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TA Asthma (eosinophilic, severe) - mepolizumab—not recom-mended (ACD)  
Belimumab for treating active autoantibody-positive systemic lupus erythematosus [TA397] - recommended 

 Melanoma (metastatic) - talimo-gene laherparepvec - not rec-ommended (ACD) 
Nivolumab in combination with ipilimumab for treating ad-vanced melanoma [TA400] - recommended 

 Idiopathic pulmonary fibrosis - pirfenidone (review TA282) - changes to TA282 not recom-mended (ACD) 

Azacitidine for treating acute myeloid leukaemia with more than 30% bone marrow blasts [TA399] - not recommended 
 Lung cancer (non-small cell, metastatic) - ramucirumab (after platinum chemotherapy) - not recommended (FAD) 

Lumacaftor–ivacaftor for treat-ing cystic fibrosis homozygous for the F508del mutation [TA398] - not recommended 
 Colorectal cancer (metastatic) - trifluridine (with tipiracil hydro-chloride, after standard therapy) - recommended (FAD) 

 

 Lung cancer (non small cell, non squamous) - pemetrexed (review of TA309) - CDF rapid reconsideration process—recommended (FAD) 

 

 Neuroblastoma (high-risk) - di-nutuximab (maintenance, after therapy) - not recommended (FAD)  

 

 Leukaemia (chronic myeloid) - bosutinib (review of TA299) - CDF rapid reconsideration proc-ess—recommended (FAD) 

 

 Prostate cancer (advanced, hor-mone dependent) - degarelix depot - recommended (FAD) 
 

CG Fertility (partial update of CG156) Non-Hodgkin’s lymphoma: diag-nosis and management [NG52] 
 Heavy menstrual bleeding (partial update of CG44) Sepsis: recognition, diagnosis and early management [NG51] 
  Cirrhosis in over 16s: assess-ment and management [NG50] 
  Non-alcoholic fatty liver disease (NAFLD): assessment and man-agement [NG49] 

What actions do you still 
need to take to ensure 
these  published NICE  
guidances are implemented 
in your locality or Trust?  
What arrangements are in 
place to plan for the intro-
duction of the forthcoming 
guidances? 
What barriers to implemen-
tation do you foresee? 
Did you know that we also 
produce a spreadsheet to 
help you keep track of local 
implementation of TAs?  
And spreadsheets to help 
you forward plan for TAs 
and CGs?    
Click here 

 ACD = Appraisal consultation document  FAD = Final appraisal determination For further information refer to guide  
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New medicines and major licence changes 
New medicines to the market in the UK: 
Ixekizumab (Taltz) pre-filled syringe/pen for the treatment of moderate to severe plaque psoriasis in adults [NICE TA Oct 2016] 
Emtricitabine/rilpivirine/tenofoviralafenamide (Odefsey) tabs for the treatment of adults and adolescents (aged 12 years and older with body weight at least 35 kg) infected with human immunodeficiency virus-1 (HIV-1) without known mutations associated with resistance to the non-nucleoside reverse transcriptase inhibitor (NNRTI) class, tenofovir or emtricitabine and with a viral load ≤ 100,000 HIV-1 RNA copies/mL. 
Nonacog gamma (Rixubis) injection for the treatment and prophylaxis of bleeding in patients with haemophilia B (congenital factor IX deficiency).  
Daratumumab (Darzalex) infusion as a monotherapy for the treatment of adult patients with relapsed and refractory multiple myeloma, whose prior therapy included a proteasome inhibitor and an immunomodulatory agent and who have demonstrated disease progression on the last therapy [NICE TA Jul 2017] 
Autologous CD34+ enriched cell fraction transduced with retroviral vector that encodes for human ADA cDNA sequence (Strimvelis) infusion for the treatment of patients with severe combined immunodeficiency due to adenosine deaminase deficiency, for whom no suitable human leukocyte antigen-matched related stem cell donor is available. 
Tropicamide/lidocaine/ phenylephrine (Mydrane) intracameral injection for treatment for cataract surgery in adults to obtain mydriasis and intraocular anaesthesia during the surgical procedure. 
Olmesartan (generic, Aurobindo Pharma-Milpharm) tabs for the treatment of essential hypertension. 
Bosentan (generic, Aurobindo Pharma-Milpharm) tabs for the treatment of pulmonary arterial hypertension to improve exercise capacity and symptoms in patients with WHO functional class III. 
Budesonide/formoterol (Symbicort pMDI) metered-dose inhaler for symptomatic treatment of COPD with a post-bronchodilator FEV1 <70% predicted and a history of exacerbations despite regular bronchodilator therapy.  
Asparaginase (Spectrila) infusion as a component of antineoplastic combination therapy for the treatment of acute lymphoblastic leukaemia (ALL) in paediatric patients from birth to 18 years and adults.  
Mercaptamine (PROCYSBI) caps for nephropathic cystinosis. 
  

