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	New product information	

	

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

	Acalabrutinib (Calquence)
100mg tablet
	Use in combination with venetoclax with or without obinutuzumab for the treatment of adults with previously untreated chronic lymphocytic leukaemia [new indication]

	Amivantamab (Rybrevant)
2,240mg in 14mL and 1,600mg in 10mL vials
	Use in combination with lazertinib for the first-line treatment of adults with advanced non-small cell lung cancer (NSCLC) with epidermal growth factor receptor (EGFR) Exon 19 deletions or Exon 21 L858R substitution mutations, and as monotherapy for treatment of adults with advanced NSCLC with activating EGFR Exon 20 insertion mutations, after failure of platinum-based therapy [new subcutaneous formulations]

	Budesonide + formoterol 
(Symbicort Turbohaler)
100micrograms/6micrograms per inhalation inhaler
	Use in adults, adolescents, and children aged ≥6 years for the regular treatment of asthma where use of a combination (inhaled corticosteroid and long-acting β2 adrenoceptor agonist) is appropriate: patients not adequately controlled with inhaled corticosteroids and “as needed” inhaled short-acting β2 adrenoceptor agonists, or patients already adequately controlled on both inhaled corticosteroids and long-acting β2 adrenoceptor agonists [licence change from use only in people aged ≥12 years]

	Cabozantinib 
(Cabozantinib Ipsen)
20mg, 40mg and 60mg tablets

	Treatment of adults with unresectable or metastatic, well differentiated extra-pancreatic and pancreatic neuroendocrine tumours who have progressed following at least one prior systemic therapy other than somatostatin analogues [new indication]

	Canakinumab (Ilaris)
150mg in 1mL prefilled pen
	Treatment of the autoinflammatory periodic fever syndromes in adults, adolescents and children aged 2 years and older: cryopyrin-associated periodic syndromes (including Muckle-Wells syndrome, neonatal-onset multisystem inflammatory disease / chronic infantile neurological, cutaneous, articular syndrome, severe forms of familial cold autoinflammatory syndrome / familial cold urticaria presenting with signs and symptoms beyond cold-induced urticarial skin rash), tumour necrosis factor receptor associated periodic syndrome, hyperimmunoglobulin D syndrome / mevalonate kinase deficiency, and familial Mediterranean fever. Also treatment of active Still’s disease including adult-onset Still’s disease and systemic juvenile idiopathic arthritis in patients aged ≥2 years who have responded inadequately to previous therapy with non-steroidal anti-inflammatory drugs (NSAIDs) and systemic corticosteroids, and symptomatic treatment of adults with frequent gouty arthritis attacks (at least 3 attacks in the previous 12 months) in whom NSAIDs and colchicine are contraindicated, are not tolerated, or do not provide an adequate response, and in whom repeated courses of corticosteroids are not appropriate [new prefilled pen formulation]

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

	Influenza vaccine 
(Supemtek TIVr)
Single-dose prefilled syringe
	Active immunisation for the prevention of influenza disease in adults
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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)

	Levodopa (Inbrija)
33mg capsule for inhalation 
	Intermittent treatment of episodic motor fluctuations (OFF episodes) in adults with Parkinson's disease treated with a levodopa/dopa-decarboxylase inhibitor 
[new inhaled formulation]

	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]

	Mirikizumab (Omvoh)
200mg in 2mL prefilled pen
	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 biologic treatment [new higher dose formulation]

	Nirsevimab (Beyfortus)
	Prevention of respiratory syncytial virus (RSV) lower respiratory tract disease in neonates and infants during their first RSV season, and children up to 24 months of age who remain vulnerable to severe RSV disease through their second RSV season

