

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 8th January 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

	Safinamide
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	At the appeal in October 2017 the committee was minded to approve the use of safinamide in restricted groups of patients but asked for further information that clearly defined
•the criteria by which initiation would be defined

and

•the criteria by which an objective assessment of improvement, which included cessation criteria, would  be measured
This information was provided subsequent to the meeting and deemed satisfactory.

Approval was therefore been given. 
Safinamide will be used in mid-late stage PD in patients on levodopa who are having fluctuations affecting their quality of life.

All patients will have had to have tried rasagiline first but if ineffective or side effects then that will be stopped and treatment changed to safinamide.

If the patient does not see an improvement in their motor fluctuations, that is providing an improvement in their movements and quality of life, at their next review (which is usually 6 months) or if they are suffering adverse effects then safinamide will be stopped.
Decision: Approved

	Aviptadil 25microgram/ Phentolamine 2mg solution for injection (Invicorp®).
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	Aviptadil 25microgram/ Phentolamine 2mg solution for injection (Invicorp®).

At the October 2017 meeting Aviptadil 25microgram/ Phentolamine 2mg solution for injection (Invicorp®) was considered as a 3rd line option for the treatment of erectile dysfunction. Its anticipated place in therapy would be as an alternative to intracaversonal alprostadil in patients who have failed PDE5 inhibitors and the request was approved subject to further clarification of the treatment sequence.

Clarification of the ED treatment sequence was received as follows:

•
1st line – phosphodiesterase inhibitors (if no contraindications) – sildenafil  (avanafil or tadalafil if no response to sildenafil)

•
1st line – topical alprostadil (Vitaros) as an alternative to PDE5i

•
2nd line – penile vacuum device (patient preference) 

AND/OR

•
2nd line – Intracavernosal injections (patient preference).Try Invicorp (avaptidil/phentolamine) first, if no success then try Caverject (alprostadil)

•
3rd line – refractory ED – consider penile implant
Decision: Approved

The request for aviptadil/phentolamine (Invicorp®) was approved in line with the above treatment sequence.

	2) New Requests

	Ceftazidime/avibactam 2.5g injection (Zavicefta®)
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	Zavicefta® is a combination of ceftazidime and a new generation beta-lactamase inhibitor. It has been requested for the treatment of infections with carbapenemase-producing organisms for which the treatment options are very limited, toxic and not particularly effective.It is non-inferior to the carbapenems in the treatment of complicated intra-abdominal infections and in complicated UTI/pyelonephritis. Efficacy is similar in patients with ceftazidime resistant organisms vs. those with ceftazidime susceptible organisms. There is limited data in patients with carbapenemase producing organisms. It appears to be well tolerated.
Decision: Approved
The committee approved the inclusion of ceftazidime/avibactam (Zavicefta) onto the formulary as a Red drug to be used on microbiology / ID advice only. 

	Insulin degludec 100 & unit/mL (Tresiba®) penfill cartridges and pre-filled pen - paediatrics
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	Insulin Degludec (Tresiba®) – paediatrics

Insulin degludec was recently approved, at appeal, for patients with either nocturnal severe hypoglycaemia (in whom an insulin pump may otherwise be considered) or those with recurrent DKA secondary to insulin omission.  

An extension to use for insulin degludec has been received for children and young people with type 1 diabetes to improve compliance by offering a once daily alternative for patients unable to tolerate the sting of glargine and also to offer greater flexibility for children and teenagers patients requiring supervised administration. The FSC noted that the SPC states “there is no clinical experience with flexibility in dosing time of Tresiba® in children and adolescents”. Concerns were raised regarding the implications of children prescribed insulin degludec for the indications requested as they transition into adulthood services given the restricted list of adult indications.
Decision: Deferred

The committee agreed the application could potentially be supported but would need a more precise description of the clinical characteristics of the patients who would be offered degludec and how numbers would be controlled to those stated in the application. The process for transitioning into adulthood also needs clarified.

