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No
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	Implications
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	Local Action

	TA210
	Clopidogrel and modified-release dipyridamole for the prevention of occlusive vascular events (review of technology appraisal guidance 90)
	NOTE: This guidance replaces NICE technology appraisal guidance 90 issued in May 2005.

The review and re-appraisal of clopidogrel and modified-release dipyridamole for the prevention of occlusive vascular events has resulted in a change in the guidance. Specifically:

· Treatment with modified-release dipyridamole in combination with aspirin for people who have had an ischaemic stroke is now recommended only if clopidogrel is contraindicated or not tolerated.

· Treatment with modified-release dipyridamole in combination with aspirin for people who have had an ischaemic stroke or a transient ischaemic attack is no longer limited to 2 years’ duration from the most recent event.

· Clopidogrel is no longer recommended only for people who are intolerant of aspirin and have had an occlusive vascular event or have peripheral arterial disease (see paragraph 1 for new guidance).

· Modified-release dipyridamole alone is now recommended as an option to prevent occlusive vascular events.
This guidance applies to people who have had an occlusive vascular event, or who have established peripheral arterial disease. For people who have had a myocardial infarction, this guidance follows on from the recommendations for clopidogrel in combination with low-dose aspirin in NICE clinical guidelines 48 and 94. This guidance does not apply to people who have had, or are at risk of, a stroke associated with atrial fibrillation, or who need treatment to prevent occlusive events after coronary revascularisation or carotid artery procedures.

· Clopidogrel is recommended as an option to prevent occlusive vascular events:

· for people who have had an ischaemic stroke or who have peripheral arterial disease or multivascular disease or

· for people who have had a myocardial infarction only if aspirin is contraindicated or not tolerated.

· Modified-release dipyridamole in combination with aspirin is recommended as an option to prevent occlusive vascular events:

· for people who have had a transient ischaemic attack or

· for people who have had an ischaemic stroke only if clopidogrel is contraindicated or not tolerated.

· Modified-release dipyridamole alone is recommended as an option to prevent occlusive vascular events:

· for people who have had an ischaemic stroke only if aspirin and clopidogrel are contraindicated or not tolerated or

· for people who have had a transient ischaemic attack only if aspirin is contraindicated or not tolerated.

· Treatment with clopidogrel to prevent occlusive vascular events should be started with the least costly licensed preparation.

· People currently receiving clopidogrel or modified-release dipyridamole either with or without aspirin outside the criteria in paragraphs 1, 2 and 3 should have the option to continue treatment until they and their clinicians consider it appropriate to stop.
	NICE states that this guidance is for acute care only.
NICE states that Clopidogrel is now recommended for a larger group of people than in the previous guidance (TA90). There are likely to be some savings associated with a reduced price for clopidogrel since coming off patent. Savings are also expected as a result of an expected reduction in the number of events due to the reduced risk of an event for patients receiving clopidogrel rather than an alternative treatment. Initial prescribing is likely to be in secondary care, with primary care responsible for ongoing prescriptions.
NICE states that implementing this guidance will result in a net cost saving of £129,000 per 100,000 population.
	Not stated by NICE
	

	TA211
	Prucalopride for the treatment of chronic constipation in women
	· Prucalopride is recommended as an option for the treatment of chronic constipation only in women for whom treatment with at least two laxatives from different classes, at the highest tolerated recommended doses for at least 6 months, has failed to provide adequate relief and invasive treatment for constipation is being considered.

· If treatment with prucalopride is not effective after 4 weeks, the woman should be re-examined and the benefit of continuing treatment reconsidered.

· Prucalopride should only be prescribed by a clinician with experience of treating chronic constipation, who has carefully reviewed the woman’s previous courses of laxative treatments specified above.
	NICE states that this guidance is for both primary and acute care only.
NICE states that this guidance impacts on PbR.