	Nivolumab (Opdivo)
600mg in 5mL vial
	Use in combination with cisplatin and gemcitabine for first-line treatment of adults with unresectable or metastatic urothelial carcinoma; use in combination with ipilimumab for first-line treatment of adults with mismatch repair deficient or microsatellite instability‑high unresectable or metastatic colorectal cancer; use in combination with platinum-based chemotherapy as neoadjuvant treatment, and then continued as monotherapy as adjuvant treatment after surgical resection, for treatment of adults with resectable (tumours ≥4cm or node-positive) non-small cell lung cancer and no known EGFR mutations or ALK rearrangements [new indications]

	Omalizumab biosimilar (Omlyclo) 
75mg in 0.5mL and 150mg in 1mL prefilled pens
	Use as add-on therapy to improve asthma control in adults and adolescents aged ≥12 years with severe persistent allergic asthma who have a positive skin test or in vitro reactivity to a perennial aeroallergen and who have reduced lung function (FEV1<80%) as well as frequent daytime symptoms or night-time awakenings and who have had multiple documented severe asthma exacerbations despite daily high-dose inhaled corticosteroids, plus a long-acting inhaled beta2-agonist; use as add-on therapy to improve asthma control in children aged 6 to 11 years with severe persistent allergic asthma who have a positive skin test or in vitro reactivity to a perennial aeroallergen and frequent daytime symptoms or night-time awakenings and who have had multiple documented severe asthma exacerbations despite daily high-dose inhaled corticosteroids, plus a long-acting inhaled beta2- agonist (note: Omlyclo treatment should only be considered for patients with convincing immunoglobulin E-mediated asthma); use as add-on therapy with intranasal corticosteroids (INC) for the treatment of adults with severe chronic rhinosinusitis with nasal polyps for whom therapy with INC does not provide adequate disease control

	Omalizumab biosimilar (Omlyclo) 
150mg in 1mL prefilled pen
	Use as add-on therapy for the treatment of chronic spontaneous urticaria in adults and adolescents aged ≥12 years with inadequate response to H1 antihistamine treatment

	Trastuzumab deruxtecan 
(Enhertu)
100mg vial
	Use as monotherapy for the treatment of adults with unresectable or metastatic hormone receptor-positive, HER2-low or HER2-ultralow breast cancer who have received at least one endocrine therapy in the metastatic setting and who are not considered suitable for endocrine therapy as the next line of treatment [new indication]

	Ustekinumab (Stelara)
45mg in 0.5mL prefilled syringe, 45mg in 0.5mL vial, 90mg in 1mL prefilled syringe and 130mg in 26mL vial
	Treatment of moderately to severely active Crohn’s disease in paediatric patients weighing ≥40kg, who have had an inadequate response to, or were intolerant to either conventional or biologic therapy [new indication]

	

	







	Regulatory changes in the UK or EU	

	

	Approved in the UK

	Adalimumab biosimilar (Qletli)
40mg in 0.8mL prefilled syringe
	Treatment of rheumatoid arthritis in adults, juvenile idiopathic arthritis, axial spondyloarthritis in adults, psoriatic arthritis in adults, psoriasis in adults, paediatric plaque psoriasis, hidradenitis suppurativa in adults and adolescents aged ≥12 years, Crohn’s disease in adults, paediatric Crohn's disease, ulcerative colitis in adults, paediatric ulcerative colitis, uveitis in adults and paediatric uveitis 
See SmPC for full indication

	Aflibercept biosimilar (Mynzepli)
3.6mg in 0.09mL prefilled syringe and 4mg in 0.1mL vial
	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

	Bosutinib (Bosulif)
50mg and 100mg capsules
	Treatment of adult and paediatric patients aged ≥6 years with newly-diagnosed chronic phase (CP) Philadelphia chromosome-positive chronic myelogenous leukaemia (Ph+ CML), treatment of adult and paediatric patients aged ≥6 years with CP Ph+ CML previously treated with one or more tyrosine kinase inhibitor(s) (TKI) and for whom imatinib, nilotinib and dasatinib are not considered appropriate treatment options, and treatment of adults with accelerated phase and blast phase Ph+ CML previously treated with one or more TKI(s) and for whom imatinib, nilotinib and dasatinib are not considered appropriate treatment options [new capsule formulations]

