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Summary of decisions made regarding new product requests considered at a meeting of the Committee on Tuesday 9th July 2019.
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

	None
	
	
	
	

	2) New Requests

	Cyanocobalamin 50microgram tablets
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G
	
	Cyanocobalamin 50 microgram tablets are a licensed alternative to hydroxocobalamin injections for the treatment of vitamin B12 deficiency. The formulary application is for use in patients who have a B12 deficiency but no active disease. There would be savings in nursing time from not having to administer the hydroxocobalamin injection but the cost of the oral product is significantly higher than the parenteral preparation, with little evidence for efficacy. Poor quality studies show that high dose cyanocobalamin (2mg daily) is equally effective as standard IM injections and BSH guidelines, based on expert opinion, suggest oral cyanocobalamin can be used to treat B12 deficiency. The algorithm provided by the applicant shows that patients started on cyanocobalamin tablets would be reviewed after 6 weeks and treatment stopped if the regime is not working. 

NHSE guidance recommends that vitamins and minerals should only be prescribed in primary care when there is medically diagnosed deficiency. Concerns were raised that there might be significant additional costs associated with oral B12 prescribing for patients where benefits might be limited. In line with the national guidance, many patients should be able to manage low levels of B12 by appropriate dietary measures or purchasing of their own tablets.

It was recognised that review of patients on long term B12 injection, where there is no ongoing medical need, would be beneficial. The applicant is encouraged to submit a guideline to MGUG that helps clinicians address this over treatment whilst recognising the need to reflect national guidance.
Decision: Rejected


	13C-Methacetin 4mg/ml IV injection (LiMAxetin®)
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R
	
	
	13C-Methacetin (LiMAxetin) is used with the LiMAx non-invasive breath test for the quantitative assessment of liver capacity in adults undergoing for liver surgery. The dose of 13C-methacetin is 2mg/kg as an IV bolus per test, a maximum of one test per day is permitted. 13C-methacetin is metabolised to paracetamol and carbon dioxide. The resulting exposure to paracetamol is in the region of 100 mg to 200 mg per day; this is several times lower than the therapeutic dose of IV paracetamol in adults and is therefore considered low risk.
Decision: The request for 13C-Methacetin 4mg/ml IV injection (LiMAxetin®) was approved for the testing of liver function capacity.

	Strontium ranelate (Aristo®)
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R
	
	
	Strontium ranelate was previously included in the formulary but was withdrawn from the market in 2017 due to concerns around cardiovascular toxicity and venous thromboembolism.  A new product, Aristo® has been brought to the market as a treatment option for severe osteoporosis in postmenopausal women or adult men at high risk of fracture, for whom other osteoporosis treatments are contraindicated or not tolerated. The committee recognised that strontium had a role in a small number of patients.
Decision: Approved. 

Strontium ranelate (Aristo®), was approved as a RED drug, with prescribing retained in the hospital setting by specialists, to allow for careful cardiovascular monitoring.   

	3) New formulations & extensions to use

	Budesonide 1 mg orodispersible tablets (Jorveza®)
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	Jorveza® (Budesonide 1 mg orodispersible tablets) is currently going through a NICE TA process which is due to be published in October, it was therefore agreed to defer until that time.
Decision:  The request for Jorveza® was deferred until the NICE TA has been published

	Eslicarbazepine 50mg/ml suspension
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G+
	
	
	The neurology team at NuTH has requested that eslicarbazepine 50mg/ml suspension is added to formulary as an alternative formulation for a small cohort of patients with swallowing difficulties.  The cost difference for the suspension, compared to the tablets, is minimal.  
Decision:  The request for eslicarbazepine was approved for use by the neurology service for a small cohort of patients with swallowing difficulties

	Lisdexamfetamine
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	NICE guidance has been updated and elevates lisdexamfetamine above dexamfetamine, taking it from third to second line. A Shared care agreement has been agreed and a request to update the formulary accordingly has been received.
Decision: Formulary to be updated accordingly.

