between 200 and 500 μg/l in both haemodialysis and non-haemodialysis patients, and either

· transferrin saturation level above 20% (unless ferritin is greater than 800 μg/l) or percentage hypochromic red cells (%HRC) less than 6% (unless ferritin is greater than 800 μg/l).

· In practice it is likely this will require intravenous iron.

	NICE states that this guidance applies to both primary and acute care.
NICE states that “this being a partial update of a 2006 guideline and based on the draft guideline, there aren't any significant funding issues associated”.
	No review date stated
	

	CG115
	Alcohol-use disorders
	The guideline is one of three pieces of NICE guidance addressing alcohol-related problems and should be read in conjunction with PH24 and CG100

Identification and assessment in all settings

· Staff working in services provided and funded by the NHS who care for people who potentially misuse alcohol should be competent to identify harmful drinking and alcohol dependence. They should be competent to initially assess the need for an intervention or, if they are not competent, they should refer people who misuse alcohol to a service that can provide an assessment of need.

Assessment in specialist alcohol services

· Consider a comprehensive assessment for all adults referred to specialist services who score more than 15 on the Alcohol Use Disorders Identification Test (AUDIT). A comprehensive assessment should assess multiple areas of need, be structured in a clinical interview, use relevant and validated clinical tools , and cover the following areas:

· alcohol use, including:

· consumption: historical and recent patterns of drinking (using, for example, a retrospective drinking diary), and if possible, additional information (for example, from a family member or carer)

· dependence (using, for example, SADQ or Leeds Dependence Questionnaire [LDQ])

· alcohol-related problems (using, for example, Alcohol Problems Questionnaire [APQ])

· other drug misuse, including over-the-counter medication

· physical health problems

· psychological and social problems

· cognitive function (using, for example, the Mini-Mental State Examination [MMSE])

· readiness and belief in ability to change.
General principles for all interventions

· Consider offering interventions to promote abstinence and prevent relapse as part of an intensive structured community-based intervention for people with moderate and severe alcohol dependence who have:

· very limited social support (for example, they are living alone or have very little contact with family or friends) or 

· complex physical or psychiatric comorbidities or

· not responded to initial community-based interventions 

· All interventions for people who misuse alcohol should be delivered by appropriately trained and competent staff. Pharmacological interventions should be administered by specialist and competent staff. Psychological interventions should be based on a relevant evidence-based treatment manual, which should guide the structure and duration of the intervention. Staff should consider using competence frameworks developed from the relevant treatment manuals and for all interventions should:

· receive regular supervision from individuals competent in both the intervention and supervision

· routinely use outcome measurements to make sure that the person who misuses alcohol is involved in reviewing the effectiveness of treatment

· engage in monitoring and evaluation of treatment adherence and practice competence, for example, by using video and audio tapes and external audit and scrutiny if appropriate.

Interventions for harmful drinking and mild alcohol dependence

· For harmful drinkers and people with mild alcohol dependence, offer a psychological intervention (such as cognitive behavioural therapies, behavioural therapies or social network and environment-based therapies) focused specifically on alcohol-related cognitions, behaviour, problems and social networks.

Assessment for assisted alcohol withdrawal

· For service users who typically drink over 15 units of alcohol per day, and/or who score 20 or more on the AUDIT, consider offering: 

· an assessment for and delivery of a community-based assisted withdrawal, or

· assessment and management in specialist alcohol services if there are safety concerns about a community-based assisted withdrawal.

Interventions for moderate and severe alcohol dependence

· After a successful withdrawal for people with moderate and severe alcohol dependence, consider offering acamprosate or oral naltrexone in combination with an individual psychological intervention (cognitive behavioural therapies, behavioural therapies or social network and environment-based therapies) focused specifically on alcohol misuse.
Assessment and interventions for children and young people who

misuse alcohol

· For children and young people aged 10–17 years who misuse alcohol offer:

· individual cognitive behavioural therapy for those with limited comorbidities and good social support

· multicomponent programmes (such as multidimensional family therapy, brief strategic family therapy, functional family therapy or multisystemic therapy) for those with significant comorbidities and/or limited social support.

Interventions for conditions comorbid with alcohol misuse

· For people who misuse alcohol and have comorbid depression or anxiety disorders, treat the alcohol misuse first as this may lead to significant improvement in the depression and anxiety. If depression or anxiety continues after 3 to 4 weeks of abstinence from alcohol, assess the depression or anxiety and consider referral and treatment in line with the relevant NICE guideline for the particular disorder.
	NICE states that guidance is relevant to primary and acute care, mental health plus criminal justice and social services.
NICE states some services could be provided by different sectors which may impact on PbR.

It is anticipated that implementing this guidance will lead to additional costs due to increasing the proportion of people with mild alcohol dependence receiving psychological interventions and increasing the number of people with moderate and severe dependence receiving medication to prevent relapse following successful withdrawal. These costs are likely to be offset by a reduction in the number of people who are dependent on alcohol, a reduction in the number of people who relapse following successful withdrawal and savings due to people being offered an intensive community programme following assisted withdrawal, rather than residential rehabilitation. A sample calculation using this template showed that savings of around £18,600 could be incurred for a population of 100,000
	t.b.c.
	