	COVID-19 vaccine (recombinant, adjuvanted) (Nuvaxovid JN.1)
Single-dose prefilled syringe
	Active immunisation to prevent COVID-19 caused by SARS-CoV-2 in individuals aged ≥12 years

	Denosumab biosimilar (Bomyntra)
120mg in 1.7mL prefilled syringe and 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 (Junod) 
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 (Zadenvi) 
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

	Octreotide (Oczyesa)
20mg in 1mL prefilled pen
	Maintenance treatment in adults with acromegaly who have responded to and tolerated treatment with somatostatin analogues [new monthly subcutaneous formulation]

	Selpercatinib (Retsevmo)
40mg and 80mg tablets
	Use as monotherapy for the treatment of adults with advanced RET fusion-positive non-small cell lung cancer not previously treated with a RET inhibitor, and use as monotherapy for the treatment of adults and adolescents aged ≥12 years with advanced RET fusion-positive thyroid cancer who are radioactive iodine refractory (if radioactive iodine is appropriate) and advanced RET-mutant medullary thyroid cancer [new tablet formulations]

	Testosterone (Androfeme)
10mg/mL cream
	Treatment of hypoactive sexual desire dysfunction in postmenopausal women on optimised hormone replacement therapy 
[new cream for transdermal use formulation with new indication]

	

	
	






	Regulatory changes in the UK or EU	

	

	Approved in the UK (continued)

	Trastuzumab biosimilar (Dazublys)
150mg vial
	Treatment of adults with HER2-positive metastatic breast cancer (MBC), as monotherapy for the treatment of those patients who have received at least two chemotherapy regimens for their metastatic disease, use in combination with paclitaxel for the treatment of those patients who have not received chemotherapy for their metastatic disease and for whom an anthracycline is not suitable, use in combination with docetaxel for the treatment of those patients who have not received chemotherapy for their metastatic disease, use in combination with an aromatase inhibitor for the treatment of postmenopausal patients with hormone-receptor-positive MBC, not previously treated with trastuzumab; treatment of adults with HER2-positive early breast cancer following surgery, chemotherapy (neoadjuvant or adjuvant) and radiotherapy (if applicable), use following adjuvant chemotherapy with doxorubicin and cyclophosphamide in combination with paclitaxel or docetaxel, use in combination with adjuvant chemotherapy consisting of docetaxel and carboplatin, and use in combination with neoadjuvant chemotherapy followed by adjuvant Dazublys therapy for locally advanced (including inflammatory) disease or tumors >2cm in diameter; use in combination with capecitabine or 5-fluorouracil and cisplatin for the treatment of adults with HER2 positive metastatic adenocarcinoma of the stomach or gastro-esophageal junction who have not received prior anti-cancer treatment for their metastatic disease

	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

	

	
	

	Recommended for approval in the UK or EU

	Clesrovimab (Enflonsia)
	Prevention of respiratory syncytial virus (RSV) lower respiratory tract disease in neonates and infants during their first RSV season [EU]

	Denosumab biosimilar (Acvybra)
	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 [EU]

	Denosumab biosimilar (Degevma)
	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 [EU]

	Denosumab biosimilar (Kefdensis)
	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 [EU]

	Denosumab biosimilar (Ponlimsi)
	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 [EU]

	Denosumab biosimilar (Xbonzy)
	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 [EU]

	
	

	
	






	Regulatory changes in the UK or EU	

	
	

	Recommended for approval in the UK or EU (continued)

	Denosumab biosimilar (Zvogra)
	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 [EU]

	Dupilumab (Dupixent)
	Treatment of moderate to severe chronic spontaneous urticaria (CSU) in adult and adolescents aged ≥12 years with inadequate response to H1 antihistamines and who are naive to anti-immunoglobulin E therapy for CSU [EU] [new indication]

