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	New product information	

	

	Launched in the UK (or licence change for existing products)

	Acalabrutinib (Calquence)
100mg tablet
	Use as monotherapy for the treatment of adults with relapsed or refractory mantle cell lymphoma not previously treated with a BTK inhibitor [new indication]

	Pitolisant (Wakix)
4.5mg and 18mg tablets
	Treatment of narcolepsy 	with or without cataplexy, in children and adolescents aged 6 to 17 years [licence change from use only in adults]

	Vonicog alfa (Veyvondi)
650IU and 1,300IU vials
	Treatment of haemorrhage in children (aged less than 18 years) with von Willebrand disease, when desmopressin treatment alone is ineffective or contraindicated [licence change from use only in adults]

	

	





	Regulatory changes in the UK or EU	

	

	Approved in the UK

	Bevacizumab biosimilar  (Ankevda)
100mg in 4ml and 400mg in 16ml vials
	Treatment of adults with metastatic carcinoma of the colon or rectum, metastatic breast cancer, unresectable advanced, metastatic or recurrent non-small cell lung cancer, advanced and/or metastatic renal cell cancer, epithelial ovarian, fallopian tube, or primary peritoneal cancer, and persistent, recurrent, or metastatic carcinoma of the cervix

	Deuruxolitinib (Leqselvi)
8mg tablet
	Treatment of adults with severe alopecia areata

	Estradiol (Estradiol Besins)
0.75mg/1.25g gel
	Hormone replacement therapy for oestrogen deficiency symptoms in
postmenopausal women and prevention of osteoporosis in postmenopausal women at high risk of future fractures who are intolerant of, or contraindicated for, other medicinal products approved for the prevention of osteoporosis 


	

	
	

	Recommended for approval in the UK or EU

	Dabrafenib (Tafinlar)
	Use as monotherapy or in combination with trametinib for the adjuvant treatment of adults and adolescents aged 12 years and older with Stage III melanoma with a BRAF V600 mutation, following complete resection [EU] [licence change from use only in adults]

	Dabrafenib (Tafinlar)
	Use as monotherapy or in combination with trametinib for the treatment of adults and adolescents aged 12 years and older with unresectable or metastatic melanoma with a BRAF V600 mutation [EU] [licence change from use only in adults]

	Dabrafenib (Tafinlar)
	Use in combination with trametinib for the treatment of adults with locally advanced or metastatic differentiated thyroid cancer with a BRAF V600E mutation, refractory to or not eligible for radioactive iodine who have progressed during or after prior systemic therapy [EU] [new indication]

	Deucravacitinib (Sotyktu)
	Use alone or in combination with methotrexate, for the treatment of active psoriatic arthritis in adults who have had an inadequate response or who have been intolerant to a prior disease-modifying antirheumatic therapy [EU] [new indication]
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	This newsletter is produced by SPS Horizon Scanning and highlights recent new product launches and medicines regulatory changes. More detailed information on medicines estimated to become available for use in the next 2 financial years and on marketed medicines expected to have major new indications approved is in Prescribing Outlook.




	If you do not wish to continue receiving NDO Newsletter log in and update your profile at www.ukmi.nhs.uk/ndo

	In September 2011 | 229 monographs updated | 14 evidence-based evaluations added | 2,200 registered NDO users



	This is a NHS document not to be used for commercial purposes

	New Medicines News is one of several horizon scanning resources produced by the Specialist Pharmacy Service to support managed introduction of new medicines into the NHS, to help organisations develop medicines management policies and to inform prescribing decisions when a product has been launched. 
For more information or if you have a question about this newsletter, contact nwmedinfo@nhs.net.





	Regulatory changes in the UK or EU	

	
	

	Recommended for approval in the UK or EU (continued)

	Ferric maltol (Feraccru)
	Treatment of iron deficiency in adults and adolescents aged 12 years and older 
[EU] [licence change from use only in adults]

	Inotuzumab ozogamicin (Besponsa)
	Use as monotherapy for treatment of paediatric patients 1 year and older with CD22-positive B cell precursor ALL: in first relapse after allo-haematopoietic stem cell transplant; after any first relapse in patients with very high risk disease; after a second or greater relapse; and in those with refractory disease. Patients with Philadelphia chromosome positive disease should have exhausted relevant BCL-ABL targeting treatment options. [EU] [licence change from use only in adults]

	Leniolisib (Joenja)
	Treatment of activated phosphoinositide 3-kinase delta syndrome in adults and adolescents 12 years of age and older and weighing 45 kg or more [EU]

