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	New product information	

	

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

	Adrenaline (EURneffy)
2mg single-dose nasal spray

	Emergency treatment of severe allergic reactions (anaphylaxis) due to insect stings or bites, foods, medicinal products, and other allergens as well as idiopathic or exercise-induced anaphylaxis, for adults and children with a body weight ≥30kg 
[new formulation]

	Daratumumab (Darzalex)
1,800mg in 15mL vial
	Use as monotherapy for the treatment of adults with smouldering multiple myeloma at high risk of developing multiple myeloma [new indication]

	Dupilumab (Dupixent)
200mg in 1.14mL and 300mg in 2mL prefilled pens and syringes
	Treatment of chronic spontaneous urticaria in patients aged ≥12 years whose disease is not adequately controlled with H1 antihistamine treatment [new indication]

	Garadacimab (Andembry)
200mg in 1.2mL prefilled pen
	Routine prevention of recurrent attacks of hereditary angioedema in adults and adolescents aged ≥12 years

	Liraglutide biosimilar (Plaobes)
18mg in 3mL prefilled pen
	Use as an adjunct to a reduced-calorie diet and increased physical activity for weight management in adults with an initial body mass index (BMI) of ≥30kg/m² (obesity), or ≥27kg/m² to <30kg/m² (overweight) in the presence of at least one weight-related comorbidity such as dysglycaemia (pre-diabetes or type 2 diabetes mellitus), hypertension, dyslipidaemia or obstructive sleep apnoea. Also use as an adjunct to a healthy nutrition and increased physical activity for weight management in adolescent patients aged ≥12 years with obesity (BMI corresponding to ≥30kg/m2 for adults by international cut-off points) and body weight >60kg

	Lisocabtagene maraleucel (Breyanzi) 
5.1-322 × 106 CAR+ viable T cells in 4.6mL vials (CD4+ and CD8+ cell components in separate vials)
	Treatment of adults with relapsed or refractory follicular lymphoma after two or more lines of systemic therapy [new indication]

	LP.8.1 (Comirnaty LP.8.1 [3micrograms/dose])
3-dose vial
	Active immunisation to prevent COVID-19 caused by SARS-CoV-2 in individuals aged 6 months to 4 years

	LP.8.1 (Comirnaty LP.8.1 [10micrograms/dose])
Single-dose vial
	Active immunisation to prevent COVID-19 caused by SARS-CoV-2 in individuals aged 5 to 11 years

	LP.8.1 (Comirnaty LP.8.1 [30micrograms/dose])
Single-dose prefilled syringe
	Active immunisation to prevent COVID-19 caused by SARS-CoV-2 in individuals aged ≥12 years

	Nintedanib (Ofev)
100mg and 150mg capsules
	Use in children and adolescents aged 6-17 years for the treatment of clinically significant, progressive fibrosing interstitial lung diseases [new indication]

	Omaveloxolone (Skyclarys)
50mg capsule
	Treatment of Friedreich’s ataxia in adults and adolescents aged ≥16 years
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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.





	
	New product information	

	

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

	Pirtobrutinib (Jaypirca)
50mg and 100mg tablets
	Use as monotherapy for the treatment of adults with relapsed or refractory mantle cell lymphoma who have been previously treated with a Bruton´s tyrosine kinase (BTK) inhibitor, and use as monotherapy for the treatment of adults with relapsed or refractory chronic lymphocytic leukaemia who have been previously treated with a BTK inhibitor

	Seladelpar (Livdelzi) 
10mg capsule
	Treatment of primary biliary cholangitis, including pruritus, in adults in combination with ursodeoxycholic acid (UDCA) who have an inadequate response to UDCA alone, or as monotherapy in those unable to tolerate UDCA

	Semaglutide (Rybelsus)
1.5mg, 4mg and 9mg tablets
	Treatment of adults with insufficiently controlled type 2 diabetes mellitus to improve glycaemic control as an adjunct to diet and exercise as monotherapy when metformin is considered inappropriate due to intolerance or contraindications, and in combination with other medicinal products for the treatment of diabetes [new formulations]

	Serplulimab (Hetronifly)
100mg in 10mL vial
	Use in combination with carboplatin and etoposide for the first-line treatment of adults with extensive-stage small cell lung cancer