	Elinzanetant (Lynkuet)
	Treatment of moderate to severe vasomotor symptoms (VMS) associated with menopause or caused by adjuvant endocrine therapy related to breast cancer [EU] 
Note: Already licensed in UK for treatment of moderate to severe VMS associated with menopause

	Golimumab biosimilar (Gobivaz)
	Use in combination with methotrexate (MTX) for the treatment of moderate to severe, active rheumatoid arthritis in adults when the response to disease-modifying anti-rheumatic drug (DMARD) therapy including MTX has been inadequate and the treatment of severe, active and progressive rheumatoid arthritis in adults not previously treated with MTX; use in combination with MTX for the treatment of polyarticular juvenile idiopathic arthritis in children aged ≥2 years, who have responded inadequately to previous therapy with MTX; use alone or in combination with MTX for the treatment of active and progressive psoriatic arthritis in adults when the response to previous DMARD therapy has been inadequate; treatment of severe, active ankylosing spondylitis in adults who have responded inadequately to conventional therapy; treatment of adults with severe, active non-radiographic axial spondyloarthritis with objective signs of inflammation as indicated by elevated C-reactive protein and/or magnetic resonance imaging evidence, who have had an inadequate response to, or are intolerant to nonsteroidal anti-inflammatory drugs; treatment of moderately to severely active ulcerative colitis in adults who have had an inadequate response to conventional therapy including corticosteroids and 6-mercaptopurine or azathioprine, or who are intolerant to or have medical contraindications for such therapies [EU]

	Inebilizumab (Uplizna)
	Treatment of adults with active immunoglobulin G4-related disease [EU] [new indication]

	Insulin icodec + semaglutide (Kyinsu) 
	Treatment of adults with type 2 diabetes mellitus insufficiently controlled on basal insulin or glucagon-like peptide 1 receptor agonists as an adjunct to diet and exercise in addition to oral antidiabetic medicinal products [EU] Note: Company has no plans to launch in UK

	Mosunetuzumab (Lunsumio)
	Use as monotherapy for the treatment of adults with relapsed or refractory follicular lymphoma who have received at least two prior systemic therapies [EU] 
[new subcutaneous formulations]

	Nipocalimab (Imaavy)
	Use as an add-on to standard therapy for the treatment of generalised myasthenia gravis in adults and adolescents aged ≥12 years who are anti-acetylcholine receptor or anti-muscle-specific tyrosine kinase antibody positive [EU]

	Pembrolizumab (Keytruda)
	Use as monotherapy for the treatment of resectable locally advanced head and neck squamous cell carcinoma as neoadjuvant treatment, continued as adjuvant treatment in combination with radiation therapy with or without concomitant cisplatin and then as monotherapy in adults whose tumours express PD-L1 with a CPS ≥1 [EU] [new indication]

	Ritonavir (Norvir)
	Use as a pharmacokinetic enhancer of co-administered protease inhibitors as part of antiretroviral combination therapy in human immunodeficiency virus-1 (HIV-1) infected patients (adults and children aged ≥2 years) [EU] 
[new indication replacing previous indication of use in combination with other antiretroviral agents for the treatment of HIV-1 infected adults and children aged ≥ 2 years]

	Selumetinib (Koselugo)
	Use as monotherapy for the treatment of symptomatic, inoperable plexiform neurofibromas in adult and paediatric patients with neurofibromatosis type 1 aged ≥3 years [EU] [licence change from use only in children aged ≥3 years]

	
	

	
	







	Regulatory changes in the UK or EU	

	
	

	Recommended for approval in the UK or EU (continued)

	Selvacovatein + damlecovatein (Bimervax)
	Use as a booster for active immunisation to prevent COVID-19 in individuals aged ≥12 years who have previously received a mRNA COVID-19 vaccine [EU] 
[licence change from use only in people aged ≥16 years]

	Tezepelumab (Tezspire)
	Use as an add-on therapy with intranasal corticosteroids for the treatment of adults with severe chronic rhinosinusitis with nasal polyps for whom therapy with systemic corticosteroids, and/or surgery do not provide adequate disease control [EU] [new indication]