	Fosfomycin sachets – request for status change from green plus to green.
	G
  
	
	
	New NICE guidance places fosfomycin as an alternative treatment for UTI in patients where the first line treatments have failed, therefore it has been requested that the status is changed to Green. The advice of the microbiology teams was sought and they agree this is an appropriate change.
Decision: Approved
Fosfomycin sachets – status change to green

	Apomorphine  - currently Red status, request to change status to amber
	
	
	[image: image8.png]



	NHCFT have requested that the status of apomorphine pre-filled pens/ampoules for SC changes from Red to Amber. It is felt that the current Red status of the drug may be a barrier to prescribing for the management of patients, at an advanced stage of Parkinson’s disease, who would find it difficult to travel into the Trust for regular review by a secondary care clinician.  Apomorphine could be initiated by the secondary care specialist, with ongoing prescribing and monitoring responsibility falling to the GP. Monitoring would mostly involve BP checks, FBC and monitoring for side effects which could then be referred back to Secondary care if unmanageable in the Primary care setting. The committee acknowledge the difficulties facing patients who have to travel but felt the Amber status did not fit the criteria requested i.e. responsibilities around monitoring and re-referral should be clearly stipulated in a shared care agreement which should fit around the patient needs.
Decision: Deferred
The committee acknowledged the potential benefits of a status change from Red to Amber but would require a detailed shared care agreement, demonstrating that this is in the best interest of the patient, before approving.  

	Azelastine hydrochloride/ fluticasone propionate nasal spray (Dymista®)
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	An application from North Cumbria CCG has been received requesting the inclusion of azelastine hydrochloride/ fluticasone propionate nasal spray (Dymista®) on the newly combined formulary.  

An application to include Dymista® in the formulary was declined in 2013. A further application in 2016 was also declined and went to full appeal which was rejected by the APC. There was a lack of strong evidence of additional cost-effective benefit over monotherapy with its constituent ingredients and other currently available therapies. No additional evidence has been made available.

The North Cumbria application was based on continuity of care for patients as there has been previous access to the product in the North Cumbria area, when the CCG followed the Lothian Joint formulary. The SMC/LJF approval takes account of the benefits of a Patient Access Scheme (PAS) in Scotland that improves the cost-effectiveness of Dymista®. This approval was contingent upon the continuing availability of the Patient Access Scheme in NHS Scotland and therefore does not apply in England.
Decision: Azelastine hydrochloride/ fluticasone propionate nasal spray (Dymista®) – refused.

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

	SSC1991 - EAMS – Atezolizumab in combination with nab-paclitaxel for the treatment of adult patients with unresectable locally advanced or metastatic triple-negative breast cancer (TNBC) whose tumours have PD-L1 expression ≥ 1%
	The formulary will reflect the SSC position

	SSC1992 - NICE TA FAD: Brentuximab vedotin for treating CD30-positive cutaneous T-cell lymphoma after at least 1 systemic therapy (ID1190)
	The formulary will reflect the SSC position

	SSC1993 - NICE TA 551: Lenvatinib for untreated advanced hepatocellular carcinoma
	The formulary will reflect the SSC position

	SSC1994 - NICE TA 552: Liposomal cytarabine–daunorubicin for untreated acute myeloid leukaemia
	The formulary will reflect the SSC position

	SSC1995 - NICE TA 565: Benralizumab for treating severe eosinophilic asthma
	The formulary will reflect the SSC position

	SSC1996 - NICE TA FAD: Durvalumab for treating locally advanced unresectable non-small-cell lung cancer after platinum-based chemoradiation
	The formulary will reflect the SSC position

	SSC1999 - Axicabtagene Ciloleucel and Tisagenlecleucel CAR T therapies
	The formulary will reflect the SSC position

	SSC2000 - NICE TA FAD: Abemaciclib with fulvestrant for treating hormone receptor-positive, HER2-negative advanced breast cancer after endocrine therapy
	The formulary will reflect the SSC position

	SSC2001 - Mexiletine (NaMuscla®) for the treatment of myotonia in patients with non-dystrophic myotonic disorders
	The formulary will reflect the SSC position

	SSC2002 - NICE TA FAD: Nivolumab with ipilimumab for untreated advanced renal cell carcinoma
	The formulary will reflect the SSC position

	SSC2003 - NICE TA 555: Regorafenib for previously treated advanced hepatocellular carcinoma
	The formulary will reflect the SSC position

	SSC2011 - NICE TA FAD: Atezolizumab in combination for treating metastatic non-squamous non-small-cell lung cancer
	The formulary will reflect the SSC position

