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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 bendamustine and rituximab for the treatment of adults with previously untreated mantle cell lymphoma who are not eligible for autologous stem cell transplant [new indication]

	Aflibercept biosimilar (Eydenzelt)
3.6mg in 0.09mL prefilled syringe and 4mg in 0.1mL vial
	Treatment of adults with 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

	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

	Daratumumab (Darzalex)
1,800 mg in 15mL vial
	Use in combination with bortezomib, lenalidomide and dexamethasone for the treatment of adults with newly diagnosed multiple myeloma [new indication]

	Denosumab biosimilar (Enwylma)
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 (Jubbonti) 
60mg in 1mL prefilled syringe
	Treatment of osteoporosis in postmenopausal women and in men at increased risk of fractures. In postmenopausal women denosumab significantly reduces the risk of vertebral, non-vertebral and hip fractures. Treatment of bone loss associated with hormone ablation in men with prostate cancer at increased risk of fractures. In men with prostate cancer receiving hormone ablation, denosumab significantly reduces the risk of vertebral fractures. Treatment of bone loss associated with long-term systemic glucocorticoid therapy in adult patients at increased risk of fracture.

	Denosumab biosimilar (Junod) 
60mg in 1mL prefilled syringe
	Treatment of osteoporosis in postmenopausal women and in men at increased risk of fractures. In postmenopausal women denosumab significantly reduces the risk of vertebral, non-vertebral and hip fractures. Treatment of bone loss associated with hormone ablation in men with prostate cancer at increased risk of fractures. In men with prostate cancer receiving hormone ablation, denosumab significantly reduces the risk of vertebral fractures. Treatment of bone loss associated with long-term systemic glucocorticoid therapy in adult patients 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
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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)

	Factor VIII inhibitor bypassing fraction (Feiba)
500U in 5mL and 1,000U in 10mL vials
	Treatment and prpohylaxis of bleeding in haemophilia A with inhibitors, treatment of bleeding in haemophilia B with inhibitors if no other specific treatment is available, treatment and prophylaxis of bleeding in non-haemophilia with acquired inhibitors to factor VIII, and prophylaxis of bleeding in haemophilia A with inhibitors in people who are at high risk of or have experienced a significant bleed in all age groups [new reduced volume formulations]

	Golimumab biosimilar (Gobivaz)
100mg in 1mL prefilled pen
	Use in combination with methotrexate (MTX) for the treatment of moderate to severe, active rheumatoid arthritis (RA) 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 RA in adults not previously treated 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

	Golimumab biosimilar (Gobivaz)
50mg in 0.5mL prefilled pen and syringe 
	Use in combination with methotrexate (MTX) for the treatment of moderate to severe, active rheumatoid arthritis (RA) 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 RA 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 and older, 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

	Isatuximab (Sarclisa)
100mg in 5mL and 500mg in 25mL vials
	Use in combination with bortezomib, lenalidomide, and dexamethasone, for the induction treatment of adults with newly diagnosed multiple myeloma who are eligible for autologous stem cell transplant [new indication]

	Obecabtagene autoleucel 
(Aucatzyl)
410×106 CAR-positive viable T cells in a 10-20mL or 30-70mL bag
	Treatment of adults aged 18 years or older with relapsed or refractory B cell precursor acute lymphoblastic leukaemia

	Obinutuzumab (Gazyvaro)
1,000mg in 40mL vial
	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 
[new indication]

	

	










	New product information	

	

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

	Palopegteriparatide (Yorvipath)
168micrograms in 0.56mL,  294micrograms in 0.98mL and 420micrograms in 1.4mL prefilled pens
	Parathyroid hormone replacement therapy for the treatment of adults with chronic hypoparathyroidism

	Pembrolizumab (Keytruda)
100mg in 4ml vial
	Use in combination with pemetrexed and platinum chemotherapy for the first-line treatment of adults with unresectable non-epithelioid malignant pleural mesothelioma [new indication]

	Tarlatamab (Imdyllytra)
1mg and 10mg vials
	Treatment of adults with small cell lung cancer with disease progression on or after platinum-based chemotherapy [licence change from use only in adults with disease progression on or after at least two prior lines of therapy including platinum-based chemotherapy]