	
	

	
	

	Filed for approval in the UK or EU

	Arimoclomol (Miplyffa)
	Treatment of Niemann-Pick disease type C in patients aged ≥6 months in combination with miglustat [EU]

	Atezolizumab (Tecentriq)
	Maintenance treatment with lurbinectedin for extensive-stage small cell lung cancer in adults, after first-line chemotherapy [EU] [new indication]

	Baricitinib (Baricitinib Lilly)
	Treatment of severe alopecia areata in adults and adolescents aged ≥12 years [EU] 
[licence change from use only in adults]

	Benralizumab (Fasenra)
	Treatment of hypereosinophilic syndrome in adults and adolescents aged ≥12 years [EU] [new indication]

	Capivasertib (Truqap)
	Use in combination with abiraterone for the treatment of metastatic castration-sensitive prostate cancer characterised by PTEN-deficient tumours [EU] [new indication]

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

	Durvalumab (Imfinzi)
	Use in combination with Bacillus Calmette-Guérin (BCG) for the treatment of adults with BCG-naive, high-risk non-muscle-invasive bladder cancer [EU] [new indication]

	Durvalumab (Imfinzi)
	Use in combination with FLOT chemotherapy as neoadjuvant and adjuvant treatment, followed by adjuvant Imfinzi monotherapy, for the treatment of adults with resectable gastric or gastro-oesophageal junction adenocarcinoma [EU] [new indication]

	Ensifentrine (Ohtuvayre)
	Maintenance treatment in symptomatic adults with chronic obstructive pulmonary disease [UK and EU]

	Ferric citrate coordination complex (Xoanacyl)
	Treatment of hyperphosphataemia 	and concomitant iron deficiency in adults with chronic kidney disease [UK] Note: Already licensed in EU

	Ferric maltol (Feraccru)
	Use in adults and adolescents aged ≥12 years for the treatment of iron deficiency [EU] [licence change from use only in adults]

	Formoterol + glycopyrronium + budesonide 
(Trixeo Aerosphere)
	Maintenance treatment of asthma in patients aged ≥12 years who are not adequately controlled by a combination of a medium or high dose inhaled corticosteroid and a long-acting beta2-agonist [EU] [new indication and new higher strength formulation]

	Hydrocortisone (Efmody)
	Treatment of adrenal insufficiency in adults and adolescents aged ≥12 years [EU] 
[new indication]

	Inclisiran (Leqvio)
	Treatment of paediatric patients aged 12 to 17 years with heterozygous familial hypercholesterolaemia and treatment of paediatric patients aged 12 to 17 years with homozygous familial hypercholesterolaemia [EU] [new indications]

	Insulin efsitora alfa
	Treatment of type 2 diabetes mellitus in adults [EU]

	Lurbinectedin (Zepzelca)
	Maintenance treatment with atezolizumab for extensive-stage small cell lung cancer in adults, after first-line chemotherapy [EU]

	
	

	
	






	Regulatory changes in the UK or EU	

	
	

	Filed for approval in the UK or EU (continued)

	Lutetium (177Lu) vipivotide tetraxetan (Pluvicto) 
	Treatment of adults with prostate-specific membrane antigen-positive metastatic castration-resistant prostate cancer who are asymptomatic or mildly symptomatic after having progressed on androgen receptor pathway inhibitor and for whom chemotherapy is not yet clinically indicated [EU] [new indication]

	Meningococcal group A, C, W-135 and Y conjugate vaccine (MenQuadfi)
	Active immunisation of individuals aged ≥6 weeks against invasive meningococcal disease caused by Neisseria meningitidis serogroups A, C, W, and Y active immunisation [EU] [licence change from use only in individuals aged ≥12 months]

	Niraparib + abiraterone 
(Akeega)
	Use in combination with prednisone or prednisolone, for the treatment of adults with metastatic hormone sensitive prostate cancer and homologous recombination repair gene alterations [EU] [new indication] 

