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New Products

	Product 
	Date of Launch
	Indication 
	Cost 

	Asenapine
5mg & 10mg sublingual tablets

(Sycrest®▼, Lundbeck)

BNF 4.2.1
	January 2012
	Indicated for the treatment of moderate to severe manic episodes associated with bipolar I disorder in adults. 
	60 x 5mg = £102.60
60 x 10mg = £102.60


Changes to licensed indications of medicinal products
	Product
	Date of change
	Details

	Triptorelin
22.5mg powder & solvent for suspension for injection
(Decapeptyl SR, Ipsen)

BNF 6.7.2
	January 2012
	New indication: adjuvant treatment to radiotherapy in patients with high-risk localised or locally advanced prostate cancer. 

	Cetuximab
5mg/ml solution for infusion

(Erbitux®, Merck Serono)

BNF 8.1.5
	January 2012
	New indication: treatment of patients with epidermal growth factor-expressing, KRAS wild-type metastatic colorectal cancer, as first line in combination with FOLFOX. 

	Granisetron
1mg/ml concentrate for solution for infusion or injection

(Kytril®, Roche)

BNF 4.6
	January 2012
	Now indicated in children aged 2 years and above only for prevention and treatment of acute nausea and vomiting associated with chemotherapy.  
Now indicated in adults for the prevention and treatment of acute nausea and vomiting associated with chemotherapy and post-operative nausea and vomiting.  

Now indicated in adults for the prevention of delayed nausea and vomiting associated with chemotherapy and radiotherapy.  

	Granisetron
1mg & 2mg tablets 

(Kytril®, Roche)

BNF 4.6
	January 2012
	Now indicated in adults for the prevention and treatment of acute nausea and vomiting associated with chemotherapy and radiotherapy.  

Now indicated in adults for prevention of delayed nausea and vomiting associated with chemotherapy and radiotherapy. 

	Nepafenac
1mg/ml eye drops

(Nevanac®, Alcon Laboratories)

BNF 11.8.2
	January 2012
	New indication: reduction in the risk of postoperative macular oedema associated with cataract surgery in diabetic patients.  

	Pioglitazone
15mg, 30mg & 45mg tablets

(Actos®, Takeda)

BNF 6.1.2.3
	January 2012
	Now indicated as second or third line treatment of type 2 diabetes mellitus, as monotherapy, dual therapy, or as triple therapy.  

After initiation of therapy with pioglitazone, patients should be reviewed after 3 to 6 months to assess adequacy of response to treatment (e.g. reduction in HbA1c). In patients who fail to show an adequate response, pioglitazone should be discontinued. In light of potential risks with prolonged therapy, prescribers should confirm at subsequent routine reviews that the benefit of pioglitazone is maintained.

	Human chorionic gonadotrophin

1500IU powder for solution for injection

(Pregnyl®, MSD)

BNF 6.5.1
	January 2012
	Now indicated in combination with human menopausal gondadotrophins for the promotion of superovulation in medically assisted reproduction programmes, in women with sterility due to the absence of follicle-ripening or ovulation.  

	Trastuzumab
150mg powder for concentrate for solution for infusion

(Herceptin®▼, Roche)

BNF 8.1.5
	January 2012
	New indication: treatment of patients with HER2 positive early breast cancer, in combination with neoadjuvant chemotherapy followed by adjuvant herceptin therapy, for locally advanced (including inflammatory) disease or tumours >2cm in diameter.  

	Bevacizumab
25mg/ml concentrate for solution for infusion

(Avastin®▼, Roche)

BNF 8.1.5
	January 2012
	New indication: in combination with carboplatin and paclitaxel for the front-line treatment of advanced (FIGO stages III B, III C and IV) epithelial ovarian, fallopian tube, or primary peritoneal cancer.

	Metoclopramide
5mg/ml injection

(Metoclopramide, Hameln Pharmaceuticals)

BNF 4.6
	January 2012
	Now indicated for the treatment of postoperative nausea and vomiting for children from 1 year of age.  Not recommended for other uses in the paediatric population.

	Topotecan
4mg/ml concentrate for solution for infusion

(Topotecan Hospira, Hospira UK)

BNF 8.1.5
	January 2012
	New indication: as monotherapy for the treatment of patients with metastatic carcinoma of the ovary after failure of first-line or subsequent therapy. 

	Amphotericin B
50mg powder for solution for infusion

(AmBisome®, Gilead Sciences)

BNF 5.2.3
	January 2012
	New indication: treatment of severe systemic and/or deep mycoses. 