NICE states that implementing this guidance will cost £74,734 per 100,000 population. NICE notes, however, that there is expected to be decrease in referrals to acute care and the number of invasive procedures or surgery will also decrease.
	Not stated by NICE
	

	TA212
	Bevacizumab in combination with oxaliplatin and either fluorouracil plus folinic acid or capecitabine for the treatment of metastatic colorectal cancer

	· Bevacizumab in combination with oxaliplatin and either fluorouracil plus folinic acid or capecitabine is not recommended for the treatment of metastatic colorectal cancer.

· People currently receiving bevacizumab in combination with oxaliplatin and either fluorouracil plus folinic acid or capecitabine for the treatment of metastatic colorectal cancer should have the option to continue treatment until they and their clinicians consider it appropriate to stop.
	NICE states that this guidance is for acute care.
NICE states this guidance does not impact on PbR.

As this is not recommended, there is no cost.
	May 2013
	

	CG112
	Sedation in children and young people
	Key priorities for implementation

Pre-sedation assessment, communication, patient information and

consent

· Ensure that trained healthcare professionals carry out pre-sedation assessments and document the results in the healthcare record.

· Establish suitability for sedation by assessing all of the following:

· current medical condition and any surgical problems

· weight (growth assessment)

· past medical problems (including any associated with previous sedation

· or anaesthesia)

· current and previous medication (including any allergies)

· physical status (including the airway)

· psychological and developmental status.
· Seek advice from a specialist before delivering sedation:

· if there is concern about a potential airway or breathing problem

· if the child or young person is assessed as American Society of

· Anesthesiologists grade 3 or greater

· for infants, including neonates.

· Ensure that both the following will be available during sedation:

· a healthcare professional and assistant trained in delivering and monitoring sedation in children and young people

· immediate access to resuscitation and monitoring equipment 

· Choose the most suitable sedation technique based on all the following factors:

· what the procedure involves

· target level of sedation

· contraindications

· side effects

· patient (or parent or carer) preference.

Personnel and training

· Healthcare professionals delivering sedation should have knowledge and understanding of and competency in:

· sedation drug pharmacology and applied physiology

· assessment of children and young people

· monitoring

· recovery care

· complications and their immediate management, including paediatric life support.

· Healthcare professionals delivering sedation should have practical experience of:

· effectively delivering the chosen sedation technique and managing complications

· observing clinical signs (for example, airway patency, breathing rate and depth, pulse, pallor and cyanosis, and depth of sedation)

· using monitoring equipment.

· Ensure that members of the sedation team have the following life support skills:
Minimal sedation§

Moderate sedation

Deep sedation

All members

Basic

Basic

Basic

At least one member

Intermediate

Advanced

§ including sedation with nitrous oxide alone (in oxygen) and conscious sedation in dentistry.
· Healthcare professionals delivering sedation should have documented up-to-date evidence of competency including:

· satisfactory completion of a theoretical training course covering the principles of sedation practice

· a comprehensive record of practical experience of sedation techniques, including details of:

· sedation in children and young people performed under supervision

· successful completion of work-based assessments.
Clinical environment and monitoring

· For deep sedation continuously monitor, interpret and respond to all of the following:

· depth of sedation

· respiration

· oxygen saturation

· heart rate

· three-lead electrocardiogram

· end tidal CO2 (capnography)

· blood pressure (monitor every 5 minutes)

· pain

· coping

· distress.
	NICE states that this guidance is for acute care only.
NICE does not indicate whether this guidance impacts on PbR.

NICE states that this clinical guideline covers best practice for sedation in children and young people. There are likely to be costs associated with the training of staff in sedation. NICE expects overall costs to be low and dependent on local situations.
	Not stated by NICE
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	MTG1
	SeQuent Please balloon catheter for in-stent coronary restenosis


	· The case for adopting SeQuent Please balloon catheter in the NHS, when used as described below, is supported by the evidence. The need for subsequent re-intervention for coronary stenosis is reduced as is the duration of clopidogrel therapy, compared with paclitaxel-eluting stent. SeQuent Please balloon catheter is associated with a cost saving of £467 per patient compared with paclitaxel-eluting stent.