	Sotorasib (Lumykras)
240mg tablet
	Use as monotherapy for the treatment of adults with KRAS G12C-mutated locally advanced or metastatic non-small cell lung cancer who have progressed on, or are intolerant to, platinum-based chemotherapy and/or anti PD-1/PD-L1 immunotherapy [new higher strength formulation]

	Teprotumumab (Tepezza)
500mg vial
	Use in adults for the treatment of moderate to severe thyroid eye disease

	Tofersen (Qalsody)
100mg in 15mL vial
	Treatment of adults with amyotrophic lateral sclerosis associated with a mutation in the superoxide dismutase 1 gene

	Ustekinumab biosimilar (Pyzchiva) 
45mg in 0.5mL and 90mg in 1mL prefilled pens
	Treatment of moderate to severe plaque psoriasis in adults who failed to respond to, or who have a contraindication to, or are intolerant to other systemic therapies including ciclosporin, methotrexate (MTX) or PUVA (psoralen and ultraviolet A); use alone or in combination with MTX, for the treatment of active psoriatic arthritis in adults when the response to previous nonbiological disease-modifying anti-rheumatic drug (DMARD) therapy has been inadequate; treatment of adults with moderately to severely active Crohn’s disease who have had an inadequate response with, lost response to, or were intolerant to either conventional therapy or a TNFα antagonist or have medical contraindications to such therapies; treatment of adults with moderately to severely active ulcerative colitis who have had an inadequate response with, lost response to, or were intolerant to either conventional therapy or a biologic or have medical contraindications to such therapies [new prefilled pen formulations]

	Vorasidenib (Voranigo)
10mg and 40mg tablets
	Treatment of Grade 2 astrocytoma or oligodendroglioma with a susceptible isocitrate dehydrogenase-1 mutation or isocitrate dehydrogenase-2 mutation in adults and paediatric patients aged ≥12 years, who are not in need of immediate chemotherapy or radiotherapy following surgical intervention

	Zuranolone (Zurzuvae)
20mg, 25mg and 30mg capsules
	Treatment of moderate or severe postnatal depression in adults following childbirth

	

	










	Regulatory changes in the UK or EU	

	

	Approved in the UK

	Aflibercept biosimilar (Vgenfli)
6.6mg in 0.165mL prefilled syringe and 11.12mg in 0.278mL vial
	Use in adults for the treatment of neovascular (wet) age-related macular degeneration, visual impairment due to macular oedema secondary to retinal vein occlusion (branch RVO or central RVO), visual impairment due to diabetic macular oedema, and visual impairment due to myopic choroidal neovascularisation

	Concizumab (Alhemo)
15mg/1.5mL, 60mg/1.5mL, 150mg/1.5mL and 300mg/3mL prefilled pens
	Routine prophylaxis of bleeding in patients with haemophilia A (congenital factor VIII deficiency) with FVIII inhibitors and aged ≥12 years, and haemophilia B (congenital factor IX deficiency) with FIX inhibitors and aged ≥12 years

	Denosumab biosimilar (Denbrayce)
120mg in 1.7mL vial
	Prevention of skeletal related events (pathological fracture, radiation to bone, spinal cord compression or surgery to bone) in adults with advanced malignancies involving bone, and treatment of adults and skeletally mature adolescents with giant cell tumour of bone that is unresectable or where surgical resection is likely to result in severe morbidity

	Denosumab biosimilar (Izamby)
60mg in 1mL prefilled syringe
	Treatment of osteoporosis in postmenopausal women and in men at increased risk of fractures, treatment of bone loss associated with hormone ablation in men with prostate cancer at increased risk of fractures, and treatment of bone loss associated with long-term systemic glucocorticoid therapy in adults at increased risk of fracture

	Denosumab biosimilar (Yaxwer)
120mg in 1.7mL vial
	Prevention of skeletal related events (pathological fracture, radiation to bone, spinal cord compression or surgery to bone) in adults with advanced malignancies involving bone, and treatment of adults and skeletally mature adolescents with giant cell tumour of bone that is unresectable or where surgical resection is likely to result in severe morbidity