Positive opinions from the EMA (December 2011) http://www.ema.europa.eu  

	Product
	Details

	Pioglitazone (generic)
15mg, 30mg & 45mg tablets

(Pioglitazone Accord, Accord Healthcare)

BNF 6.1.2.3
	Indicated as second or third line in the treatment of type 2 diabetes mellitus as monotherapy in adult patients (particularly overweight patients) inadequately controlled by diet and exercise, for whom metformin is inappropriate because of contraindications or intolerance.

	Pioglitazone (generic)
15mg, 30mg & 45mg tablets

(Pioglitazone Actavis, Actavis Group)

(Pioglitazone Teva Pharma, Teva Pharma)

BNF 6.1.2.3
	Indicated as second or third line in the treatment of type 2 diabetes mellitus as monotherapy in adult patients (particularly overweight patients) inadequately controlled by diet and exercise, for whom metformin is inappropriate because of contraindications or intolerance.
Also indicated in combination with insulin in type 2 diabetes mellitus adult patients with insufficient glycaemic control on insulin for whom metformin is inappropriate because of contraindications or intolerance.

	Pioglitazone (generic)
15mg, 30mg & 45mg tablets

(Pioglitazone Krka, Krka d.d. Novo)

BNF 6.1.2.3
	Indicated as second or third line in the treatment of type 2 diabetes mellitus:

· as monotherapy in adult patients (particularly overweight patients) inadequately controlled by diet and exercise for whom metformin is inappropriate because of contraindications or intolerance;

· as dual oral therapy in combination with a sulphonylurea, only in adult patients who show intolerance to metformin or for whom metformin is contraindicated, with insufficient glycaemic control despite maximal tolerated dose of monotherapy with a sulphonylurea.
Also indicated in combination with insulin in type 2 diabetes mellitus in adult patients with insufficient glycaemic control on insulin for whom metformin is inappropriate because of contraindications or intolerance.

	Pioglitazone (generic)
15mg, 30mg & 45mg tablets

(Pioglitazone Actavis Group, Actavis Group)

(Pioglitazone Teva, Teva Pharma)

(Paglitaz, Krka d.d. Novo)

(Sepioglin, Vaia S.A.)

BNF 6.1.2.3
	Indicated as second or third line in the treatment of type 2 diabetes mellitus:

· as monotherapy in adult patients (particularly overweight patients) inadequately controlled by diet and exercise for whom metformin is inappropriate because of contraindications or intolerance;

· as dual oral therapy in combination with a sulphonylurea, only in adult patients who show intolerance to metformin or for whom metformin is contraindicated, with insufficient glycaemic control despite maximal tolerated dose of monotherapy with a sulphonylurea;

· as triple oral therapy in combination with metformin and a sulphonylurea, in adult patients (particularly overweight patients) with insufficient glycaemic control despite dual oral therapy..
Also indicated in combination with insulin in type 2 diabetes mellitus in adult patients with insufficient glycaemic control on insulin for whom metformin is inappropriate because of contraindications or intolerance.

	Pasireotide
0.3mg, 0.6mg & 0.9mg solution for injection

(Signifor®, Novartis)

BNF 8.3.4
	Indicated for the treatment of adult patients with Cushing’s disease for whom surgery is not an option or for whom surgery has failed. 

	Change to indication

	Rotavirus vaccine

2ml oral solution
(RotaTeq®, Sanofi Aventis)

BNF 14.4
	Now indicated for the active immunisation of infants from the age of 6 weeks to 32 weeks for the prevention of gastroenteritis due to rotavirus infection

	Infliximab
100mg powder for concentrate for solution for infusion

(Remicade®, MSD)

BNF 1.5.3
	New indication: treatment of severely active ulcerative colitis in paediatric patients aged 6 to 17 years who have had an inadequate response to conventional therapy including corticosteroids and 6-MP or AZA, or who are intolerant or have medical contraindications for such therapies.  

	Negative opinions

	Pralatrexate
Solution for infusion
(Folotyn®, Allos Therapeutics)

BNF 8.1
	Not recommended for the treatment of peripheral T-cell lymphoma.


The most recent edition of Drug Safety Update, the monthly bulletin produced by the MHRA, can be accessed via:

www.mhra.gov.uk/Publications/Safetyguidance/DrugSafetyUpdate/index.htm
SMC decisions (December 2011) http://www.scottishmedicines.org.uk/ 

	Drug
	Decision 

	Erlotinib
25mg, 100mg, 150mg film-coated tablets

(Tarceva®▼, Roche)

BNF 8.1.5
	Accepted for the first-line treatment of patients with locally advanced or metastatic non-small cell lung cancer with epidermal growth factor receptor activating mutations.  

