North of Tyne & Gateshead Area Prescribing Committee

DECISION SUMMARY

North of Tyne & Gateshead
Area Prescribing Committee
Summary of decisions made regarding new product requests considered at a meeting of the Committee on Tuesday 10th April 2018.
Classification of products:
R = ‘RED’ drugs for hospital use only
A = ‘AMBER’ drugs suitable for use under Shared Care arrangements
G+ = ‘GREEN PLUS – Drugs normally recommended or initiated by hospital specialist, but where the provision of an information leaflet may be appropriate to facilitate continuing treatment by GPs. Many of these information sheets are in the process of development.
G = ‘GREEN’ – Drugs where initiation by GPs is appropriate.
	Product
	Decision
	Comments/notes

	
	Approved
	Refused
	Deferred
	

	1) Requests deferred from previous meetings

	Insulin Degludec (Tresiba®) – Paediatric use.
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G+
	
	
	Insulin Degludec was requested for use in children who cannot tolerate the sting associated with insulin glargine and in children and teenagers requiring supervised administration/flexibility around administration times. Since the last meeting the applicant has provided precise description of clinical characteristics of paediatric patients who would be offered degludec. It was felt that ensuring increased compliance with an insulin regime, at a small additional cost, was likely to be cost effective.

Decision: Approved

The request for insulin degludec was approved for children who cannot tolerate the glargine sting, patients with poor control on the high HbA1c pathway and patients/parents with unpredictable lifestyles (e.g. shift workers, students). Ongoing approval is subject to audit in April 2019 demonstrating that inclusion criteria have been adhered to and that improved outcomes have been demonstrated.

	2) New Requests

	Citric acid 0.6mol/L (Nebulised)
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	Citric acid 0.6mol/L has been requested for cough-reflex testing (CTR) in stroke patients with dysphagia as part of initial swallowing assessment. Patients who fail CRT are then referred for more invasive swallow assessment with VFSS or FEES. The quality of the evidence is poor. Higher concentrations (0.6 - 0.8 mol/L) are associated with a higher false negative rate, with 0.4mol/L being the optimum concentration for sensitivity and specificity.   Additional information has been requested in respect of how citric acid fits into swallowing assessment pathway and clarification of the strength to be used. 
Decision: The request for citric acid for cough reflex testing was deferred.
 

	3) New formulations & extensions to use

	Dexmedetomidine injection (Dexdor®)
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R
	
	
	Dexmedetomidine has been requested for use in paediatric cardiac surgery for patients where surgery has a high risk of post-op Junctional Ectopic Tachyarrhythmia (JET) or for those suitable for fast-track surgery. Two studies demonstrate it is efficacious in reducing the occurrence of JET and suggest its use might lead to a reduced extubation time/shorter ICU stay. It was noted that fast track post-op management is difficult with currently available agents and dexmedetomidine may offer advantages. Use is unlicensed.
Decision: The request for dexmedetomidine in paediatric cardiac surgery was approved. Its use in procedural sedation is not supported.

	HPV Vaccine (Gardasil®)
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R
	
	
	HPV Vaccine (Gardasil®) has been requested for therapeutic vaccination in the treatment of recurrent respiratory papillomatosis in children and adults. Current treatment is repeated surgical debridement under a general anaesthetic to keep the airway patent and maintain voice quality. Case reports show partial or full remission in some adults and children and a reduction in the number of surgical interventions. This vaccine has a good safety profile. Girls vaccinated for recurrent respiratory papillomatosis should still be vaccinated again as per the national cervical cancer prevention programme.

Decision: The request for HPV vaccine (Gardasil®) for the treatment of recurrent respiratory papillomatosis in children and adults was approved.

	Atomoxetine 100mg capsules and 4mg/ml oral solution
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A
	
	
	Atomoxetine 100mg capsules have been requested for use in patients requiring high doses (e.g. above 80mg daily), whereas the 4mg/ml oral solution has been requested for patients with more complex needs e.g. younger patients and those with swallowing difficulties. The capsules are expected to be cost neutral, and potentially cost saving, but this is dose dependent. The liquid is more expensive and the estimated numbers expected to be treated was questioned. 

Decision: The requests for the atomoxetine 100mg capsules and 4mg/ml oral solution were approved but the applicant will be asked to provide an audit on use of the liquid for 6 months to ensure strict initiation criteria are adhered to. 

