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Summary of decisions made regarding new product requests considered at a meeting of the Committee on Tuesday 8th October 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

	Camellia sinensis extract 10% Ointment (Catephen®)
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	Camellia sinensis extract 10% Ointment (Catephen®) has been requested as a last line topical treatment for anogenital warts. This is on the grounds that podophyllotoxin solution is difficult to apply and podophyllotoxin cream is currently only available as an unlicensed preparation.  Catephen® is twice as effective as placebo for the complete clearance of warts. The committee questioned whether the podophyllotoxin solution was more difficult to apply given it is only applied twice daily for 3 days per week for up to 4 weeks, compared to Catephen® that is applied three times daily for 16 weeks. The high cost and lack of comparative data with other treatments was also noted.                
Decision: Refused

	Follitropin delta (Rekovelle®) injection
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R
	
	
	Follitropin delta (Rekovelle®) has been requested for a 100 patient evaluation to establish if the Rekovelle® dosing algorithm is beneficial for women at risk of ovarian hyper stimulation syndrome (OHSS) where standard dosing with FSH results in all or nothing responses. Compared with standard dose rFSH Rekovelle® was non-inferior in terms of ongoing pregnancy rates and had lower rates of excessive ovarian responses and requirements for OHSS interventions.
Decision:  The committee approved the addition of Rekovelle® to the formulary for the purposes of a 100 patient evaluation only. This is subject to the applicants providing a time scale for the evaluation and report of outcomes to the committee.        

	Patiromer (Veltassa®)
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	Patiromer (Veltassa®) currently has a negative NICE ACD with the final decision expected in February 2020.  A recent NTAG decision was that patiromer (Veltassa®) is not recommended for the treatment of hyperkalaemia.
Decision:  The committee will not consider the use of Patiromer (Veltassa®) whilst it is under review by NICE. The NTAG decision stands until that publication.

	Del Nido cardioplegia solution
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	Del Nido cardioplegia solution has been requested for use in paediatric and adult congenital cardiac surgery at NUTH.  
It has been requested on the grounds that it gives prolonged periods of arrest (up to 3 hours) whereas St Thomas’s (Harefield) solution has a duration of 25-30 minutes, requiring top up doses.  The evidence suggests that the use of Del Nido reduces cross clamp times, bypass times, ventricular fibrillation post cross clamp, and troponin T release post-surgery, with no differences in outcomes at 30 days.  Some studies also showed a reduced time on ICU and hospital length of stay.  The solution will be prepared in NUTH pharmacy production unit.
Decision:  The committee approved the addition of Del Nido cardioplegia solution to the formulary, subject to the usual governance arrangements for unlicensed medicines being in place.    

	3) New formulations & extensions to use

	Buprenorphine oral lyophilisate (Espranor®)
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	Espranor® has been requested by the Chief Pharmacist from Change, Grow, Live, which is an organisation subcontracted by the local health authority to provide substance misuse services in Gateshead. It was recognised that there had been a recent price increase in sublingual buprenorphine. Concerns were raised that this request was potentially being driven by a rebate scheme as the list price is very similar to the other sublingual buprenorphine preparations. There doesn’t appear to be consistent support for the use of this product across the APC footprint. Concerns were expressed around patient safety implications including potential variation in bioavailability, confusion arising from multiple dosage forms of buprenorphine and the impact on community pharmacy supervised services. It was felt that the more rapid dissolution may be helpful however no evidence was presented that diversion was reduced.  
Decision: Refused

	Progesterone 25mg SC/IM Injection (Lubion®)
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	Progesterone 25mg SC/IM Injection (Lubion®) has been requested by the Newcastle Fertility Centre for luteal support, in addition to vaginal progesterone, for frozen embryo transfer (FET) cycles in women who’ve experienced a prior biochemical pregnancy loss in a FET cycle.  In fresh embryo cycles Lubion® is non-inferior to progesterone vaginal gel / pessaries.  In frozen blastocyst transfer cycles a combination of IM oily progesterone plus progesterone pessaries or IM oily progesterone was more effective than vaginal progesterone alone for luteal support, leading to a significantly higher ongoing pregnancy rate.  A different progesterone preparation was used in this study, but the exposure would be similar given the proposed dose of Lubion®.  Concerns were raised regarding the generalisability of the results but it was recognised that the Newcastle Fertility Centre continually monitor their outcomes.  The applicant has confirmed  (post FSC) that women are allowed 3 egg collections cycles on the NHS and that the majority women don’t  have any eggs left over for subsequent frozen cycles.
Decision: The committee agreed that Lubion® would be added to the formulary for luteal support in patients who’ve had a previous failed biochemical pregnancy in a FET cycle. This is subject to a report of outcomes after 40 patients.  