	CG116
	Food allergy in children and young people
	This guidance is produced by NICE entirely as an algorithm. The following captures the main areas. The full algorithm can be found at: http://www.nice.org.uk/nicemedia/live/13348/53217/53217.pdf 
	NICE states that this guidance impacts on both primary and acute care.
NICE states that this guidance impacts on PbR.
At the time of producing this summary, NICE have not produced any costing information.
	Not stated on NICE website
	

	
	
	Box 1: Signs and symptoms of possible food allergy
	
	
	

	
	
	IgE-mediated
	Non-IgE-mediated
	
	
	

	
	
	The skin
	
	
	

	
	
	· Pruritis

· Erythema

· Acute urticaria (localised or generalised)

· Acute angiodema (most commonly in the lip and face, and around the eyes)
	· Pruritis

· Erythema

· Atopic eczema
	
	
	

	
	
	The gastrointestinal system
	
	
	

	
	
	· Angiodema of the lips, tongue and palate

· Oral pruritis

· Nausea

· Colicky abdominal pain

· Vomiting

· Diarrhoea 
	· Gastro-oesophageal reflux disease

· Loose or frequent stools

· Blood and/or mucus in stools

· Abdominal pain

· Infantile colic

· Food refusal or aversion

· Constipation

· Perianal redness

· Pallor and tiredness

· Faltering growth plus one or more gastrointestinal symptoms above (with or without significant atopic eczema)
	
	
	

	
	
	The respiratory system (usually in combination with one or more of the above symptoms and signs)
	
	
	

	
	
	· Upper respiratory tract symptoms – nasal itching, sneezing, rhinorrhoea or congestion (with or without conjunctivitis)

· Lower respiratory tract symptoms (cough, chest tightness, wheezing or shortness of breath)
	
	
	
	

	
	
	Other
	
	
	

	
	
	Signs or symptoms of anaphylaxis or other systemic allergic reactions
	
	
	
	

	
	
	NB this list is not exhaustive – the absence of these symptoms does not exclude food allergy
	
	
	

	
	
	
	
	
	

	
	
	Box 2: Allergy-focused clinical history
	
	
	

	
	
	Ask about:

· Any personal history of atopic disease (asthma, eczema or allergic rhinitis)

· any individual and family history of atopic disease (asthma, eczema or allergic rhinitis) or food allergy in parents or siblings 

· details of any foods that are avoided and why

· presenting symptoms and other symptoms that may be

· associated with food allergy (above), including:

· age at first onset

· speed of onset

· duration, severity and frequency

· setting of reaction (for example, at school or home)

· reproducibility of symptoms on repeated exposure

· what food and how much exposure to it causes a reaction

· cultural and religious factors that affect the child’s diet

· who has raised the concern and suspects the food allergy

· what the suspected allergen is

· the child’s feeding history, including age of weaning and whether they were breastfed or formula-fed (if the child is breastfed, consider the mother’s diet)

· details of previous treatment, including medication, for the presenting symptoms, and the response to this

· any response to the elimination and reintroduction of foods.
	
	
	

	
	
	
	
	
	

	
	
	The algorithm consists of a series of steps covering:

· Initial recognition (including the “sings and symptoms box above)

· History and examination (including the “clinical history” box above)

· When to consider referral

· What to do if IgE-mediated allergy is suspected

· What to do if Non-IgE-mediated allergy is suspected

· Alternative diagnostic tools – do not use:
· Vega test

· Applied kinesiology

· Hair analysis

· Serum-specific IpG testing for food allergy
	
	
	

	IPG380
	Percutaneous atherectomy of femoropopliteal

arterial lesions with plaque excision devices
	· Current evidence on the efficacy of percutaneous atherectomy of femoropopliteal arterial lesions with plaque excision devices is inadequate in quality. Evidence on safety is inadequate, specifically with regard to the risk of distal embolisation. Therefore this procedure should only be used with special arrangements for clinical governance, consent and audit or research.

· Clinicians wishing to undertake percutaneous atherectomy of femoropopliteal arterial lesions with plaque excision devices should take the following actions.

· Inform the clinical governance leads in their Trusts.

· Ensure that patients understand the uncertainty about the procedure’s safety and efficacy and provide them with clear written information. 

· Audit and review clinical outcomes of all patients having percutaneous atherectomy of femoropopliteal arterial lesions with plaque excision devices.
· Further research into percutaneous atherectomy of femoropopliteal arterial lesions with plaque excision devices should take the form of well-conducted trials, which should define patient selection, treatment protocols and location and types of arterial lesions treated, and report long-term patency outcomes. NICE may review this procedure on publication of further evidence.
	Acute care only
	-
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