	3) New formulations & extensions to use

	None
	
	
	
	

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

	SSC1793 - NICE Technology Appraisal Final Appraisal Determination: Ibrutinib for treating Waldenstrom’s macroglobulinaemia
	The formulary will reflect the SSC

	SSC1795 - NICE Technology Appraisal Final Appraisal Determination: venetoclax for the treatment of chronic lymphocytic leukaemia UPDATE
	The formulary will reflect the SSC

	SSC1796 - NICE Technology Appraisal 479: Reslizumab for treating eosinophilic asthma
	The formulary will reflect the SSC

	SSC1797 - Abiraterone for hormone-sensitive metastatic prostate cancer
	The formulary will reflect the SSC

	SSC1798 - NICE Technology Appraisal Final Appraisal Determination: Regorafenib for previously treated unresectable or metastatic gastrointestinal stromal tumours
	The formulary will reflect the SSC

	SSC1799 - NICE Technology Appraisal Final Appraisal Determination: Nivolumab for treating squamous cell carcinoma of the head and neck after platinum-based chemotherapy
	The formulary will reflect the SSC

	SSC1800 - NICE Technology Appraisal 458: Trastuzumab emtansine for treating HER2-positive advanced breast cancer after trastuzumab and a taxane
	The formulary will reflect the SSC

	SSC1801 - NICE Technology Appraisal 457: Carfilzomib for previously treated multiple myeloma
	The formulary will reflect the SSC

	SSC1802 - Revised guidance and principles on switching immunoglobulin (IG) products for existing patients on long-term treatments
	The formulary will reflect the SSC

	SSC1803 - NICE Technology Appraisal 476: Paclitaxel as albumin-bound nanoparticles with gemcitabine for untreated metastatic pancreatic cancer
	The formulary will reflect the SSC

	SSC1804 - Improving value: Guidance on the timing of a repeat dose of intravenous immunoglobulin in the treatment of immune thrombocytopenic purpura
	The formulary will reflect the SSC

	SSC1805 - NICE Technology Appraisal Final Appraisal Determination: Atezolizumab for the treatment of locally advanced or metastatic urothelial cancer in patients who are ineligible for cisplatin-based chemotherapy
	The formulary will reflect the SSC

	SSC1808 - SPIRIT 2 Trial in chronic myeloid leukaemia. Transition of patients on dasatinib trial supply to NHS commercial supply
	The formulary will reflect the SSC

	SSC1809 - NICE Technology Appraisal 463: Cabozantinib for previously treated advanced renal cell carcinoma
	The formulary will reflect the SSC

	SSC1810 - NICE TA FAD: Palbociclib in combination with an aromatase inhibitor for previously untreated advanced or metastatic hormone receptor-positive, HER2-negative breast cancer
	The formulary will reflect the SSC

	SSC1811 - NICE TA FAD: Ribociclib in combination with an aromatase inhibitor for previously untreated advanced or metastatic hormone receptor-positive, HER2-negative breast cancer
	The formulary will reflect the SSC

	SSC1813 - NICE Technology Appraisal 474: Sorafenib for treating advanced hepatocellular carcinoma
	The formulary will reflect the SSC

	SSC1814 - Urgent clinical commissioning policy statement – cerliponase alfa for neuronal ceroid lipofuscinosis Type 2 (CLN2) in children
	The formulary will reflect the SSC

	SSC1815 - NICE Technology Appraisal Final Guidance: Vismodegib for treating basal cell carcinoma
	The formulary will reflect the SSC

	SSC1816 - NICE Technology Appraisal Final Appraisal Determination: Lenvatinib with everolimus for previously treated advanced renal cell carcinoma
	The formulary will reflect the SSC

	SSC1817 - NICE Technology Appraisal Final Appraisal Determination: ceritinib for untreated anaplastic lymphoma kinase-positive advanced non-small-cell lung cancer
	The formulary will reflect the SSC

	5) Products considered by NICE

	TA480 Tofacitinib for moderate to severe rheumatoid arthritis  
	The formulary will reflect the NICE Guidance

	TA481  Immunosuppressive therapy for kidney transplant in adults  
	The formulary will reflect the NICE Guidance

	TA482 Immunosuppressive therapy for kidney transplant in children and young people  
	The formulary will reflect the NICE Guidance

	TA483 Nivolumab for previously treated squamous non-small-cell lung cancer  
	The formulary will reflect the NICE Guidance

	TA485 Sarilumab for moderate to severe rheumatoid arthritis
	The formulary will reflect the NICE Guidance