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

	SSC2034 - NICE TA 569: Pertuzumab for adjuvant treatment of HER2-positive early stage breast cancer
	The formulary will reflect the SSC position

	SSC2036 - Approval for use for immunoglobulin (Ig) for indications that currently fall into the grey or black categories in Clinical Guidelines for Immunoglobulin use
	The formulary will reflect the SSC position

	SSC2038 - NICE TA FAD: Cemiplimab for treating metastatic or locally advanced cutaneous squamous cell carcinoma
	The formulary will reflect the SSC position

	SSC2040 - Nusinersen for treating spinal muscular atrophy Type 1 - Revised Provider Letter
	The formulary will reflect the SSC position

	SSC2041 - NICE TA FAD: Dacomitinib for untreated EGFR-positive non-small-cell lung cancer
	The formulary will reflect the SSC position

	SSC2042 - NICE TA: Atezolizumab in combination for treating metastatic non-squamous non-small-cell lung cancer
	The formulary will reflect the SSC position

	SSC2045 - Withdrawal of Marketing Authorisation for olaratumab (Lartruvo®)
	The formulary will reflect the SSC position

	SSC2047 - NICE TA FAD: Ribociclib with fulvestrant for treating hormone receptor-positive, HER2-negative, advanced breast cancer
	The formulary will reflect the SSC position

	SSC2048 - NICE Highly Specialised Technology HST9: Inotersen for treating hereditary transthyretin amyloidosis
	The formulary will reflect the SSC position

	SSC2049 - NICE TA 563: Abemaciclib with an aromatase inhibitor for untreated advanced hormone-receptor positive, HER2-negative, locally advanced or metastatic breast cancer
	The formulary will reflect the SSC position

	SSC2051 - Cholic acid and chenodeoxycholic acid for treating inborn errors of bile acid synthesis
	The formulary will reflect the SSC position

	SSC2054 - Avelumab in combination with axitinib for the first-line treatment of adult patients with advanced renal cell carcinoma (RCC)
	The formulary will reflect the SSC position

	SSC2056 - CCP: Sapropterin for Phenylketonuria (all ages)
	The formulary will reflect the SSC position

	SSC2058 - NICE TA: Brentuximab vedotin for treating CD30-positive cutaneous T-cell lymphoma. [TA577]
	The formulary will reflect the SSC position

	SSC2059 - CCP: Treatment for defined patients with multidrug-resistant tuberculosis (MDR-TB) and extensively drug-resistant tuberculosis (XDR-TB) including bedaquiline and delamanid
	The formulary will reflect the SSC position

	SSC2064 - NICE TA FAD: Olaparib tablets for maintenance treatment of BRCA mutation-positive advanced ovarian, fallopian tube or peritoneal cancer after response to first-line platinum-based chemotherapy
	The formulary will reflect the SSC position

	SSC2066 - Maternal intravenous immunoglobulin administration for prevention of alloimmune fetal and neonatal haemochromatosis disease: NHS England Reference:1906
	The formulary will reflect the SSC position

	SSC2069 - NICE TA, Appraisal Consultation Document: Neratinib for extended adjuvant treatment of hormone receptor-positive, HER2-positive early stage breast cancer after adjuvant trastuzumab
	The formulary will reflect the SSC position

	SSC2070 - NICE TA FAD: Pembrolizumab with carboplatin and paclitaxel for untreated metastatic squamous non-small-cell lung cancer
	The formulary will reflect the SSC position

	SSC2073 - NHS England Commissioning and provision of Hepatitis B Vaccination of patients with Chronic Kidney Disease (CKD)
	The formulary will reflect the SSC position

	SSC2079 - NICE Highly Specialised Technology HST10: Patisiran for treating hereditary transthyretin amyloidosis
	The formulary will reflect the SSC position

	SSC2082 - EAMS: Dupilumab in the treatment of adolescent patients ≥12 to <18 years of age with severe atopic dermatitis who have responded inadequately to at least one systemic therapy or where the available systemic therapies


	The formulary will reflect the SSC position

	5) Products considered by NICE

	TA588 Nusinersen for treating spinal muscular atrophy
	The formulary will reflect the NICE position

	TA589 Blinatumomab for treating acute lymphoblastic leukaemia in remission with minimal residual disease activity
	The formulary will reflect the NICE position

	TA590 Fluocinolone acetonide intravitreal implant for treating recurrent non-infectious uvetitis 
	The formulary will reflect the NICE position

	TA591 Letermovir for preventing cytomegalovirus disease after a stem cell transplant
	The formulary will reflect the NICE position

	TA592 Cemiplimab for treating metastatic or locally advanced cutaneous squamous cell carcinoma 
	The formulary will reflect the NICE position

