

North of Tyne, Gateshead and North Cumbria Area Prescribing Committee, 
DECISION SUMMARY

North of Tyne, Gateshead and North Cumbria
Area Prescribing Committee
Summary of decisions made regarding new product requests considered at a meeting of the Committee on Tuesday 10th July 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

	Methoxyflurane (Penthrox®)
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	Penthrox was discussed at the FSC in November 2016 where it was decided to defer the application until the Public Assessment Report (PAR) was published and the MHRA commentary on the safety issues (renal impairment) could be reviewed. The PAR states a safety study was planned and that the manufacturer had provided risk management materials. Despite this it was felt an age cut-off would be appropriate due to the risk of undiagnosed renal impairment in older patients. Significant concerns were also raised regarding the risk of occupational exposure, and toxicity in patients who were subsequently transferred to theatre (e.g. for fracture fixation) who were then given sevoflurane. It was felt that any savings in nursing time would be negated if IV morphine was subsequently required.

Decision:  The request for Penthrox was rejected on the grounds of safety. 

	2) New Requests

	Potassium Citrate MR Tablets (Urocit®-K)
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	Urocit®-K has been requested for the treatment of hypocitraturia and recurrent kidney stone formation for a cohort of patients who cannot tolerate the UK licensed preparations of potassium citrate. Affected patients are seen in a specialist renal clinic. A previous application was rejected due to concerns over cost effectiveness. The cost has reduced significantly, although still expensive. There is a lack of comparative data and it is not clear if Urocit®-K was the actual formulation used in studies.
Decision: The request for Urocit®-K was rejected on the basis that it isn’t deemed cost-effective and the evidence of its efficacy is unconvincing.


	3) New formulations & extensions to use

	Levonorgestrel 19.5mg IUD (Kyleena®)
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	Levonorgestrel 19.5mg intrauterine system is a long acting contraceptive lasting 5 years. The contraceptive effectiveness, side-effect and adverse event profile of Kyleena® is similar to that of other LNG-IUDs. 

Kyleena® has the lowest cost per year of the currently available LNG-IUDs. It has been requested that Kyleena® is available in addition to Jaydess® and Mirena®. A treatment algorithm has been produced for   LNG-IUDs.

Decision: The request for Levonorgestrel 19.5mg IUD (Kyleena®) was approved

	Chondroitin bladder instillation (Gepan instill®)
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	Chondroitin-sulphate (Gepan® instill) has been requested as it is the only GAG replenishment treatment licensed (as a medical device) for interstitial cystitis/painful bladder syndrome, radiation cystitis, recurring bacterial cystitis and overactive bladder. As a medical device the standard of evidence is lower than that required for a medicine. There are no head to head studies with Cystistat® or Ialuril® however the evidence suggests Gepan® improves symptoms of interstitial cystitis, painful bladder syndrome, OAB, radiation cystitis and recurring bacterial cystitis. Patients could be taught to self-catheterise and administer Gepan® instill at home.

Decision: The request for Chondroitin bladder instillation (Gepan instill®) was approved

	Desmopressin (Noqdirna®)
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	Desmopressin 25 microgram & 50 microgram oral lyophilisate (Noqdirna®) has been requested for the treatment of nocturia due to idiopathic nocturnal polyuria in adults. There are no other licenced treatments for idiopathic nocturnal polyuria. Current options for treatment may include desmopressin 100 micrograms tablets, which are licensed for nocturnal enuresis in patients less than 65 years of age, but these have a greater risk of hyponatraemia. Studies found that the difference in the number of voids per night between Noqdirna® and placebo were not clinically significant. This was also the case for quality of life improvements.  
Decision: The request for desmopressin 25 microgram & 50 microgram oral lyophilisate (Noqdirna®) was rejected.

	Methylphenidate (Xaggitin XL®)
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	Methylphenidate XL 18mg, 27mg, 36mg and 54mg capsules (Xaggitin XL®) are licensed for the treatment ADHD in children aged 6 years of age and over. Xaggitin XL® is bioequivalent to Concerta XL® but is 50% cheaper.  It has been requested for the same indications as Concerta XL®. Its use, including switching existing Concerta XL® patients, could lead to significant savings across the North of Tyne and Gateshead APC CCGs.
Decision: The request for Methylphenidate (Xaggitin XL®) was approved. Existing patients being prescribed Concerta XL® should be reviewed and switched as appropriate.

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

	SSC1853 - NICE Technology Appraisal 500: Ceritinib for untreated ALK-positive non-small-cell lung cancer
	The formulary will reflect the NHS England position

	SSC1854 - Immediate Anti-Retroviral Therapy Treatment Policy
	The formulary will reflect the NHS England position

	SSC1857 - NICE Technology Appraisal Final Appraisal Determination: Atezolizumab for treating locally advanced or metastatic non-small-cell lung cancer after chemotherapy
	The formulary will reflect the NHS England position

	SSC1859 - NICE Technology Appraisal 498: Lenvatinib with everolimus for previously treated advanced renal cell carcinoma
	The formulary will reflect the NHS England position

	SSC1860 - NICE TA FAD: Pembrolizumab for untreated locally advanced or metastatic urothelial carcinoma in adults when cisplatin-containing chemotherapy is unsuitable
	The formulary will reflect the NHS England position

	SSC1861 - NICE Technology Appraisal 502: Ibrutinib for treating relapsed or refractory mantle cell lymphoma
	The formulary will reflect the NHS England position

	SSC1862 - NICE Technology Appraisal Final Appraisal Determination: arsenic trioxide for treating acute promyelocytic leukaemia
	The formulary will reflect the NHS England position