	Lomitapide (Lojuxta)
	Use as an adjunct to a low‑fat diet and other lipid‑lowering medicinal products with or without low density lipoprotein apheresis for the treatment of adult and paediatric patients aged 5 years and older with homozygous familial hypercholesterolaemia 
[EU] [licence change from use only in adults]

	Lurbinectedin (Zepzelca)
	Use in combination with atezolizumab, for the maintenance treatment of adults with extensive-stage small cell lung cancer whose disease has not progressed after first-line induction therapy with atezolizumab, carboplatin and etoposide [EU]

	Mexiletine (Namuscla)
	Symptomatic treatment of myotonia in adults with non-dystrophic myotonic disorders [EU] [new 62mg and 83mg strength capsule formulations]

	Mexiletine (Namuscla)
	Symptomatic treatment of myotonia in children aged 6 to 11 years weighing at least 20 kg, adolescents aged 12 to 17 years and adults with non-dystrophic myotonic disorders [EU] [licence change from use only in adults]

	Nadofaragene firadenovec (Adstiladrin)
	Use as monotherapy for the treatment of adult patients with Bacillus Calmette-Guérin -unresponsive non-muscle invasive bladder cancer with carcinoma in situ with or without papillary tumours [EU]

	Pneumococcal polysaccharide conjugate vaccine (Capvaxive)
	Active immunisation for the prevention of invasive disease and pneumonia caused by Streptococcus pneumoniae in children and adolescents 2 to less than 18 years of age who previously completed a primary paediatric pneumococcal vaccination regimen [EU] [licence change from use only in adults]

	Respiratory syncytial virus vaccine (mResvia)
	Active immunisation for the prevention of lower respiratory tract disease (LRTD) caused by respiratory syncytial virus (RSV) in adults 18 years of age and older 
[EU] [licence change from use only in adults from age 60 years or age 18 to 59 years who are at increased risk for LRTD caused by RSV]

	Selpercatinib (Retsevmo)
	Use as monotherapy for the treatment of adults and paediatric patients 2 years of age and older with advanced RET fusion-positive solid tumours, when treatment options not targeting RET provide limited clinical benefit, or have been exhausted 
[EU] [licence change from use only from age 12 years]

	Selpercatinib (Retsevmo)
	Use as monotherapy for the treatment of adults and paediatric patients 2 years of age and older with advanced RET fusion-positive thyroid cancer who are radioactive iodine-refractory (if radioactive iodine is appropriate)
[EU] [licence change from use only from age 12 years]

	Selpercatinib (Retsevmo)
	Use as monotherapy for the treatment of adults and paediatric patients 2 years of age and older with advanced RET-mutant medullary thyroid cancer
[EU] [licence change from use only from age 12 years]


	Setmelanotide (Imcivree)
	Treatment of obesity and the control of hunger in adults and children 4 years of age and above with acquired hypothalamic obesity due to hypothalamic injury or impairment [EU] [new indication]

	




	

	Regulatory changes in the UK or EU	

	

	Recommended for approval in the UK or EU (continued)

	Serplulimab (Hetronifly)
	Use in combination with fluoropyrimidine- and platinum-based chemotherapy for the first-line treatment of adults with unresectable, locally advanced, recurrent or metastatic oesophageal squamous cell carcinoma whose tumours express PD-L1 with a CPS ≥5 [EU] [new indication]

	Serplulimab (Hetronifly)
	Use in combination with carboplatin and pemetrexed for the first-line treatment of adults with non-squamous non-small cell lung cancer (NSCLC) with no EGFR, ALK or ROS1 positive mutations and who have locally advanced NSCLC who are not candidates for surgery or radiotherapy, or metastatic NSCLC [EU] [new indication]

	Tarlatamab (Imdylltra)
	Use as monotherapy to treat adults with extensive-stage small cell lung cancer who require systemic therapy following disease progression on or after first-line treatment with platinum-based chemotherapy [EU]

	Trametinib (Mekinist)
	Use in combination with dabrafenib is indicated for the adjuvant treatment of adults and adolescents aged 12 years and older with Stage III melanoma with a BRAF V600 mutation, following complete resection [EU] [licence change from use only in adults]

	Trametinib (Mekinist)
	Use as monotherapy or in combination with dabrafenib for the treatment of adults and adolescents aged 12 years and older with unresectable or metastatic melanoma with a BRAF V600 mutation [EU] [licence change from use only in adults]

	Trametinib (Mekinist)
	Use in combination with dabrafenib for the treatment of adults with locally advanced or metastatic differentiated thyroid cancer with a BRAF V600E mutation, refractory to or not eligible for radioactive iodine who have progressed during or after prior systemic therapy [EU] [new indication]

	
	

	
	