	SSC2017 - NICE TA FAD: Lenalidomide plus dexamethasone for multiple myeloma after 1 treatment with bortezomib
	The formulary will reflect the SSC position

	SSC2018 - NICE TA FAD: Lenalidomide for previously untreated multiple myeloma
	The formulary will reflect the SSC position

	SSC2019 - Trientine for Wilson Disease (all ages) NHS England Reference: 170094P
	The formulary will reflect the SSC position

	SSC2025 - Pembrolizumab Flat Dosing for adults in currently funded indications for Hodgkin’s Lymphoma, Malignant Melanoma, Non Small Cell Lung Cancer and Urothelial Cancers
	The formulary will reflect the SSC position

	SSC2026 - NICE TA 561: Venetoclax with rituximab for previously treated relapsed or refractory chronic lymphocytic leukaemia
	The formulary will reflect the SSC position

	SSC2027 - NICE TA 562: Encorafenib with binimetinib for unresectable or metastatic BRAF V600 mutation-positive melanoma
	The formulary will reflect the SSC position

	SSC2029 - EAMS – Atezolizumab in combination with carboplatin and etoposide for the first-line treatment of adult patients with extensive-stage small cell lung cancer (ES-SCLC)
	The formulary will reflect the SSC position

	SSC2032 - NICE TA FAD: Blinatumomab for treating acute lymphoblastic leukaemia in remission with minimal residual disease activity
	The formulary will reflect the SSC position

	SSC2033 - NICE TA 571 Brigatinib for treating ALK-positive advanced non-small-cell lung cancer after crizotinib
	The formulary will reflect the SSC position

	SSC2035 - NHS England Policy: Updated implementation guidance for Cinacalcet for complex primary hyperparathyroidism in adults - Reference 16034/P
	The formulary will reflect the SSC position

	SSC2037 - EAMS: polatuzumab vedotin in combination with bendamustine and rituximab
	The formulary will reflect the SSC position

	5) Products considered by NICE

	TA573 Daratumumab with bortezomib and dexamethasone for previously treated multiple myeloma 
	The formulary will reflect the NICE position

	TA574 Certolizumab pegol for treating moderate to severe plaque psoriasis
	The formulary will reflect the NICE position

	TA575 Tildrakizumab for treating moderate to severe plaque psoriasis  
	The formulary will reflect the NICE position

	TA576 – terminated appraisal Bosutinib for untreated chronic myeloid leukaemia
	The formulary will reflect the NICE position

	TA577 Brentuximab vedotin for treating CD30-positive cutaneous T-cell lymphoma
	The formulary will reflect the NICE position

	TA578 Durvalumab for treating locally advanced unresectable non-small-cell lung cancer after platinum-based chemoradiation 
	The formulary will reflect the NICE position

	TA579 Abemaciclib with fulvestrant for treating hormone receptor-positive, HER2-negative advanced breast cancer after endocrine therapy 
	The formulary will reflect the NICE position

	TA580  - negative appraisal Enzalutamide for hormone-relapsed non-metastatic prostate cancer 
	The formulary will reflect the NICE position

	TA581 Nivolumab with ipilimumab for untreated advanced renal cell carcinoma 
	The formulary will reflect the NICE position

	TA582 Cabozantinib for previously treated advanced hepatocellular carcinoma (terminated appraisal)
	The formulary will reflect the NICE position

	TA583 Ertugliflozin with metformin and a dipeptidyl peptidase-4 inhibitor for treating type 2 diabetes
	The formulary will reflect the NICE position

	TA584 Atezolizumab in combination for treating metastatic non-squamous non-small-cell lung cancer
	The formulary will reflect the NICE position

	TA585 Ocrelizumab for treating primary progressive multiple sclerosis
	The formulary will reflect the NICE position

	TA586 Lenalidomide plus dexamethasone for multiple myeloma after 1 treatment with bortezomib
	The formulary will reflect the NICE position

	TA587 Lenalidomide plus dexamethasone for previously untreated multiple myeloma
	The formulary will reflect the NICE position

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

	Flash Glucose Monitoring - Minor update.
	The formulary will reflect the N – TAG position

	7) Regional Medicines Optimisation Committee (RMOC)

