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North of Tyne, Gateshead and North Cumbria
Area Prescribing Committee




	Minutes of the meeting held on Tuesday 9th July 2019 Cobalt Business Park


Present:

	Pat Bottrill
	Lay Representative
	

	David Campbell (Chair)
	Chief Pharmacist/Clinical Director for Medicines Optimisation
	NHCT

	Ian Campbell
	Assistant Director, Pharmacy and Medicines Optimisation
	NUTH

	Sarah Chandler
	Formulary Pharmacist
	NHCT

	Sue Dickinson 
	Director of Pharmacy
	RDTC

	Tim Donaldson
	Chief Pharmacist/Controlled Drugs Accountable Officer
	NTW

	Neil Gammack
	Chief Pharmacist
	GHFT

	Matt Grove
	Consultant Rheumatologist and Head of Service
	NHCT

	Naeem Iqbal
	Prescribing Lead
	NTCCG

	Steve Llewellyn
	Medicines Optimisation  Pharmacist
	NGCCG

	Matthew Lowery 
	Formulary and Audit Pharmacist
	NUTH

	Frank McAulay  
	Associate Medical Director
	GHFT

	Helen Seymour  
	Senior  Pharmacist
	NECS

	Sheetal Sundeep

	Consultant Microbiologist
	NHCT

	Graham Syers
	Prescribing Lead
	N CCG

	Susan Turner
	Pharmacist
	NECS


Apologies

	Ruth Evans
	Medical Director
	NT CCG

	Paul Fieldhouse
	Clinical Director of Pharmacy Services
	NCUHT

	Simon Thomas  
	Consultant Clinical Pharmacologist
	NUTH

	Neil Watson
	Clinical Director of Pharmacy and Medicines Optimisation
	NUTH

	GHFT
	Gateshead Health NHS Foundation Trust

	NG CCG
	Newcastle Gateshead CCG

	NT CCG
	North Tyneside CCG

	NC CCG
	North Cumbria CCG

	NCUHT
	North Cumbria University Hospitals Trust

	NCCG
	Northumberland CCG

	NoT LPC
	North of Tyne Local Pharmaceutical Committee

	NHSE
	NHS England

	NHCT
	Northumbria Healthcare NHS Foundation Trust

	NECS
	North of England Commissioning Support Organisation

	NTWT
	Northumberland Tyne and Wear NHS Foundation Trust

	NUTH
	Newcastle upon Tyne Hospitals NHS Foundation Trust

	RDTC
	Regional Drugs and Therapeutics Centre

	ST&G LPC
	South Tyneside and Gateshead LPC


	2019/31
	Declarations of interest

None

	2019/32
	Election of FSC chair
DC informed the committee that Simon Thomas will be stepping down as chair of the FSC as he is retiring from full-time work in the autumn. He has indicated that he would be happy to continue as a member of the APC and in a supporting role to the new chair of the FSC for the foreseeable future. The committee acknowledged the valuable contribution made by Simon to support the safe, cost effective use of medicines in the area over many years. DC will thank him directly, on behalf of the committee.

The FSC will elect a replacement chair in line with their terms of reference.

	2019/33
	Terms of reference

Although the terms of reference are not due for formal review until April 2020 the committee discussed the role of the APC in supporting the changing NHS environment. There have been discussions taking place regionally, exploring whether a single local decision making committee serving the ICS footprint is either desirable or achievable. There are benefits to working at scale, and for some organisations (e.g.NTW) it would be helpful to have one formulary/set of guidelines agreed across their geography. The benefits of at scale working can be lost, however, if there is a resulting lack of local ownership and clinician involvement.

If an ICS wide committee was to be developed, it was felt any change would need to be funded and new resources required e.g. to include greater health economic expertise. 

The APC will engage with future discussions but at present feels that it is best able to deliver benefits for the local NHS by retaining its sphere of influence to cover the current geography.
As there are more national decisions taken on the introduction of new drugs the committee agreed that it should include a greater focus on implementation of plans as part of its remit.

Standing agenda items will be added that covers both implementation plans and regional updates.

	2019/34
	Appeals against previous decisions
None

	2019/35
	Minutes and decision summary from previous meeting.
The following documents were accepted as a true record:

· Decision summary from meeting 2/04/19. 
· Minutes from meeting 2/04/19.

	2019/36
	Matters arising not on the agenda or Action Log.
2019/09 In January 2019 Mark Dornan, clinical chair of Newcastle Gateshead CCG, attended the meeting to:

· outline a vision of ensuring that clinicians have fast easy access to the latest guidelines & local pathways at the click of a button and

· to seek APC comment and/or assistance in achieving this.

The APC acknowledged the challenge and agreed to help by providing guidance and advice. APC members contributed to a subsequent scoping group discussion and will be interested to see outcomes of this work as it progresses. The direct involvement of the APC is complete at this stage.