This advice takes into account the benefits of a Patient Access Scheme and is contingent upon the continuing availability of the scheme.  

	Exenatide
2mg powder and solvent for prolonged-release suspension for injection

(Bydureon®▼, Eli Lilly)

BNF 6.1.2.3
	Accepted for restricted use for the treatment of type 2 diabetes mellitus in combination with metformin, sulphonylurea, thiazolidinedione, metformin and sulphonylurea, or metformin and thiazolidinedione in adults who have not achieved adequate glycaemic control on maximally tolerated doses of these oral therapies.  

Restricted to use as a third line treatment option.  

	Fentanyl
50, 100 & 200 microgram single dose nasal spray

(Instanyl®▼, Nycomed)

BNF 4.7.2
	Accepted for restricted use for the management of breakthrough pain in adults already receiving maintenance opioid therapy for chronic cancer pain.  

Restricted to patients who are unsuitable for short-acting oral opioids, as an alternative to other buccal and sublingual fentanyl preparations.  

	Linagliptin
5mg film-coated tablet

(Trajenta®▼, Boehringer Ingelheim)

BNF 6.1.2.3
	Accepted for restricted use for the treatment of type 2 diabetes mellitus to improve glycaemic control in adults:

· As monotherapy in patients inadequately controlled by diet and exercise alone in whom metformin is not tolerated or contraindicated due to renal impairment

· As combination therapy with metformin or metformin and a sulphonylurea when diet and exercise plus these medicinal products does not provide adequate glycaemic control.

Restricted to use as combination therapy with metformin when diet and exercise plus metformin alone does not provide adequate glycaemic control in patients for whom the addition of a sulphonylurea is inappropriate.  

	Entecavir
0.5mg & 1mg film-coated tablets; 0.05mg/ml oral solution

(Baraclude®, B-MS)

BNF 5.3.3
	Not recommended for the treatment of chronic hepatitis B virus infection in adults with decompensated liver disease.  

The submitting company did not present a sufficiently robust economic analysis to gain acceptance. 

	Ranolazine
375mg, 500mg, 750mg prolonged-release tablets

(Ranexa®▼, A Menarini Pharmaceuticals)

BNF 2.6.3
	Not recommended for use as add-on therapy for the symptomatic treatment of patients with stable angina pectoris who are inadequately controlled or intolerant to first-line antianginal therapies such as beta blockers and/or calcium antagonists. 

The submitting company did not present a sufficiently robust clinical and economic analysis to gain acceptance.  

	Dexamethasone
0.7mg intravitreal implant

(Ozurdex®, Allergan)

BNF 11.4.1
	Not recommended for the treatment of adult patients with inflammation of the posterior segment of the eye presenting as non-infectious uveitis.  
The holder of the marketing authorisation did not make a submission in this indication. 


NICE guidance (December 2011) http://www.nice.org.uk
Technology Appraisals
	Title
	Summary
	Comments
	Cost impact

	TA241: Dasatinib, high-dose imatinib and nilotinib for the treatment of imatinib-resistant chronic myeloid leukaemia (CML) and dasatinib and nilotinib for people with CML for whom treatment has failed because of intolerance
	Partial update of TA70 (October 2003). 

Nilotinib is recommended for the treatment of chronic or accelerated phase Philadelphia-chromosome-positive chronic myeloid leukaemia (CML) in adults:

· whose CML is resistant to treatment with standard-dose imatinib or
· who have imatinib intolerance and

· if the manufacturer makes nilotinib available with the discount agreed as part of the patient access scheme.

Dasatinib is not recommended for the treatment of chronic, accelerated or blast-crisis phase CML in adults with imatinib intolerance or whose CML is resistant to treatment with standard-dose imatinib.

High-dose imatinib is not recommended for the treatment of chronic, accelerated or blast-crisis phase Philadelphia-chromosome-positive CML that is resistant to standard-dose imatinib.

People who are currently receiving dasatinib or high-dose imatinib for the treatment of CML should have the option to continue treatment until they and their clinicians consider it appropriate to stop.
	Dasatinib and high dose imatinib were not recommended. Nilotinib was recommended. Treatment covers a small number of patients.
Affects PbR.
	Low cost

	TA242: Cetuximab (monotherapy or combination chemotherapy) , bevacizumab (in combination with non-oxaliplatin chemotherapy) and panitumumab (monotherapy) for the treatment of metastatic colorectal cancer after first-line chemotherapy
	Updates and replaces TA150 (June 2008) and partial update of TA118 (January 2007)
Cetuximab monotherapy or combination chemotherapy is not recommended for the treatment of people with metastatic colorectal cancer that has progressed after first-line chemotherapy.