	SSC1863 - NICE Technology Appraisal Final Appraisal Determination: Midostaurin for treating adults with newly diagnosed acute FLT3-mutation-positive myeloid leukaemia
	The formulary will reflect the NHS England position

	SSC1864 - NICE Technology Appraisal Final Appraisal Determination: brentuximab vedotin for treating CD30-positive Hodgkin lymphoma in adults with relapsed or refractory disease
	The formulary will reflect the NHS England position

	SSC1865 - Rituximab for second line treatment for anti-NMDAR auto-immune encephalitis (all ages)
	The formulary will reflect the NHS England position

	SSC1870 - NICE Technology Appraisal Final Appraisal Determination: Atezolizumab for treating locally advanced or metastatic urothelial carcinoma in adults who have had platinum-containing chemotherapy
	The formulary will reflect the NHS England position

	SSC1872 - Nivolumab: Update to Summary of Product Characteristics
	The formulary will reflect the NHS England position

	SSC1873 - NICE TA FAD: Crizotinib for treating ROS1-positive advanced non-small-cell lung cancer
	The formulary will reflect the NHS England position

	SSC1874 - NICE TA FAD: Niraparib for maintenance treatment of relapsed, platinum-sensitive ovarian, fallopian tube and peritoneal cancer
	The formulary will reflect the NHS England position

	SSC1875 - NICE Technology Appraisal 509: Pertuzumab with trastuzumab and docetaxel for treating HER2-positive breast cancer
	The formulary will reflect the NHS England position

	SSC1878 - National Framework Agreement for Human Immunoglobulins
	The formulary will reflect the NHS England position

	SSC1879 - NICE TA FAD: Pembrolizumab for untreated PD-L1-positive metastatic non-small-cell lung cancer (CDF review of TA447)
	The formulary will reflect the NHS England position

	5) Products considered by NICE

	TA517 : Avelumab for treating metastatic Merkel cell carcinoma  
	The formulary will reflect the NICE TAG

	TA518 : Tocilizumab for treating giant cell arteritis
	The formulary will reflect the NICE TAG 

	TA519 : Pembrolizumab for treating locally advanced or metastatic urothelial carcinoma after platinum-containing chemotherapy  
	The formulary will reflect the NICE TAG

	TA520 : Atezolizumab for treating locally advanced or metastatic non-small-cell lung cancer after chemotherapy
	The formulary will reflect the NICE TAG

	TA521 : Guselkumab for treating moderate to severe plaque psoriasis
	The formulary will reflect the NICE TAG

	TA522 : Pembrolizumab for untreated locally advanced or metastatic urothelial cancer when cisplatin is unsuitable 
	The formulary will reflect the NICE TAG

	TA523 : Midostaurin for untreated acute myeloid leukaemia 
	The formulary will reflect the NICE TAG

	TA524 : Brentuximab vedotin for treating CD30-positive Hodgkin lymphoma 
	The formulary will reflect the NICE TAG

	TA525 : Atezolizumab for treating locally advanced or metastatic urothelial carcinoma after platinum-containing chemotherapy 
	The formulary will reflect the NICE TAG

	TA526 : Arsenic trioxide for treating acute promyelocytic leukaemia
	The formulary will reflect the NICE TAG

	TA217 : Donepezil, galantamine, rivastigmine and memantine for the treatment of Alzheimer's disease  (minor update)
	The formulary will reflect the NICE TAG

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

	No meeting

	7) Appeals against earlier decisions by the APC

	None

	8) Miscellaneous decisions by the APC

	Octreotide – palliative care   
	Octreotide preparations are currently on formulary for acromegaly and neuroendocrine tumours as Red drugs. They were initially funded by primary care, but the status changed to Red when they became commissioned by NHS England. Octreotide is also used in end of life care to manage excessive GI secretions (as endorsed by the NECN palliative care guideline) but the RED status has caused access problems for patients in the community. The use in end of life care is to be added to the formulary as a green plus indication.
Decision: The committee agreed to endorse the use of octreotide for managing excessive GI secretions in end of life care. This indication will have a Green Plus status. The information leaflets should be updated accordingly.

	Glycopyrronium 1mg/5ml MND - review
	Following an appeal heard on 10th January 2017, the North of Tyne and Gateshead Area Prescribing Committee allowed the limited use of glycopyrronium suspension 1mg/5ml for the treatment of distressing sialorrhoea in patients with motor neurone disease (MND) subject to a review of such use being undertaken in 12 months’ time.  Glycopyrronium suspension 1mg/5ml was approved in the following circumstances:

•
First line use in patients with MND with cognitive impairment.

•
Second line use in patients who had failed other treatment options such as hyoscine patches or who had intolerance to other agents.

The review has now been carried out which gives some assurances and shows the overall cost is less than originally estimated due to lower dosages being used.  It was noted in some cases glycopyrronium was used as a first line treatment outside of the original approval.    
Decision: The committee are happy to recommend the continued inclusion of glycopyrronium 1mg/5ml for the treatment of  sialorrhoea  in MND patients provided the usage continues to be restricted and guidance is followed in relation to its initiation.

	Formulary Review
	Chapter 4 – Recommendations:
A review of chapter 4 was undertaken to ensure formulations and approvals are all still valid.

Diazepam 10mg injection was removed from rapid tranquilisation guidance as this does not appear in NICE guidance.

Piportil depot to be removed to reflect product discontinuation.

Fluphenazine – annotation to be added to reflect product discontinuation in late 2018.

A suggestion to include escitalopram was rejected – it was noted that the NICE recommendation for social anxiety disorder (CG159) was for escitalopram or sertraline. The committee felt an official application should be submitted if this is wanted in addition to sertraline for this indication.

Other actions agreed and formulary to be updated.


Page 5 of 5
APC Decision Summary 2018-07-10  DRAFT