	Methylphenidate (Tuzulby) 
20mg, 30mg and 40mg modified-release chewable tablets
	Use as part of a comprehensive treatment programme for attention deficit/hyperactivity disorder in children and adolescents aged 6-17 years when remedial measures alone prove insufficient [new chewable modified-release tablet formulations]

	Nintedanib (Ofev)
25mg capsule
	Use in adults for the treatment of idiopathic pulmonary fibrosis; use in adults for the treatment of other chronic fibrosing interstitial lung diseases with a progressive phenotype; use in children and adolescents aged 6-17 years for the treatment of clinically significant, progressive fibrosing interstitial lung diseases; use in adults, adolescents and children aged ≥6 years for the treatment of systemic sclerosis associated interstitial lung disease 
[new lower strength capsule]

	Riociguat (Adempas)
0.15mg in 1mL granules for oral suspension
	Treatment of pulmonary arterial hypertension in paediatric patients aged 6-17 years with WHO Functional Class II to III in combination with endothelin receptor antagonists 
[new granules for oral suspension formulation]

	Talazoparib (Talzenna)
0.35mg and 0.5mg capsules
	Use as monotherapy for the treatment of adults with germline BRCA1/2-mutations, who have HER2-negative locally advanced or metastatic breast cancer – patients should have been previously treated with an anthracycline and/or a taxane in the (neo)adjuvant, locally advanced or metastatic setting unless patients were not suitable for these treatments, and patients with hormone receptor-positive breast cancer should have been treated with a prior endocrine-based therapy, or be considered unsuitable for endocrine-based therapy; use in combination with enzalutamide for the treatment of adults with metastatic castration-resistant prostate cancer in whom chemotherapy is not clinically indicated 
[new capsule formulations]

	Ustekinumab biosimilar (Yesintek)
130mg in 26mL vial
	Treatment of adults with moderately to severely active Crohn’s disease who have had an inadequate response with lost response to, or were intolerant to either conventional therapy or a TNFα (tumor necrosis factor alpha) antagonist or have medical contraindications to such therapies; treatment of adults with moderately to severely active ulcerative colitis who have had an inadequate response with, lost response to, or were intolerant to either conventional therapy or a biologic or have medical contraindications to such therapies

	

	
	







	Regulatory changes in the UK or EU	

	

	Approved in the UK (continued)

	Ustekinumab biosimilar (Yesintek)
45mg in 0.5mL and 90mg in 1mL prefilled syringes and 45mg in 0.5mL vial
	Treatment of moderate to severe plaque psoriasis in adults who failed to respond to, or who have a contraindication to, or are intolerant to other systemic therapies including ciclosporin, methotrexate (MTX) or PUVA (psoralen and ultraviolet A); treatment of moderate to severe plaque psoriasis in children and adolescent patients aged ≥6 years, who are inadequately controlled by, or are intolerant to, other systemic therapies or phototherapies; use alone or in combination with MTX, is indicated for the treatment of active psoriatic arthritis in adults when the response to previous non-biological disease-modifying anti-rheumatic drug therapy has been inadequate; treatment of adults with moderately to severely active Crohn’s disease who have had an inadequate response with, lost response to, or were intolerant to either conventional therapy or a TNFα antagonist or have medical contraindications to such therapies; treatment of adults with moderately to severely active ulcerative colitis who have had an inadequate response with, lost response to, or were intolerant to either conventional therapy or a biologic or have medical contraindications to such therapies

	

	
	

	Recommended for approval in the UK or EU

	Asciminib (Scemblix)
	Treatment of adults with Philadelphia chromosome-positive chronic myeloid leukaemia in chronic phase [EU] [licence change from use only after treatment with 2 or more tyrosine kinase inhibitors]

	Brensocatib (Brinsupri)
	Treatment of non-cystic fibrosis bronchiectasis in patients aged ≥12 years with two or more exacerbations in the prior 12 months [EU]

	Cemiplimab (Libtayo)
	Use as monotherapy for the adjuvant treatment of adults with cutaneous squamous cell carcinoma at high risk of recurrence after surgery and radiation [EU] [new indication]

	Guselkumab (Tremfya)
	Treatment of moderate to severe plaque psoriasis in children and adolescents aged ≥6 years who are candidates for systemic therapy [EU] [new indication]