	Nivolumab (Opdivo)
	Treatment of adults and children aged ≥5 years with relapsed or refractory classical Hodgkin lymphoma after failure of first-line therapy, in combination with brentuximab vedotin [EU] [new indication]

	Obicetrapib 
	Treatment of adults with primary hypercholesterolaemia (heterozygous familial and non-familial) or mixed dyslipidaemia [EU]

	Obicetrapib + ezetimibe
	Treatment of adults with primary hypercholesterolaemia (heterozygous familial and non-familial) or mixed dyslipidaemia [EU]

	Pembrolizumab (Keytruda)
	Use in combination with paclitaxel, with or without bevacizumab, for the treatment of platinum-resistant epithelial ovarian, fallopian tube, or primary peritoneal carcinoma in adults whose tumours express PD-L1 with a CPS ≥1 and who have received one or two prior systemic treatment regimens [EU] [new indication]

	Pneumococcal polysaccharide conjugate vaccine (Capvaxive)
	Active immunisation for the prevention of invasive disease and pneumonia caused by Streptococcus pneumoniae in individuals aged ≥2 years [EU] 
[licence change from use only in adults]

	Ranibizumab (Susvimo)
	Treatment of neovascular (wet) age-related macular degeneration in adults [EU]

	Selpercatinib (Retsevmo)
	Treatment of paediatric patients aged ≥2 years with advanced RET fusion-positive solid tumours, when treatment options not targeting RET provide limited clinical benefit, or have been exhausted [EU] [new indication] Note: Company currently has no plans to apply for a UK licence

	Selpercatinib (Retsevmo)
	Treatment of advanced RET fusion-positive thyroid cancer in children aged 2 to 11 years who are radioactive iodine-refractory [EU] [licence change from use only in people aged ≥12 years]

	Serplulimab (Hetronifly)
	Use in combination with carboplatin and pemetrexed for the first-line treatment of adults with locally advanced or metastatic non-squamous non-small cell lung carcinoma who do not have EGFR or ALK positive mutations [EU] [new indication]

	Serplulimab (Hetronifly)
	Use in combination with carboplatin and nab-paclitaxel for the first-line treatment of adults with unresectable, locally advanced or metastatic squamous non-small cell lung carcinoma [EU] [new indication]

	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 ≥1 [EU] [new indication]

	Setmelanotide (Imcivree)
	Control of hunger in adults and children aged ≥4 years with acquired hypothalamic obesity [EU] [new indication]

	Tedizolid (Sivextro)
	Treatment of acute bacterial skin and skin structure infections [EU] 
[new powder for oral suspension formulation]

	
	

	
	







	Regulatory changes in the UK or EU	

	
	

	Filed for approval in the UK or EU (continued)

	Tirzepatide (Mounjaro)
	Treatment of 	insufficiently controlled type 2 diabetes mellitus in children and adolescents aged 10 to 17 years as an adjunct to diet and exercise in addition to other medicinal products for treatment of diabetes [UK and 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 with unresectable or metastatic melanoma with a BRAF V600 mutation, and use in combination with dabrafenib for the adjuvant treatment of adults and adolescents aged ≥12 years with Stage III melanoma with a BRAF V600 mutation, following complete resection [EU] [licence change from use only in adults]

	Trastuzumab deruxtecan 
(Enhertu)
	Treatment of adults with unresectable or metastatic HER2-positive (IHC3+) solid tumours who have received prior treatment or who have no satisfactory alternative treatment options [EU] [new indication] Note: Already licensed in UK

	Trilaciclib (Cosela)
	Prevention of chemotherapy-induced myelosuppression when administered prior to platinum/etoposide- or topotecan-containing regimens for extensive-stage small cell lung cancer [EU]

	Ustekinumab (Stelara)
	Treatment of moderately to severely active Crohn´s disease in paediatric patients aged ≥2 years, who have had an inadequate response to, or were intolerant to either conventional or biologic therapy [EU] [new indication]