· SeQuent Please balloon catheter should be considered for use in patients with in-stent restenosis in bare metal coronary artery stents. 

· SeQuent Please balloon catheter can also be considered as an option for patients with in-stent restenosis in any type of coronary artery stent if:
· there are clinical reasons to minimise the duration of clopidogrel treatment (for example, there is concern about an increased risk of bleeding or 
· there is the need for surgical intervention) or placement of further stents is not technically possible.
· Further research is recommended in a UK setting to compare the outcomes of patients treated with SeQuent Please balloon catheter with the outcomes of patients treated with other types of drug-eluting balloon catheter and stent. This research should report long-term outcomes (for example, after 3 years), including clinical outcomes and details of further revascularisation required for subsequent restenosis. Research should investigate the use of SeQuent Please balloon catheter for restenosis in drug-eluting coronary artery stents and in de novo coronary stenosis where stenting is either technically difficult or is associated with an increased risk of complications. If research shows that SeQuent Please balloon catheter reduces the rate of restenosis in patients with drug-eluting stents or in native coronary arteries, compared with other technologies, then the number of patients for whom it might be suitable would increase significantly. 
	NICE states that fully implementing this guidance will result in a first-year saving of £5,000 and a recurrent saving of £9,000 per 100,000 population
	-
	

	IPG369
	Cryotherapy for the treatment of

liver metastases
	· Current evidence on the safety of cryotherapy for the treatment of liver metastases appears adequate in the context of treating patients whose condition has such a poor prognosis, but the evidence on efficacy is inadequate in quality. Therefore cryotherapy for the treatment of liver metastases should only be used with special arrangements for clinical governance, consent and audit or research.

· Clinicians wishing to undertake cryotherapy for the treatment of liver metastases should take the following actions.

· Inform the clinical governance leads in their Trusts.

· Ensure that patients and their carers understand that other ablative treatments are available and provide them with clear written information. 

· Audit and review clinical outcomes of all patients having cryotherapy for liver Metastases.

· Patient selection and treatment should be carried out by a hepatobiliary multidisciplinary team with expertise in the use of ablative techniques.
	Acute care only
	-
	

	IPG370
	Percutaneous closure of patent foramen ovale

for recurrent migraine
	· Current evidence on the efficacy of Percutaneous closure of patent foramen ovale (PFO) for recurrent migraine is inadequate in quality and quantity. The evidence on safety shows a small incidence of well-recognised but sometimes serious adverse events, including device embolisation and device prolapse (each reported in less than 1% of patients). Therefore this procedure should only be used with special arrangements for clinical governance, consent and audit or research.

· Clinicians wishing to undertake Percutaneous closure of PFO for recurrent migraine should take the following actions.

· Inform the clinical governance leads in their Trusts.

· Ensure that patients and their carers understand the uncertainty about the procedure’s efficacy and the possibility of serious complications. Clinicians should provide them with clear written information.  

· Patient selection for percutaneous closure of PFO for recurrent migraine should be carried out by a neurologist or other specialist in headache followed by an interventional cardiologist. Use of this procedure should be restricted to patients who are severely affected by recurrent, refractory migraine.

· The procedure should be done by an interventional cardiologist and supporting team with specific training in the procedure.
· The procedure should only be carried out in units where there are arrangements for emergency cardiac surgical support in the event of complications.

· Data on all patients having this procedure should be submitted to the UK Central Cardiac Audit Database (www.ccad.org.uk).

· NICE encourages further research into this procedure, which should investigate the uncertainty surrounding the aetiology and natural history of migraine in patients with PFO. NICE may review this procedure on publication of further evidence.
	Acute care only
	-
	

	IPG371
	Percutaneous closure of patent foramen ovale

for the secondary prevention of recurrent

paradoxical embolism in divers
	· Current evidence on the efficacy of Percutaneous closure of patent foramen ovale (PFO) for the secondary prevention of recurrent paradoxical embolism in divers is inadequate in quality and quantity, and the evidence on safety shows that there is a possibility of serious complications. Therefore this procedure should only be used with special arrangements for clinical governance, consent and audit or research.