	Teplizumab (Tzield)
2mg in 2mL vial
	To delay the onset of Stage 3 type 1 diabetes in adult and paediatric patients aged 8 years and older with Stage 2 type 1 diabetes

	Tezepelumab (Tezspire)
210mg in 1.19mL prefilled pen and prefilled syringe
	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 
[new indication]

	Thalidomide (Myrin)
100mg tablet
	Use in combination with melphalan and prednisone as first-line treatment of patients with untreated multiple myeloma, aged 65 years and older or ineligible for high dose chemotherapy [new tablet formulation]

	Varenicline 
0.5mg and 1mg tablets
	Smoking cessation in adults 
[new Brancaster Pharma formulation with <37ng/day nitrosamine]

	

	










	Regulatory changes in the UK or EU	

	

	Approved in the UK

	Denosumab biosimilar (Acvybra)
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 (Kefdensis)
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 (Ponlimsi)
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 (Zvogra)
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

	

	
	







	
	Regulatory changes in the UK or EU	

	

	Approved in the UK (continued)

	Depemokimab (Exdensur)
100mg in 1mL prefilled pen and syringe
	Use as an add-on maintenance treatment of asthma in adult and adolescent patients aged 12 years and older with type 2 inflammation characterised by an eosinophilic phenotype who are inadequately controlled on maximum moderate-dose or high-dose inhaled corticosteroids plus another asthma controller

	Depemokimab (Exdensur)
100mg in 1mL prefilled pen and syringe
	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 control

	Efgartigimod alfa (Vyvgart)
1,000mg vial
	Use as monotherapy for the treatment of adults with progressive or relapsing active chronic inflammatory demyelinating polyneuropathy after prior treatment with corticosteroids or immunoglobulins [new indication]

	Histamine dihydrochloride (Histamine dihydrochloride 0.5mg/0.5mL solution for injection)  
0.5mg in 0.5mL vial
	Use as maintenance therapy for adults with acute myeloid leukaemia in first remission concomitantly treated with interleukin-2 (the efficacy of Histamine dihydrochloride 0.5 mg/0.5 mL solution for injection has not been fully demonstrated in patients older than age 60 years)

	Lenacapavir (Yeytuo)
300mg tablet
	Use in combination with safer sex practices for pre-exposure prophylaxis to reduce the risk of sexually acquired HIV-1 infection in adults and adolescents with increased HIV 1 acquisition risk, weighing at least 35kg for oral loading or oral bridging [new formulation with new indication]

	Lenacapavir (Yeytuo)
463.5mg in 1.5mL vial
	Use in combination with safer sex practices for pre-exposure prophylaxis to reduce the risk of sexually acquired HIV-1 infection in adults and adolescents with increased HIV 1 acquisition risk, weighing at least 35kg [new formulation with new indication]

	Mirdametinib (Ezmekly)
1mg and 2mg capsules and 1mg dispersible tablets
	Use as monotherapy for the treatment of symptomatic, inoperable plexiform neurofibromas in paediatric and adult patients with neurofibromatosis type 1 aged 2 years and above

	Pembrolizumab (Keytruda SC)
395mg in 2.4mL and 790mg in 4.8mL vials
	Treatment of melanoma, non-small cell lung carcinoma, classical Hodgkin lymphoma, urothelial carcinoma, head and neck squamous cell carcinoma, renal cell carcinoma, microsatellite instability high or mismatch repair deficient cancers, oesophageal carcinoma, triple-negative breast cancer, endometrial carcinoma, cervical cancer, gastric or gastro-oesophageal junction adenocarcinoma, and biliary tract carcinoma Note: For full indication, see SmPC

	Tisotumab vedotin (Tivdak)
40mg vial
	Use as monotherapy for the treatment of adults with recurrent or metastatic cervical cancer with disease progression on or after systemic therapy

	Ustekinumab biosimilar (Steqeyma) 
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 and older, who are inadequately controlled by, or are intolerant to, other systemic therapies or phototherapies; use alone or in combination with MTX; treatment of active psoriatic arthritis in adults when the response to previous nonbiological 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 [new vial formulation]

	

	
	






	Regulatory changes in the UK or EU	

	