	TA593 Ribociclib with fulvestrant for treating hormone receptor-positive, HER2-negative, advanced breast cancer  
	The formulary will reflect the NICE position

	TA594 Brentuximab vedotin for untreated advanced Hodgkin lymphoma Terminated appraisal
	The formulary will reflect the NICE position

	TA595 Dacomitinib for untreated EGFR mutation-positive non-small-cell lung cancer 
	The formulary will reflect the NICE position

	TA596  Risankizumab for treating moderate to severe plaque psoriasis 
	The formulary will reflect the NICE position

	TA597 Dapagliflozin with insulin for treating type 1 diabetes 
	The formulary will reflect the NICE position

	TA598 Olaparib for maintenance treatment of BRCA mutation-positive advanced ovarian, fallopian tube or peritoneal cancer after response to first-line platinum-based chemotherapy 
	The formulary will reflect the NICE position

	TA599 Sodium zirconium cyclosilicate for treating hyperkalaemia 
	The formulary will reflect the NICE position

	TA600 Pembrolizumab with carboplatin and paclitaxel for untreated metastatic squamous non-small-cell lung cancer 
	The formulary will reflect the NICE position

	TA601 Bezlotoxumab for preventing recurrent Clostridium difficile infection (terminated appraisal)
	The formulary will reflect the NICE position

	TA602 Pomalidomide with bortezomib and dexamethasone for treating relapsed or refractory multiple myeloma (terminated appraisal)
	The formulary will reflect the NICE position

	TA603 Lenalidomide with bortezomib and dexamethasone for untreated multiple myeloma (terminated appraisal)
	The formulary will reflect the NICE position

	HST10 Patisiran for treating hereditary transthyretin amyloidosis 
	The formulary will reflect the NICE position

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

	Andexanet alfa (Ondexxya®), Factor Xa inhibitor antidote.
	The formulary will reflect the N – TAG position

	Patiromer (as patiromer sorbitex calcium) for the treatment of hyperkalaemia in adults.
	The formulary will reflect the N – TAG position

	7) Regional Medicines Optimisation Committee (RMOC)

	Recent guidance and publications noted.

	8) Appeals against earlier decisions by the APC

	None

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

	· Guidance approved
· Prescribing trans anal irrigation 

· COPD guideline - Approved subject to minor alterations to formatting and title.
· Cognitive enhancing medications  - new guidance to replace existing 

· Acetylcholinesterase leaflet for primary care – Dec 17 
· Memantine information for primary care – Dec 17
· Blood glucose guideline - update 

· Non-valvular AF in primary care management  - update

· Antipsychotic leaflet  - update

· ADHD SCG Adults - update

· ADHD SCG Children  - update

· Vitamin D guidance - approved subject to minor grammatical change
· Guidance to retire:

· Acetylcholinesterase leaflet for primary care – Dec 17 
· Memantine information for primary care – Dec 17


	10) Miscellaneous decisions by the APC

	IV lidocaine
	The committee noted the report detailing adverse events and the number of patients treated with IV lidocaine for post-operative pain from NUTH and NHCFT 
Decision: It was agreed that IV lidocaine could continue to be used for post-operative pain but a further report of adverse events should be submitted to the FSC after 12 months.    

	Melatonin
	Several new licensed preparations of melatonin are now available, including: 

•
Slenyto® 1mg and 5mg tablets – licensed for insomnia in children and adolescents aged 2-   18 with Autism Spectrum Disorder (ASD) and / or Smith-Magenis syndrome, where sleep hygiene measures have been insufficient.

•
Melatonin 1mg/ml solution – licensed for the short-term treatment of jet-lag in adults.

The committee support the current position of the off label use of Circadian® and the use of unlicensed liquid until a full formal review of all the melatonin products is undertaken in relation to short and long term safety issues, efficacy and costs.  This will be progressed through the formulary subcommittee at the December meeting.

	Formulary Review
	Chapter 13 – Dermatology products

Further work required:  

•
Discussion with Dermatology required regarding rationalisation of choice of emollients. 

•
Review in relation to the British Association of Dermatology list of unlicensed specials.    

•
Review in line with the NHSE guidance “items not to be routinely prescribed in primary care” and self-care guidance.

•
Sunscreens.

•
Oxidisers and dye section.

Other items, as indicated in the document submitted to FSC, can be actioned immediately within the formulary.
Chapter 18 – wound management products

The recommendations of a working group of specialist nurses was accepted and will be reflected in the formulary

	Olodatero 2.5mcg  /tiotropium 2.5mcg inhaler (Spiolto Respimat® )  
	Recommend by the inhaler review group as an option for COPD patients who require LABA/LAMA therapy but who are unable to use the dry powder LABA/LAMA inhalers on formulary.

Decision: approved as above.           
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