	Lisocabtagene maraleucel (Breyanzi)
	Treatment of adults with relapsed or refractory mantle cell lymphoma after at least two lines of systemic therapy including a Bruton’s tyrosine kinase inhibitor [EU] [new indication]

	Mitapivat (Pyrukynd)
	Use in adults for the treatment of anaemia associated with transfusion-dependent and non-transfusion-dependent alpha- or beta-thalassaemia [EU] 
[new 100mg tablet formulation with new indication]

	Nirmatrelvir + ritonavir 
(Paxlovid)
	Treatment of coronavirus disease 2019 (COVID-19) in adults and paediatric patients aged ≥6 years weighing ≥20kg who do not require supplemental oxygen and who are at increased risk for progressing to severe COVID 19 [EU] [licence change from use only in adults]

	Obinutuzumab (Gazyvaro)
	Use in combination with mycophenolate mofetil for the treatment of adults with active Class III or IV, with or without concomitant Class V, lupus nephritis [EU] [new indication]

	Rilzabrutinib (Wayrilz)
	Treatment of immune thrombocytopenia in adults who are refractory to other treatments [EU]

	Sugemalimab (Cejemly)
	Treatment of unresectable stage III non-small cell lung cancer with no sensitising EGFR mutations, or ALK, ROS1 genomic tumour aberrations in adults whose tumours express PD-L1 on ≥1% of tumour cells and whose disease has not progressed following platinum-based chemoradiotherapy [EU] [new indication]

	
	

	
	

	
	






	Regulatory changes in the UK or EU	

	
	

	Filed for approval in the UK or EU

	Icotrokinra 
	Treatment of plaque psoriasis in adults and adolescents aged ≥12 years

	Omalizumab biosimilar – ADL018/AVT23
	Chronic spontaneous urticaria and other Xolair indications

	
	

	
	

	Other UK/EU developments

	Belumosudil (Rezurock)
	Treatment of patients aged ≥12 years with chronic graft-versus-host disease who have received at least two prior lines of systemic therapy – not recommended for approval in EU Note: Already approved and launched in UK

	BNT111
	Unresectable advanced melanoma in adults, second and subsequent line after anti-PD-1/PD-L1 regimen with cemiplimab – development discontinued (lack of efficacy)

	Cobolimab
	Advanced non-small cell lung cancer in adults, second-line with dostarlimab and docetaxel – development discontinued (company decision)

	Cytomegalovirus vaccine
	Cytomegalovirus infection prevention in girls aged >16 years and women of childbearing age to prevent transmission in newborn infants  – development discontinued (lack of efficacy)

	Dostarlimab (Jemperli) 
	Advanced non-small cell lung cancer in adults, second-line with docetaxel +/- cobolimab – development discontinued (company decision)

	Dupilumab (Dupixent)
	Allergic bronchopulmonary aspergillosis and asthma that is uncontrolled on existing treatments in patients aged >12 years – development discontinued (company decision)

	Latozinemab 
	Early-stage, C9orf72-associated amyotrophic lateral sclerosis in adults – development discontinued (company decision)

	Latozinemab 
	Frontotemporal dementia due to heterozygous mutations in the progranulin gene in adults – development discontinued (lack of efficacy)

	Lenvatinib (Lenvima)
	Incurable, non-metastatic hepatocellular carcinoma in adults, first-line with pembrolizumab and transarterial chemoembolisation – development discontinued (lack of efficacy)

	Lutetium (177Lu) oxodotreotide (Lutathera)
	Newly diagnosed unresectable or metastatic, grade 2 or 3 somatostatin receptor-positive gastroenteropancreatic neuroendocrine tumours in adults – UK development discontinued (company decision)

	Osimertinib (Tagrisso)
	Resectable stage II or IIIB, EGFR-positive non-small cell lung cancer in adults, neoadjuvant therapy with or without chemotherapy – UK development discontinued (company decision)

	Pembrolizumab (Keytruda)
	Hepatocellular carcinoma in adults, adjuvant treatment after surgical resection or local ablation – UK development discontinued (company decision)

	Pembrolizumab (Keytruda)
	Incurable, non-metastatic hepatocellular carcinoma in adults, first-line with lenvatinib and transarterial chemoembolisation – development discontinued (lack of efficacy)
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