Drug Safety 
The latest MHRA Drug Safety Update  warns of cases of calciphylaxis  (a very rare but serious condition causing vascular calcification and skin necrosis) reported in patients taking warfarin. The MHRA have reminded prescribers to consider the possibility of il-licit drug use and interactions when prescribing any medicines that have the potential to inter-act adversely, following a Coroner’s report raised concerns about a suspected drug interaction between citalopram and cocaine after the death of a man due to subarachnoid haemorrhage.   The EMA’s Committee for Medicinal Products for Human Use has updated  recommendations to minimise the risk of serious infections in patients  treated with idelalisib (Zydelig). All patients should receive Pneumocystis jirovecii pneumonia prophylaxis during treatment and this should be continued for up to 6 months after treatment with Zydelig has stopped. Patients receiving Zydelig should also be monitored for signs of infec-tion and have regular blood tests to detect neutropenia.  
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With thanks to the Regional Drug and Therapeutics Centre. Further information is available from http://rdtc.nhs.uk/publications/publication-type/monthly-horizon-scanning-reports  

The following have been given a positive opinion for a new indication by the European Medicines Agency: 
Ibrutinib (Imbruvica) caps - amendments to existing indications (refer to SPC for details). 
Abatacept (Orencia) injection for the treatment of highly active and progressive disease in adult patients with rheumatoid arthritis not previously treated with methotrexate.  
Crizotinib (Xalkori) caps for the treatment of adults with ROS1-positive advanced non-small cell lung cancer (NSCLC). 
5-Aminolevulanic acid (Ameluz) gel for treatment of actinic keratosis of mild to moder-ate severity on the face and scalp (Olsen grade 1 to 2) and of field cancerization. 
Emtricitabine / tenofovir disoproxil fumarate (Truvada) tabs indicated in combination with safer sex practices for pre-exposure prophylaxis (PrEP) to reduce the risk of sexually acquired HIV 1 infection in adults at high risk. 
Idelalisib (Zydelig) tabs in combination with an anti‑CD20 monoclonal antibody (rituximab or 
ofatumumab) for the treatment of adult patients with chronic lymphocytic leukaemia (CLL)who have 
received at least one prior therapy, or as first line treatment in the presence of 17p deletion 
or TP53 mutation in patients who are not eligible for any other therapies. 
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The following have been given a positive opinion for a new marketing authorisation by the European Medicines Agency: 
Enoxaparin (Inhixa; Thorinane) injection for various disorders related to blood clots in adults (e.g. VTE prophylaxis, treatment of DVT/PE, treatment of unstable angina and non-Q wave MI, treatment of STEMI) 
Irinotecan (Onivyde) infusion for the treatment of metastatic adenocarcinoma of the pancreas in combination with 5-fluorouracil and leucovorin. 
Lenvatinib (Kisplyx) caps, in combination with everolimus, for the treatment of patients with unresectable advanced or metastatic renal cell carcinoma.  
Glycopyrronium (Sialanar) oral solution for the symptomatic treatment of severe sialorrhoea (chronic pathological drooling) in children and adolescents aged 3 years and older with chronic neurological disorders. 
Cabozantinib (Cabometyx) tabs for the treatment of advanced renal cell carcinoma (RCC) in adults following prior vascular endothelial growth factor (VEGF)-targeted therapy.  
Eluxadoline (Truberzi) tabs for the treatment of irritable bowel syndrome with diarrhoea   

Changes to licensed indications of existing medicines in the UK: 
Deferiprone (Ferriprox) tabs and oral solution now indicated in combination with another chelator in patients with thalassaemia major when monotherapy with any iron chelator is ineffective, or when prevention or treatment of life-threatening consequences of iron overload (mainly cardiac overload) justifies rapid or intensive correction.  
Obinutuzumab (Gazyvaro) infusion now indicated in combination with bendamustine, followed by Gazyvaro maintenance, for the treatment of patients with follicular lymphoma who did not respond or who progressed during or up to 6 months after treatment with rituximab or a rituximab-containing regimen.  
Bevacizumab (Avastin) infusion now indicated in combination with erlotinib for first-line treatment of adult patients with unresectable advanced, metastatic or recurrent non-squamous non-small cell lung cancer with epidermal growth factor receptor-activating mutations. 
Everolimus (Afinitor) tabs now indicated for treatment of unresectable or metastatic, well-differentiated (Grade 1 or Grade 2) non-function neuroendocrine tumours of gastrointestinal or lung origin in adults with progressive disease.  