	Filed for approval in the UK or EU

	Baxdrostat 
	Treatment of hypertension in adults [EU]

	Cefepime + zidebactam (Zaynich)
	Treatment of a number of infections in adults [EU]

	Ceftolozane + tazobactam (Zerbaxa)
	Treatment of hospital-acquired pneumonia, including ventilator-associated pneumonia, in paediatric patients from birth to 17 years [EU] [new indication]

	Delgocitinib (Anzupgo)
	Treatment of adolescents 12 years and older with moderate to severe chronic hand eczema for whom topical corticosteroids are inadequate or inappropriate 
[EU] [licence change from use only in adults]

	Deuruxolitinib (Leqselvi)
	Treatment of alopecia areata in adults [EU]

	Evolocumab (Repatha SureClick)
	Use in adults at high risk for a first cardiovascular event 
[EU] [licence change from use only in those diagnosed with cardiovascular disease]

	Garetosmab (Activin A)
	Treatment of adults with fibrodysplasia ossificans progressiva [EU]

	Glecaprevir + pibrentasvir (Maviret)
	Treatment of acute hepatitis C infection, in adults and adolescents [EU] [licence change from use only in chronic disease]

	Hexaminolevulinate hydrochloride (Cevira)
	Treatment of adults with histologically confirmed cervical high-grade squamous intraepithelial lesions [EU]

	Ianalumab 
	Treatment of Sjögren’s disease in adults [EU]

	Linerixibat (Lynavoy)
	Treatment of cholestatic pruritus in adults with primary biliary cholangitis [EU and UK]

	Methylphenidate (Tuzulby)
	Attention-deficit hyperactivity disorder in children aged 6 years of age and over when remedial measures alone prove insufficient [EU] [new 5 mg/ml powder for prolonged-release oral suspension formulation]

	Omalizumab biosimilar (TEV-45779)
	Treatment of asthma in adults and children from 6 years of age, and treatment of chronic rhinosinusitis with nasal polyps in adults [EU]

	Pembrolizumab (Keytruda SC)
	Melanoma 	and classical Hodgkin lymphoma, in adolescents aged 12 years and older [EU] [licence change from use only in adults]

	
	

	
	

	Filed for approval in the UK or EU (continued)

	Sacituzumab govitecan (Trodelvy)
	Treatment of adults with unresectable locally advanced or metastatic triple negative breast cancer who have not received prior systemic therapy for metastatic disease and whose tumours express PD-L1 with a combined positive score ≥10, in combination with pembrolizumab [EU] [new indication]

	Sonrotoclax 
	Treatment of adults with relapsed or refractory mantle cell lymphoma [EU]

	Taletrectinib (Ibtrozi)
	Treatment of advanced ROS1-positive non-small cell lung cancer in adults [EU]

	Tanruprubart 
	Treatment of Guillain-Barré syndrome in adults and children [EU]

	Teclistamab (Tecvayli)
	Treatment of adults with relapsed or refractory multiple myeloma who have received at least one prior therapy, in combination with daratumumab [EU] [licence change from use after at least three prior therapies]

	Veligrotug 
	Treatment of moderate to severe thyroid eye disease in adults [EU]

	Venetoclax (Venclyxto)
	Treatment of adults with previously untreated chronic lymphocytic leukaemia, in combination with ibrutinib [EU] [licence change from use only with obinutuzumab – note: the SmPCs for ibrutinib (Imbruvica capsules, all strengths, 140mg, 280mg, 420mg and 560mg) were updated with this change (to allow use in combination with venetoclax in previously untreated CLL) in Aug 22]

	
	

	
	

	Other UK/EU developments

	Atezolizumab (Tecentriq) 
	Stage II, IIIA or select IIIB non-small cell lung cancer in adults, neoadjuvant treatment with platinum-based chemotherapy and adjuvant monotherapy – development discontinued (lack of efficacy)

	Blarcamesine (Blarcamesine Anavex)
	Treatment of early Alzheimer's disease (mild cognitive impairment and mild dementia), in adults – EU filing withdrawn

	Semaglutide (Ozempic)
		Symptomatic peripheral arterial disease (PAD) with intermittent claudication, in adults with type 2 diabetes – MHRA updates SmPC with data from the STRIDE PAD functional outcomes study but no change made to the licensed indication

	Tazemetostat (Tazverik)
	Follicular lymphoma, 	relapsed or refractory, EZH2-positive, in adults, second-line or later with lenalidomide and rituximab – development discontinued (safety concern)

	Emugrobart
	Spinal muscular atrophy (SMA) 	5q, in adults and children aged 2 years and older, with risdiplam – development discontinued (lack of efficacy)
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