	Recommended for approval in the UK or EU

	Aficamten (Myqorzo)
	Treatment of symptomatic (New York Heart Association, NYHA, class II-III) obstructive hypertrophic cardiomyopathy in adults [EU]

	Aflibercept (Eylea)
	Use in adults for the treatment of visual impairment due to macular oedema secondary to retinal vein occlusion (branch, central and hemiretinal RVO) [EU] [new indication]

	Aumolertinib (Aumseqa)
	Use as monotherapy for the first‑line treatment of adults with advanced non‑small cell lung cancer (NSCLC) whose tumours have EGFR exon 19 deletions or exon 21 (L858R) substitution mutations and the treatment of adults with advanced EGFR T790M mutation‑positive NSCLC [EU]

	Depemokimab (Exdensur)
	Use as add-on maintenance treatment for severe asthma with type 2 inflammation characterised by blood eosinophil count in adults and adolescents aged 12 years and older who are inadequately controlled despite high dose inhaled corticosteroids plus another asthma controller [EU]

	Depemokimab (Exdensur)
	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]

	Golimumab (Gotenfia)
	Use in combination with methotrexate (MTX) for the treatment of moderate to severe, active rheumatoid arthritis (RA) in adults when the response to disease-modifying anti-rheumatic drug (DMARD) therapy including MTX has been inadequate; treatment of severe, active and progressive RA 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 and older, 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 and for 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]

	Golimumab (Simponi)
	Treatment of moderately to severely active ulcerative colitis in paediatric patients aged 2 years and older with a body weight of at least 15kg, 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] [new indication]

	Inebilizumab (Uplizna)
	Use as an add-on to standard therapy for the treatment of generalised myasthenia gravis in adults who are anti-acetylcholine receptor or anti-muscle-specific tyrosine kinase antibody positive [EU]

	Mepolizumab (Nucala)
	Use as an add-on maintenance treatment for uncontrolled chronic obstructive pulmonary disease characterised by raised blood eosinophils on a combination of an inhaled corticosteroid, a long-acting beta2-agonist, and a long-acting muscarinic antagonist [EU]

	mRNA-1283 
(mNEXSPIKE LP.8.1)
	Active immunisation to prevent COVID-19 caused by SARS-CoV-2 in individuals aged 12 years and older [EU]

	Nogapendekin alfa inbakicept (Anktiva)
	Treatment of adults with BCG-unresponsive non-muscle invasive bladder cancer with carcinoma in situ with or without papillary tumours [EU]

	
	

	
	







	Regulatory changes in the UK or EU	

	
	

	Recommended for approval in the UK or EU (continued)

	Pegcetacoplan (Aspaveli)
	Treatment of adult and adolescent patients aged 12 to 17 years with C3 glomerulopathy or primary immune-complex membranoproliferative glomerulonephritis in combination with a renin-angiotensin system (RAS) inhibitor, unless RAS inhibitor treatment is not tolerated or contraindicated [EU] [new indication]

	Pretomanid (Dovprela)
	Use in combination with bedaquiline and linezolid for the treatment of adults with pulmonary tuberculosis due to Mycobacterium tuberculosis resistant to rifampicin and a fluoroquinolone, with or without resistance to isoniazid [EU] [licence change from use in tuberculosis resistant to all of isoniazid, rifampicin, a fluroquinolone and a second-line injectable antibacterial drug, or resistant to both isoniazid and rifampicin in adults who are treatment intolerant or nonresponsive to standard therapy]

	Pretomanid (Dovprela)
	Use in combination with bedaquiline, linezolid and moxifloxacin for the treatment of adults with pulmonary tuberculosis due to Mycobacterium tuberculosis resistant to rifampicin, with or without resistance to isoniazid [EU] [new indication]

	Ranibizumab biosimilar (Ranluspec)
	Treatment of neovascular (wet) age-related macular degeneration; treatment of visual impairment due to diabetic macular oedema; treatment of proliferative diabetic retinopathy; treatment of visual impairment due to macular oedema secondary to retinal vein occlusion (branch RVO or central RVO) and treatment of visual impairment due to choroidal neovascularization [EU]