	TA486 Aflibercept for treating choroidal neovascularization
	The formulary will reflect the NICE Guidance

	TA487 Venetoclax for treating chronic lymphocytic leukaemia
	The formulary will reflect the NICE Guidance

	TA488 Regorafenib for previously treated unresectable or metastatic gastrointestinal stromal tumours   
	The formulary will reflect the NICE Guidance

	TA489 Vismodegib for treating basal cell carcinoma
	The formulary will reflect the NICE Guidance

	TA490 Nivolumab for treating squamous cell carcinoma of the head and neck after platinum-based chemotherapy
	The formulary will reflect the NICE Guidance

	TA491 Ibrutinib for treating Waldenstrom’s macroglobulinaemia
	The formulary will reflect the NICE Guidance

	TA492  Atezolizumab for untreated locally advanced or metastatic urothelial cancer when cisplatin is unsuitable
	The formulary will reflect the NICE Guidance

	TA493 Cladribine tablets for treating relapsing–remitting multiple sclerosis
	The formulary will reflect the NICE Guidance

	TA494 Naltrexone–bupropion for managing overweight and obesity – negative appraisal
	The formulary will reflect the NICE Guidance

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

	FreeStyle Libre® Glucose Monitoring
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	The formulary will reflect  the NTAG position statement and the CCG commissioning policy

	7) Appeals against earlier decisions by the APC

	None
	
	
	
	

	8) Miscellaneous decisions by the APC

	Mydriasert pellets
	The use of Mydriasert pellets, pre-operatively, was previously approved subject to a 6 month evaluation being submitted back to the FSC. This evaluation has shown that, whilst the pellets are efficacious, there are some concerns regarding use. The evaluation made no mention of the anticipated cost savings made with nursing time and actually reported that nurses often reverted back to using the drops particularly when busy. The report concluded that use should be restricted, and only considered for the following patients:

•
With pre-existing ophthalmic conditions that result in a small pupil as seen at pre-operative assessment.

•
With pre-existing systemic conditions that result in a potential floppy iris during surgery

•
Undergoing second eye surgery in which first eye demonstrated poor dilation with standard drops or required intra operative additional phenylephrine or pupil stretching device.
The committee was concerned that use on such a restricted basis may result in nursing staff not maintaining competence and was not persuaded that the evaluation showed any substantial advantage of this product over standard drops. The pellet formulation will be removed from the formulary.

	Glaucoma preparations (Tafluprost UDV) review
	In September 2016 the Subcommittee agreed to retain Tafluprost UDV on the formulary alongside Monopost (preservative free latanoprost) subject to a review of usage data after 1 year, after which time a decision would be made as to which preparation should remain. Prescribing data (ePact) from the last 12 months shows very low usage of both Monopost and Tafluprost preservative free preparations in relation to overall prescribing and it was agreed both could remain on formulary.

	Rituximab approvals  
	A review of the old North of Tyne APC approvals for rituximab compared with NICE and NHS England approvals was undertaken to see if any of the recommendations had been superseded. There are 3 previous approvals, approved in 2006, that are not currently covered by NICE /NHSE: 

•
Autoimmune haemolytic anaemia (AIHA): warm antibody Autoimmune Haemolytic anaemia, cold agglutinin syndrome (CDS) / cold Haemagglutinin disease (CHAD), Evans syndrome

•
Pure red cell aplasia (PRCA)

•
Thrombotic thrombocytopenia purpura (TTP).

It was suggested that these indications are still recommended by the Haematology Regional Network.

Confirmation that these indications remain in line with Network guidelines will allow these treatments to remain approved from a clinical governance point of view. A policy development request being made for these indications to NHS England should be considered.

	Items which should not be routinely prescribed in primary care: Guidance for CCGs

https://www.england.nhs.uk/publication/items-which-should-not-be-routinely-prescribed-in-primary-care-guidance-for-ccgs/

	The national consultation has now concluded. The guidance is addressed to CCGs to support them to fulfil their duties around appropriate use of prescribing resources, to address unwarranted variation, and to provide clear national advice to make local prescribing practices more effective.

The recommendations will be reflected in the formulary and work progressed to ensure prescribers reflect this in their prescribing practice.
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