	2019/37
	Action Log
The  action log was reviewed and will be updated to reflect the following:

· 2017/55
IV lidocaine – pain management.
The request for IV lidocaine was approved for post-operative pain management subject to local protocols for use being in place and a review of adverse events being submitted to the FSC after 1 year. Information from NHCFT was received at FSC. A brief report is to be prepared for Sept FSC, with the recommendation to review again in 12 months.
· 2018/61 Catheter formulary task and finish group: Jackie Rees, a nurse consultant at NUTH and community specialist nurse Jill Dimopoulos from NHCFT. SL agreed to check progress and encourage resolution by end Dec for APC approval in January. 
· 2019/30 Tinzaparin supply shortage: Formulary wording changed. Action complete – remove from action log.

	2019/38
	Report from the Formulary Sub-committee
The formulary website is available at North of Tyne, Gateshead and North Cumbria Area Prescribing Committee Formulary.
Minutes and recommendations from the North of Tyne, Gateshead and North Cumbria FSC meeting held on 16/5/19:
The above minutes and recommendations were received by the committee. 

The summary of recommendations made in relation to new product requests is listed in the decision summary. 
The following specific points were highlighted for further consideration:
Cyanocobalamin 50microgram tablets

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: Cyanocobalamin 50microgram tablets – Rejected 
The committee do not recommended the addition of cyanocobalamin 50 microgram tablets to the formulary for treatment of vitamin B12 deficiency. 
Strontium ranelate (Aristo®)
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: Strontium ranelate (Aristo®) – 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.   
Azelastine hydrochloride/ fluticasone propionate nasal spray (Dymista®)
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. Dymista® has existing approval from the SMC, and is therefore listed on the Lothian formulary. This approval takes account of the benefits of a Patient Access Scheme (PAS) in Scotland that improves the cost-effectiveness of Dymista®. This SMC advice 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.
NHSE guidance on conditions for which over the counter items should not routinely be prescribed in primary care.
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.  
One of those recommendations related to vitamins and minerals. The recommendation stated: 

· 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).
It was agreed that the following will 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’.

It was agreed that the formulary needs to be compliant with the guidance, and a position statement from NHSE should be included. Discussions need to take place with the relevant specialists in order to make them aware of the guidance and the requirement for them to support primary care colleagues with implementation.

	2019/39
	Items which should not routinely be prescribed in primary care
The committee noted the update to the following national guidance, to include the following items:
· Guidance for CCGs Version 2, June 2019

https://www.england.nhs.uk/wp-content/uploads/2017/11/items-which-should-not-be-routinely-precscribed-in-pc-ccg-guidance-v2.pdf 

· Aliskiren

· Amiodarone

· Bath and shower preparations for dry and pruritic skin conditions

· Dronedarone

· Minocycline for acne

· Needles for pre-filled and reusable insulin pens

· Silk garments 
· The formulary will be updated to reflect this guidance.
Amiodarone and dronedarone are included in this guidance although it was pointed out that, for these 2 products, the inclusion relates to ensuring safety when used as opposed to cessation of use. The guidance requires shared care guidance to be developed which will be taken forward by MGUG.
Minocycline has approval for use in this area as a DMARD and this guidance relates to use in acne.

	2019/40
	Report from the Medicines Guidelines and Use Group
Draft minutes from meeting held on 3/6/19 were received and noted.

· Guidelines approved:
· Lithium shared care 

· Nebulised gentamicin guidance  

· Guidance on lanreotide and octreotide
· Guidance to retire:

· Diagnosis and Management of Patients with Peripheral Arterial Disease (PAD)

· Primary management of drug prescribing in non-malignant pain – SD agreed to check with the RMOC whether they would consider the need for simplified national guidance, or whether there is already enough nationally available guidance available to signpost to.
· Modafinil information leaflet

· Mexiletine information leaflet 

· Methotrexate prescribing advice

· The committee considered a recommendation to remove the following guidance pending update:

· Erectile dysfunction

· Headache guidelines
It was agreed that it would be useful to retain the guidance on the website until it was updated, but that a note should be added to highlight that a review was currently underway. 
Vitamin D guidance

MG to liaise with the development group to ensure a simple, pragmatic guide that endorses the national position is ready to present to the next APC meeting.

	2019/41
	Opiate/pain management sub-group

· Minutes for Opiate/pain management meeting held on 24.4.19

· Data
The committee noted a gradual impact of various strands of work on reducing the amount of opiate prescribing in the area, including work to try and improve access to non-medical interventions for chronic pain. There is a potential for the AHSN to support further work using the CROP data approach. 

	2019/42
	RMOC 
RMOC deprescribing topic survey

The RMOC has sought views of APC members across England on which topics they would like to see prioritised for deprescribing guideline development and circulated a survey to APC members to help facilitate that.
The operating model is currently being refreshed.

The following RMOC recommendations were received :
· 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 APC received and noted these recommendations.


	2019/43
	Northern (NHS) Treatment Advisory Group (N-TAG )
http://ntag.nhs.uk/  

The updated NTAG Position Statement on Flash Glucose Monitoring was published on 16/4/19. http://ntag.nhs.uk/html/endocrine.php.

This was approved by APC chairs action on 16.4.19.

The following further recommendations were finalised on 4/6/19:

· Flash Glucose Monitoring

Minor update.