	· RMOC newsletter 3, 2019 https://www.sps.nhs.uk/articles/regional-medicines-optimisation-committee-newsletter-issue-3-2019/
· RMOC newsletter 4, 2019
https://www.sps.nhs.uk/articles/regional-medicines-optimisation-committee-newsletter-issue-4-2019/
· RMOC Guidance: Principles guiding the decision making about the route of supply of medicines to outpatients https://www.sps.nhs.uk/articles/principles-guiding-the-decision-making-about-the-route-of-supply-of-medicines-to-outpatients-rmoc-guidance/ 

· RMOC newsletter 5, 2019

https://www.sps.nhs.uk/wp-content/uploads/2019/06/RMOC-newsletter-issue-5-2019-v2.pdf 

· RMOC Position Statement on the Rarely Used and Urgent Medicines List 

https://www.sps.nhs.uk/articles/rarely-used-and-urgent-medicines-list/

	The committee noted the RMOC publications.

	8) Appeals against earlier decisions by the APC

	None
	
	
	
	

	9) Guidelines approved/removed. http://www.northoftyneapc.nhs.uk/guidance/ 

	Lithium shared care
	Approved

	Nebulised gentamicin guidance  
	Approved

	Guidance on lanreotide and octreotide
	Approved

	Diagnosis and Management of Patients with Peripheral Arterial Disease (PAD)
	To be removed from website 

	Primary management of drug prescribing in non-malignant pain
	To be removed from website

	Modafinil information leaflet
	To be removed from website

	Mexiletine information leaflet
	To be removed from website

	Methotrexate prescribing advice
	To be removed from website

	10) Miscellaneous decisions by the APC

	NHSE over the counter guidance
	In March 2018 NHS England released guidance for CCGs which advised on conditions for which over the counter items should not routinely be prescribed in primary care.  The guidance includes items for conditions considered to be self-limiting or which lends itself to self-care. 

Recommendation: 

•
Advise CCGs that vitamins and minerals should not be routinely prescribed in primary care due to limited evidence of clinical effectiveness. 

Exceptions:

•
Medically diagnosed deficiency, including for those patients who may have a lifelong or chronic condition or have undergone surgery that results in malabsorption.  Continuing need should however be reviewed on a regular basis. NB maintenance or preventative treatment is not an exception. 

•
Calcium and/or vitamin D for osteoporosis, malnutrition including alcoholism. 

•
Patients suitable to receive Healthy Start vitamins for pregnancy of children between the ages of 6 months to their fourth birthday (NB this is not on prescription but commissioned separately).

The following statement should be added to the formulary entry for the colecalciferol 800 unit preparations: ‘North of Tyne, Gateshead and North Cumbria APC support the prescribing of vitamin D in medically diagnosed deficiency. Prescribing is not supported for maintenance or preventative treatment except for those taking Calcium and/or vitamin D for osteoporosis or those requiring treatment due to malnutrition’.
Decision: It was agreed that the formulary needs to be compliant with the guidance, and the position statement from NHSE should be included. Discussions need to take place with the relevant specialists in order to make them aware of the situation.

	Mexiletine
	Mexiletine was withdrawn in 2008 due to lack of demand. In addition to ventricular arrhythmias it is also approved for neuropathic pain.  Mexiletine has recently been re-licensed as NaMuscla® for the treatment of non-dystrophic myotonic disorders, and is funded by NHSE. Other indications remain CCG commissioned.  The list price is in the region of £5,000 per 100 capsules; however there is a PAS in place for secondary care.  Mexiletine became excluded from tariff from 1st April 2019 for treatment of patients with non-dystrophic myotonia. The issues around prescribing mexiletine for neuropathic pain and the difficulties, particularly in the community, around importing the unlicensed formulations were discussed. It was reported that NuTH currently only have one patient receiving mexiletine for neuropathic pain, whereas NHCFT have not had any new patients in the last 6-7 years. It was also recognised that there were a small proportion of patients receiving it for arrhythmias. It was therefore felt appropriate that mexiletine be given a Red status.      

Recommendation: Mexiletine is now classified as a Red drug on the formulary (for all indications).

	Formulary Review
	Chapter 8 reviewed: Flutamide only used twice in last 2 years between NuTH and Northumbria:   clinicians agreed it can be removed from formulary.
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