· Clinicians wishing to undertake Percutaneous closure of PFO for the secondary prevention of recurrent paradoxical embolism in divers should take the following actions.

· Inform the clinical governance leads in their Trusts.

· Ensure that patients understand the uncertainty about the procedure’s efficacy and the possibility of complications, and that they understand alternative options which may include modifying their diving practice to reduce the risk of gas bubble formation. Clinicians should provide patients with clear written information. 

· Patient selection for this procedure should only be carried out by clinicians with specific expertise in decompression sickness, in liaison with an interventional cardiologist.

· The procedure should only be carried out in units where there are arrangements for emergency cardiac surgical support in the event of complications.

· Data on all patients having this procedure should be submitted to the UK Central Cardiac Audit Database (www.ccad.org.uk).

· NICE encourages further research into this procedure. Studies should document the recurrence of neurological decompression sickness in patients treated by this procedure compared with recurrence among those in whom the PFO is not closed. Outcomes should include details of the depth and duration profile of dives undertaken.
	Acute care only
	-
	

	IPG372
	Percutaneous radiofrequency ablation for

primary or secondary lung cancers
	This document replaces previous guidance on percutaneous radiofrequency ablation for primary and secondary lung cancers (interventional procedure guidance 185).

· Current evidence on the efficacy of Percutaneous radiofrequency ablation (RFA) for primary or secondary lung cancers is adequate in terms of tumour control. There is a small incidence of complications, specifically pneumothorax, which may have serious implications for these patients with already compromised respiratory reserve. This procedure may be used provided that normal arrangements are in place for clinical governance, consent and audit.

· Patient selection for percutaneous RFA for primary or secondary lung cancers should be carried out by a multidisciplinary team, which will usually include a thoracic surgeon, an oncologist and a radiologist.

· This procedure should only be carried out by radiologists who regularly undertake imageguided interventional procedures.

· NICE encourages further research into this procedure. Research studies should include a clear description of case mix and lesion size, and report long-term survival.
	Acute care only
	-
	

	IPG373
	Selective dorsal rhizotomy for spasticity in

cerebral palsy
	This document replaces previous guidance on selective dorsal rhizotomy for spasticity in cerebral palsy (interventional procedure guidance 195).
· Current evidence on selective dorsal rhizotomy for spasticity in cerebral palsy shows that there is a risk of serious but well-recognised complications. The evidence on efficacy is adequate. Therefore this procedure may be used provided that normal arrangements are in place for clinical governance and audit.

· During the consent process parents or carers should be informed that selective dorsal rhizotomy for spasticity in cerebral palsy is irreversible, and that patients may experience deterioration in walking ability or bladder function, and later complications including spinal deformity. They should understand that prolonged physiotherapy and aftercare will be required and that additional surgery may be necessary.

· Patient selection and treatment should be carried out by a multidisciplinary team with specialist training and expertise in the care of spasticity in patients with cerebral palsy, and with access to the full range of treatment options. This team would normally include a physiotherapist, a paediatrician and surgeons, all with specific training and expertise.

· NICE encourages further research into this procedure. Long-term outcomes are encouraged. Outcome measures should include: the incidence of neurological impairment and spinal deformity; the need for additional operations; and assessments of disability, social inclusion, and quality of life.
	Acute care only
	-
	

	IPG374
	Low-intensity pulsed ultrasound to promote

fracture healing
	· Current evidence on the efficacy of low-intensity pulsed ultrasound to promote fracture healing is adequate to show that this procedure can reduce fracture healing time and gives clinical benefit, particularly in circumstances of delayed healing and fracture non-union. There are no major safety concerns. Therefore this procedure may be used with normal arrangements for clinical governance, consent and audit.
	Acute care only
	-
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