	4) NHS England Specialised Services communications noted and endorsed by APC

	SSC1818_rFVIII 2018
	The formulary will reflect the SSC

	SSC1819 - NICE Final Appraisal Determination: Ixazomib with lenalidomide and dexamethasone for treating relapsed or refractory multiple myeloma
	The formulary will reflect the SSC

	SSC1820 - NICE Technology Appraisal Final Appraisal Determination: Ibrutinib for treating relapsed or refractory mantle cell lymphoma
	The formulary will reflect the SSC

	SSC1821 - NICE Technology Appraisal 478: Brentuximab vedotin for treating relapsed or refractory systemic anaplastic large cell lymphoma
	The formulary will reflect the SSC

	SSC1822 - Early Access to Medicines Scheme – Nivolumab for treatment of adult patients with advanced or recurrent gastric or Gastro-oesophageal Junction (GEJ) cancer after two or more prior systemic therapies
	The formulary will reflect the SSC

	SSC1823 Emicizumab for routine prophylaxis of bleeding episodes in patients 
	The formulary will reflect the SSC

	SSC1824 - Rituximab for chronic inflammatory demyelinating neuropathy, multifocal motor neuropathy, vasculitis of the peripheral nervous system and IgM paraprotein-associated demyelinating neuropathy
	The formulary will reflect the SSC

	SSC1825 - NHS England Approval Urgent Clinical Commissioning Policy Statement for the use of pembrolizumab for drug-resistant gestational trophoblastic neoplasia
	The formulary will reflect the SSC

	SSC1826 Primary Care Responsibilities for private Hormone Treatment for transgender patients
	The formulary will reflect the SSC

	SSC1827 - NICE Technology Appraisal Final Appraisal Determination: Daratumumab monotherapy for treating relapsed and refractory multiple myeloma
	The formulary will reflect the SSC

	SSC1828 - NICE Technology Appraisal 488: Regorafenib for previously treated unresectable or metastatic gastrointestinal stromal tumours
	The formulary will reflect the SSC

	SSC1829 Autologous chondrocyte implantation ACI
	The formulary will reflect the SSC

	SSC1830 - NICE Technology Appraisal Final Appraisal Determination: Pertuzumab with trastuzumab and docetaxel for treating HER2-positive metastatic or locally recurrent unresectable breast cancer
	The formulary will reflect the SSC

	SSC1832 - NICE Technology Appraisal Final Appraisal Determination: Tivozanib for treating advanced renal cell carcinoma
	The formulary will reflect the SSC

	SSC1833 - NICE Technology Appraisal Final Appraisal Determination: Obinutuzumab for untreated advanced follicular lymphoma
	The formulary will reflect the SSC

	SSC1834 - NICE Technology Appraisal Final Appraisal Determination: cabozantinib for treating medullary thyroid cancer
	The formulary will reflect the SSC

	SSC1835 - NICE Technology Appraisal Final Appraisal Determination: lenvatinib and sorafenib for treating differentiated thyroid cancer after radioactive iodine
	The formulary will reflect the SSC

	SSC1836 - Managed Access Agreement for asfotase alfa for the treatment of hypophosphatasia

· Asfotase alfa for the treatment of patients with paediatric-onset hypophosphatasia – letter to adult expert centres

· Asfotase alfa Provider Letter to all Trusts who are NOT expert centres
	The formulary will reflect the SSC

	SSC1839 - Clinical Commissioning Policy: Levofloxacin nebuliser solution for chronic pseudomonas lung infection in cystic fibrosis (All ages)
	The formulary will reflect the SSC

	SSC1841 - NICE Technology Appraisal Final Appraisal Determination: Avelumab for treating metastatic Merkel cell carcinoma
	The formulary will reflect the SSC

	SSC1843 - Deep Brain Stimulation for Refractory Epilepsy
	The formulary will reflect the SSC

	SSC1844 - Not Routine Clinical Commissioning Policy: Keratoprosthesis for corneal blindness (URN 1618)
	The formulary will reflect the SSC

	SSC1847 - Biosimilar Trastuzumab
	The formulary will reflect the SSC

	SSC1849 Pembrolizumab for locally advanced or metastatic urothelial carcinoma 
	The formulary will reflect the SSC

	SSC1850 - Early Access to Medicines Scheme: Volanesorsen as an adjunct to diet for the treatment of adult patients with familial chylomicronaemia syndrome
	The formulary will reflect the SSC

	SSC1851 - NICE TA 496: Ribociclib with an aromatase inhibitor for previously untreated, hormone receptor-positive, HER2-negative, locally advanced or metastatic breast cancer
	The formulary will reflect the SSC

	SSC1852 - NICE TA 495: Palbociclib with an aromatase inhibitor for previously untreated, hormone receptor-positive, HER2-negative, locally advanced or metastatic breast cancer
	The formulary will reflect the SSC

	5) Products considered by NICE

	TA160 - Raloxifene for the primary prevention of osteoporotic fragility fractures in postmenopausal women. Published October 2008, updated February 2018. 
	Guidance on strontium ranelate and etidronate has been removed because these drugs are no longer marketed in the UK. The formulary will reflect the NICE Guidance

	TA161 - Raloxifene and teriparatide for the secondary prevention of osteoporotic fragility fractures in postmenopausal women.