	
	

	
	

	Other UK/EU developments

	Atezolizumab (Tecentriq)
	Locally advanced, unresectable non-small cell lung cancer in adults, first-line maintenance with tiragolumab after 2 cycles of platinum chemoradiotherapy – development discontinued (lack of efficacy)

	Atropine sulfate 
(Atropine sulfate FGK)
	Treatment of myopia in children aged 6 to 10 years – second EU negative opinion

	Autologous lentiviral WAS stem cell therapy 
	Wiskott Aldrich syndrome in adults and children (Genethon brand) – development discontinued (company decision)

	Benralizumab (Fasenra)
	Moderate-to-very severe chronic obstructive pulmonary disease in adults with history of exacerbations and raised blood eosinophils – development discontinued (lack of efficacy)

	Carbetocin 
	Treatment of hyperphagia associated with Prader-Willi syndrome in adults and children aged ≥5 years – development discontinued (lack of efficacy)

	Dostarlimab (Jemperli)
	Advanced ovarian cancer in adults, first-line with chemotherapy, followed by combination with niraparib as maintenance – development discontinued (company decision)

	Gefurulimab 
	Generalised myasthenia gravis in adults with acetylcholine receptor autoantibodies – UK development discontinued (company decision)

	Lenvatinib (Lenvima)
	Metastatic, squamous cell oesophageal carcinoma in adults, first-line with pembrolizumab – development discontinued (lack of efficacy)

	Lifileucel (Amtagvi)
	Unresectable or metastatic melanoma, second-line as monotherapy after PD-1 inhibitor, and if BRAF V600 mutation positive, third-line also after a BRAF inhibitor +/- MEK inhibitor – EU filing withdrawn

	Lutetium (177Lu) oxodotreotide (Lutathera)
	Treatment of unresectable or metastatic, somatostatin receptor-positive gastro-entero-pancreatic neuroendocrine tumours in adolescents aged ≥12 years – not approved in EU

	Mozafancogene autotemcel 
(Fanskya)
	Treatment of type A Fanconi anaemia in adolescents and children aged ≥1 year with no HLA-identical sibling donor – EU filing withdrawn

	
	

	
	


















	Regulatory changes in the UK or EU	

	
	

	Other UK/EU developments (continued)

	Nipocalimab (Imaavy)
	Moderate to severe rheumatoid arthritis in adults with inadequate response to disease modifying therapies, with certolizumab – development discontinued (lack of efficacy)

	Niraparib (Zejula)
	Advanced non-small cell lung cancer with no EGFR, ROS1, or ALK genomic tumour aberrations, in adults, first-line maintenance with pembrolizumab after chemotherapy and pembrolizumab – development discontinued (lack of efficacy)

	Pembrolizumab (Keytruda)
	Advanced non-small cell lung cancer with no EGFR, ROS1, or ALK genomic tumour aberrations, in adults, first-line maintenance with niraparib after chemotherapy and pembrolizumab – development discontinued (lack of efficacy)

	Pembrolizumab (Keytruda)
	Metastatic, squamous cell oesophageal carcinoma in adults, first-line with lenvatinib – development discontinued (lack of efficacy)

	Secukinumab (Cosentyx)
	Giant cell (temporal) arteritis in adults aged ≥50 years – development discontinued 
(lack of efficacy)

	Tiragolumab 
	Advanced, unresectable hepatocellular carcinoma in adults, first-line with atezolizumab and bevacizumab – development discontinued (lack of efficacy)

	Tiragolumab 
	Locally advanced, unresectable non-small cell lung cancer in adults, first-line maintenance with tiragolumab after 2 cycles of platinum chemoradiotherapy – development discontinued (lack of efficacy)

	Venetoclax (Venclyxto)
	Intermediate/high/very high risk myelodysplastic syndromes in adults, first-line with azacitidine – development discontinued (lack of efficacy)
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