Bevacizumab in combination with non-oxaliplatin (fluoropyrimidine-based) chemotherapy is not recommended for the treatment of people with metastatic colorectal cancer that has progressed after first-line chemotherapy.

Panitumumab monotherapy is not recommended for the treatment of people with metastatic colorectal cancer that has progressed after first-line chemotherapy.

People currently receiving cetuximab monotherapy or combination chemotherapy, bevacizumab in combination with non-oxaliplatin chemotherapy, or panitumumab monotherapy for the treatment of metastatic colorectal cancer that has progressed after first-line chemotherapy should have the option to continue treatment until they and their clinician consider it appropriate to stop.
	Since these drugs are not recommended as treatment options, no cost impact is expected.  
Does not affect PbR. 
	None.  

	TA243: Rituximab for the first-line treatment of stage III-IV follicular lymphoma
	Replaces TA110 (September 2006)
Rituximab, in combination with:

· cyclophosphamide, vincristine and prednisolone (CVP)

· cyclophosphamide, doxorubicin, vincristine and prednisolone (CHOP)

· mitoxantrone, chlorambucil and prednisolone (MCP)

· cyclophosphamide, doxorubicin, etoposide, prednisolone and interferon-α (CHVPi) or
· chlorambucil

is recommended as an option for the treatment of symptomatic stage III and IV follicular lymphoma in previously untreated people.


	There is no anticipated impact on costs as the review is only expanding options for combination treatment with rituximab. The size of the population eligible for treatment is small.

Does not affect PbR.
	Low cost

	TA244: Roflumilast for the management of chronic obstructive pulmonary disease
	Roflumilast is recommended only in the context of research as part of a clinical trial for adults with severe chronic obstructive pulmonary disease (COPD) (for the purposes of this guidance defined as forced expiratory volume in 1 second [FEV1] post-bronchodilator less than 50% predicted) associated with chronic bronchitis with a history of frequent exacerbations as an add-on to bronchodilator treatment.

Such research should be designed to generate robust evidence about the benefits of roflumilast as an add-on to long-acting muscarinic antagonists (LAMA) plus long-acting beta2 agonists (LABA) plus inhaled corticosteroids (ICS), or LAMA plus LABA for people who are intolerant to ICS.

People receiving roflumilast should have the option to continue treatment until they and their clinicians consider it appropriate to stop.
	Since roflumilast is not recommended as a treatment option, no cost impact is expected.  

Does not affect PbR.
	None.

	TA245: Apixaban for the prevention of venous thromboembolism after total hip or knee replacement in adults
	Apixaban is recommended as an option for the prevention of venous thromboembolism in adults after elective hip or knee replacement surgery.
	Apixaban is recommended as an option for VTE prophylaxis. It is not expected to have a significant impact on resources if cost is in line with other recommended options.
Affects PbR. 
	Low cost. 


Clinical Guidelines

	Title
	Summary
	Comments
	Cost impact

	CG137: Epilepsy
	This guidance updates and replaces CG20, TA76 (2004) and TA79 (2004)
It offers evidence-based advice on the care and treatment of children, young people and adults with epilepsy. New recommendations have been added for the pharmacological treatment of people with epilepsy, including the use of ketogenic diet.
	This topic is an update of CG20, required in part to ensure that new, more expensive drugs being used for the condition are included in the guideline. There is insufficient data to predict whether implementation of the new recommendations will have a significant national resource impact. The recommendation to use buccal midazolam as first-line treatment in children, young people and adults with prolonged or repeated seizures is likely to result in a switch from rectal diazepam which is substantially cheaper. The cost impact will depend on local practice.
Impact on PbR cannot be predicted.
	Assess locally


Diagnostic Technology Guidance
	Title
	Summary
	Comments
	Cost impact

	DG3: New generation cardiac CT scanners (Aquilion ONE, Brilliance iCT, Discovery CT750 HD and Somatom Definition Flash) for cardiac imaging in people with suspected or known coronary artery disease in whom imaging is difficult with earlier generation CT scanners
	New generation cardiac CT scanners (Aquilion ONE, Brilliance iCT, Discovery CT750 HD and Somatom Definition Flash) are recommended as an option for first-line imaging of the coronary arteries in people with suspected stable coronary artery disease (with an estimated likelihood of coronary artery disease of 10–29%, as described in 'Chest pain of recent onset' [CG95]) in whom imaging with earlier generation CT scanners is difficult.