Published October 2008, updated February 2018. 
	Guidance on strontium ranelate and etidronate have been removed because these drugs are no longer marketed in the UK. The formulary will reflect the NICE Guidance

	TA464 - Bisphosphonates for treating osteoporosis. Published August 2017, updated February 2018   
	The formulary will reflect the NICE Guidance

	TA495  - Palbociclib with an aromatase inhibitor for previously untreated, hormone receptor-positive, HER2-negative, locally advanced or metastatic breast cancer 
	The formulary will reflect the NICE Guidance

	TA496 - Ribociclib with an aromatase inhibitor for previously untreated, hormone receptor-positive, HER2-negative, locally advanced or metastatic breast cancer
	The formulary will reflect the NICE Guidance

	TA497 - Golimumab for treating non-radiographic axial spondyloarthritis
	The formulary will reflect the NICE Guidance

	TA498 - Lenvatinib with everolimus for previously treated advanced renal cell carcinoma
	The formulary will reflect the NICE Guidance

	TA499 - Glecaprevir–pibrentasvir for treating chronic hepatitis C
	The formulary will reflect the NICE Guidance

	TA500 - Ceritinib for untreated ALK-positive non-small-cell lung cancer
	The formulary will reflect the NICE Guidance

	TA501 - Intrabeam radiotherapy system for adjuvant treatment of early breast cancer
	The formulary will reflect the NICE Guidance

	TA502 - Ibrutinib for treating relapsed or refractory mantle cell lymphoma   
	The formulary will reflect the NICE Guidance

	TA503 - Fulvestrant for untreated locally advanced or metastatic oestrogen-receptor positive breast cancer – negative appraisal.
	The formulary will reflect the NICE Guidance

	TA504 - Pirfenidone for treating idiopathic pulmonary fibrosis
	The formulary will reflect the NICE Guidance

	TA505 - Ixazomib with lenalidomide and dexamethasone for treating relapsed or refractory multiple myeloma  
	The formulary will reflect the NICE Guidance

	TA506 - Lesinurad for treating chronic hyperuricaemia in people with gout  - negative appraisal
	The formulary will reflect the NICE Guidance

	TA507 - Sofosbuvir–velpatasvir–voxilaprevir for treating chronic hepatitis C  
	The formulary will reflect the NICE Guidance

	TA508 - Autologous chondrocyte implantation using chondrosphere for treating symptomatic articular cartilage defects of the knee  
	The formulary will reflect the NICE Guidance

	TA509 - Pertuzumab with trastuzumab and docetaxel for treating HER2-positive breast cancer  
	The formulary will reflect the NICE Guidance

	TA510 - Daratumumab monotherapy for treating relapsed and refractory multiple myeloma- guidance
	The formulary will reflect the NICE Guidance

	TA511 Brodalumab for treating moderate to severe plaque psoriasis  
	The formulary will reflect the NICE Guidance

	TA512 Tivozanib for treating advanced renal cell carcinoma  
	The formulary will reflect the NICE Guidance

	TA513 Obinutuzumab for untreated advanced follicular lymphoma  
	The formulary will reflect the NICE Guidance

	TA514 Regorafenib for previously treated advanced hepatocellular carcinoma  
	The formulary will reflect the NICE Guidance

	TA515 Eribulin for treating locally advanced or metastatic breast cancer after 1 chemotherapy regimen  
	The formulary will reflect the NICE Guidance

	TA516 Cabozantinib for treating medullary thyroid cancer
	The formulary will reflect the NICE Guidance

	6) Northern (NHS) Treatment Advisory Group (N-TAG )

	Daily vs on-demand PDE-% inhibitors for management of erectile dysfunction following treatment for prostate cancer.
	The Northern (NHS) Treatment Advisory Group recommends that on the

basis of evidence available there was no evidence to recommend the use

of daily dosing over on-demand dosing of PDE5 inhibitors, and there was

no evidence that tadalafil was superior to sildenafil. On this basis NTAG

recommends on-demand dosing using the PDE5 inhibitor with the lowest

acquisition cost; currently this is generic sildenafil.
The formulary will reflect the N-TAG Guidance.

	7) Appeals against earlier decisions by the APC

	None

	8) Miscellaneous decisions by the APC

	Inhaler review  

	The following options and recommendations from the inhaler review group were discussed and approved:

· Triple therapy – both Trelegy® Ellipta and Trimbow® will be included on the formulary with Trelegy® Ellipta as first choice.

· ICS/LABA – positioning of the budesonide/formoterol and other ICS/LABA inhalers remains unchanged

· LAMA – as the price of Respimat® MDI version of tiotropium has reduced significantly, and is now licensed for asthma, it was agreed to include this on the formulary.

	Corticosteroid foam enemas
	The increased cost of prednisolone foam enemas has prompted a formulary review. 

Decision: It was agreed that prednisolone foam enemas should be removed from the formulary with budesonide and hydrocortisone being equal first choice. Further work with gastroenterology will be undertaken to produce patient information leaflets and advice for GPs on steps to take when reviewing patients currently on prednisolone.

	Formulary Review
	Chapter 3 – Respiratory

03.07 Mucolytics

Acetylcysteine – a licensed preparation, which is cheaper than the unlicensed preparation, is now available and should be included on formulary.

03.08 Aromatic Inhalations

Benzoin Tincture Compound –remove from formulary.

Chapter 5 – Antibiotics

05.01.01.03

Co-fluampicil – very rarely used and not on the primary care guidelines. Remove from formulary.



	Items which should not be routinely prescribed in primary care: Guidance for CCGs
	Recommendations to be reflected in the formulary and work progressed to ensure prescribers reflect this in their prescribing practice.
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