· Alfapump® device for the treatment of ascites due to Liver Cirrhosis – no change to recommendation but clinical evidence section updated.

The formulary will reflect these recommendations.

· NTAG annual report covering June 2018 – June 2019 received for information.

	2019/44
	NICE Technology Appraisals
The formulary will be amended to reflect the following:

· TA573 Daratumumab with bortezomib and dexamethasone for previously treated multiple myeloma 

· TA574 Certolizumab pegol for treating moderate to severe plaque psoriasis
· TA575 Tildrakizumab for treating moderate to severe plaque psoriasis  
· TA576 – terminated appraisal Bosutinib for untreated chronic myeloid leukaemia
· TA577 Brentuximab vedotin for treating CD30-positive cutaneous T-cell lymphoma
· TA578 Durvalumab for treating locally advanced unresectable non-small-cell lung cancer after platinum-based chemoradiation 
· TA579 Abemaciclib with fulvestrant for treating hormone receptor-positive, HER2-negative advanced breast cancer after endocrine therapy 
· TA580  - negative appraisal Enzalutamide for hormone-relapsed non-metastatic prostate cancer 
· TA581 Nivolumab with ipilimumab for untreated advanced renal cell carcinoma 
· TA582 Cabozantinib for previously treated advanced hepatocellular carcinoma (terminated appraisal)
· TA583 Ertugliflozin with metformin and a dipeptidyl peptidase-4 inhibitor for treating type 2 diabetes
· TA584 Atezolizumab in combination for treating metastatic non-squamous non-small-cell lung cancer
· TA585 Ocrelizumab for treating primary progressive multiple sclerosis
· TA586 Lenalidomide plus dexamethasone for multiple myeloma after 1 treatment with bortezomib
· TA587 Lenalidomide plus dexamethasone for previously untreated multiple myeloma

	2019/45
	NHS England 
The following NHS England communications were noted and will be reflected in the formulary:
· Spec Comm Drugs Briefing - Spring 2019

· 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%

· SSC1992 - NICE TA FAD: Brentuximab vedotin for CD30-positive cutaneous T-cell lymphoma after at least 1 systemic therapy (ID1190)

· SSC1993 - NICE TA 551: Lenvatinib for untreated advanced hepatocellular carcinoma

· SSC1994 - NICE TA 552: Liposomal cytarabine–daunorubicin for untreated acute myeloid leukaemia

· SSC1995 - NICE TA 565: Benralizumab for treating severe eosinophilic asthma

· SSC1996 - NICE TA FAD: Durvalumab for treating locally advanced unresectable non-small-cell lung cancer after platinum-based chemoradiation

· SSC1999 - Axicabtagene Ciloleucel and Tisagenlecleucel CAR T therapies

· SSC2000 - NICE TA FAD: Abemaciclib with fulvestrant for treating hormone receptor-positive, HER2-negative advanced breast cancer after endocrine therapy

· SSC2001 - Mexiletine (NaMuscla®) for the treatment of myotonia in patients with non-dystrophic myotonic disorders

· SSC2002 - NICE TA FAD: Nivolumab with ipilimumab for untreated advanced renal cell carcinoma

· SSC2003 - NICE TA 555: Regorafenib for previously treated advanced hepatocellular carcinoma

· SSC2011 - NICE TA FAD: Atezolizumab in combination for treating metastatic non-squamous non-small-cell lung cancer

· SSC2017 - NICE TA FAD: Lenalidomide plus dexamethasone for multiple myeloma after 1 treatment with bortezomib

· SSC2018 - NICE TA FAD: Lenalidomide for previously untreated multiple myeloma

· SSC2019 - Trientine for Wilson Disease (all ages) NHS England Reference: 170094P

· SSC2025 - Pembrolizumab Flat Dosing for adults in currently funded indications for Hodgkin’s Lymphoma, Malignant Melanoma, Non Small Cell Lung Cancer and Urothelial Cancers

· SSC2026 - NICE TA 561: Venetoclax with rituximab for previously treated relapsed or refractory chronic lymphocytic leukaemia

· SSC2027 - NICE TA 562: Encorafenib with binimetinib for unresectable or metastatic BRAF V600 mutation-positive melanoma

· 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)

· SSC2032 - NICE TA FAD: Blinatumomab for treating acute lymphoblastic leukaemia in remission with minimal residual disease activity

· SSC2033 - NICE TA 571 Brigatinib for treating ALK-positive advanced non-small-cell lung cancer after crizotinib

· SSC2035 - NHS England Policy: Updated implementation guidance for Cinacalcet for complex primary hyperparathyroidism in adults - Reference 16034/P
The cinacalcet APC guidance needs reviewed in light of this SSC.
· SSC2037 - EAMS: polatuzumab vedotin in combination with bendamustine and rituximab

	2019/46
	Chair’s action
Endorsement of April NTAG position statement on Freestyle Libre

	2019/47
	Any other business
None

	
	Date and time of next meeting(s)
Tuesday 8th October 2019
12:30 pm, Cobalt Business Park

	
	Signed:   



                                                Date: 
 


(Chair of the APC)                                                         
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