New generation cardiac CT scanners are recommended as an option for first-line evaluation of disease progression, to establish the need for revascularisation, in people with known coronary artery disease in whom imaging with earlier generation CT scanners is difficult. CT scanning might not be necessary in situations in which immediate revascularisation is being considered.
	Service providers, working with commissioners and cardiac networks, should take into account the benefits of access to new generation cardiac CT scanners for use in the circumstances described in 1.1 and 1.2 of the consultation document. They should do this when selecting CT scanners as part of medium term asset planning
Affects PbR. 
	For those health communities that don’t have access to the new generation CT scanners, providing access may result in a reduction in invasive investigations such as invasive coronary angiography for their hard to image population.
Assess cost locally.  


Interventional Procedures

	Title
	Summary

	IPG416: Deep brain stimulation for refractory epilepsy
	The evidence on the efficacy of deep brain stimulation (DBS) for refractory epilepsy is limited in both quantity and quality. The evidence on safety shows that there are serious but well-known side effects. Therefore, this procedure should only be used with special arrangements for clinical governance, consent, and audit or research.

	IPG417: Breast reconstruction using lipomodelling after breast cancer treatment
	Current evidence on the efficacy of breast reconstruction using lipomodelling after breast cancer treatment is adequate and the evidence raises no major safety concerns. Therefore this procedure may be used provided that normal arrangements are in place for clinical governance, consent and audit.

There is a theoretical concern about any possible influence of the procedure on recurrence of breast cancer in the long term, although there is no evidence of this in published reports. NICE therefore encourages long-term data collection on this procedure.

Patient selection should be carried out by a breast cancer multidisciplinary team.
Breast reconstruction using lipomodelling after breast cancer treatment should only be carried out by surgeons with specialist expertise and training in the procedure.

	IPG418: Percutaneous transluminal radiofrequency sympathetic denervation of the renal artery for resistant hypertension
	Current evidence on percutaneous transluminal radiofrequency sympathetic denervation of the renal artery for resistant hypertension is from limited numbers of patients, but there is evidence of efficacy in the short and medium term. There is inadequate evidence on efficacy in the long term; this is particularly important for a procedure aimed at treating resistant hypertension. The limited evidence suggests a low incidence of serious periprocedural complications, but there is inadequate evidence on long-term safety. Therefore this procedure should only be used with special arrangements for clinical governance, consent, and audit or research.

 

	IPG419: Bronchial thermoplasty for severe asthma
	Evidence on the efficacy of bronchial thermoplasty for severe asthma shows some improvement in symptoms and quality of life, and reduced exacerbations and admission to hospital. Evidence on safety is adequate in the short and medium term. More evidence is required on the safety of the procedure in the long term. Therefore, this procedure should only be used with special arrangements for clinical governance, consent and audit or research. 




Details of forthcoming NICE guidance can be found in the NICE Forward Planner, available from:

http://www.nice.org.uk/usingguidance/implementationtools/forwardplanner/forward_planner.jsp 

All Wales Medicines Strategy Group decisions (January 2011) http://www.wales.nhs.uk/sites3/home.cfm?orgid=371
In the absence of submissions from the holders of the marketing authorisations, the following could not be endorsed for use
	Drug
	Indication 

	Epoetin zeta
Solution for injection in pre-filled syringe
(Retacrit®▼, Hospira)

BNF 9.1.3
	Reduction of exposure to allogeneic blood transfusions in adult non-iron deficient patients prior to major elective orthopaedic surgery, having a high perceived risk for transfusion complications. Use should be restricted to patients with moderate anaemia (e.g. Hb 10-13 g/dl) who do not have an autologous predonation programme available and with expected moderate blood loss (900 to 1800 ml)

	Nomegestrol acetate/ estradiol
2.5mg/1.5mg film-coated tablets
(Zoely®▼, MSD)

BNF 7.3.1
	Oral contraception.

	Ciprofloxacin
Ear drop
(Cetraxal®, Laboratorios Salvat)

BNF 12.1.1
	Treatment of acute otitis externa due to susceptible isolates of Pseudomonas aeruginosa or Staphylococcus aureus. 

	Telavancin
250mg & 750mg powder for concentrate for solution for infusion.

(Vibativ®▼, Theravance Inc)

BNF 5.1
	Treatment of adults with nosocomial pneumonia including ventilator associated pneumonia, known or suspected to be caused by MRSA, only in situations where it is known or suspected that other alternatives are not suitable. 

	Human normal immunoglobulin
100mg/ml solution for infusion
(Kiovig®, Baxter Healthcare)

BNF 14.5.1
	Immunomodulation in adults, children and adolescents (0-18 years) in multifocal motor neuropathy.  
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