	Relebactam + cilastatin + imipenem (Recarbrio)
	Use in adult and paediatric patients from birth for treatment of hospital-acquired pneumonia (HAP), including ventilator associated pneumonia (VAP), treatment of bacteraemia that occurs in association with, or is suspected to be associated with HAP or VAP, and treatment of infections due to aerobic Gram-negative organisms with limited treatment options [EU] [licence change from use only in adults]

	Respiratory syncytial virus vaccine (Arexvy)
	Active immunisation for the prevention of lower respiratory tract disease caused by respiratory syncytial virus in adults aged 18 years and older [EU] [licence change from use in adults aged 60 years and older, plus those aged 50 to 59 years who are at increased risk for RSV disease]

	Sotatercept (Winrevair)
	Use in combination with other pulmonary arterial hypertension (PAH) therapies, for the treatment of PAH in adults with WHO Functional Class (FC) II, III, and IV [EU] [licence change to add use in WHO Functional Class IV and to remove the words ´to improve exercise capacity´]

	Tirzepatide (Mounjaro)
	Treatment of adults, adolescents and children aged 10 years and older with insufficiently controlled type 2 diabetes mellitus as an adjunct to diet and exercise or as monotherapy when metformin is considered inappropriate due to intolerance or contraindications in addition to other medicinal products for the treatment of diabetes [EU] [licence change from use only in adults]

	
	

	
	

	Filed for approval in the UK or EU

	Atogepant (Aquipta)
	Acute treatment of migraine with or without aura in adults [EU] [new indication]

	Dabrafenib (Tafinlar)
	Treatment of unresectable or metastatic melanoma with a BRAF V600 mutation and adjuvant treatment of Stage III melanoma with a BRAF V600 mutation for adolescents aged 12 years and older [EU] [new indication]

	Datopotamab deruxtecan 
(Datroway)
	Advanced inoperable triple-negative breast cancer in previously untreated adults not eligible to receive PD-1/PD-L1 inhibitor therapy [EU] [new indication]

	Enfortumab vedotin (Padcev)
	Use as neoadjuvant treatment and adjuvant treatment continued after radical cystectomy in combination with pembrolizumab, for the treatment of adults with muscle invasive bladder cancer who are ineligible for cisplatin-containing chemotherapy [EU] [new indication]

	Ensartinib (Ensacove)
	Treatment of adults with anaplastic lymphoma kinase-positive advanced non-small cell lung cancer [EU]

	
	

	
	






	Regulatory changes in the UK or EU	

	
	

	Filed for approval in the UK or EU (continued)

	Epcoritamab (Tepkinly)
	Use in combination with rituximab and lenalidomide for treatment of patients with relapsed/refractory follicular lymphoma [EU] [new indication]

	Etripamil (Cardamyst)
	Rapid conversion of paroxysmal supraventricular tachycardia episodes to sinus rhythm in adults [EU]

	mRNA-1083
	Prevention of influenza 	and COVID-19 infections in adults aged 50 years and older [EU]

	Ocrelizumab (Ocrevus)
	Treatment of paediatric patients aged 10 years and older with relapsing remitting multiple sclerosis [EU] [licence change from use only in adults] 

	Pembrolizumab (Keytruda)
	Use as neoadjuvant treatment and adjuvant treatment continued after radical cystectomy in combination with enfortumab vedotin, for the treatment of adults with muscle invasive bladder cancer who are ineligible for cisplatin-containing chemotherapy [EU] 
[new indication]

	Pimicotinib 
	Treatment of tenosynovial giant cell tumour in adults and adolescents aged 12 years and older [EU]

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

	Sacituzumab govitecan (Trodelvy)
	Treatment of adults with PD-L1-negative metastatic triple- negative breast cancer or PD-L1-positive metastatic triple-negative breast cancer previously treated with an anti-PD-(L)1 agent in the curative setting [EU] [new indication]

	Tirzepatide (Mounjaro)
	To reduce the risk of major adverse cardiovascular events (cardiovascular death, myocardial infarction, or stroke) in adults with type 2 diabetes mellitus and established cardiovascular disease [EU] [new indication]

	Trametinib (Mekinist)
	Treatment of unresectable or metastatic melanoma with a BRAF V600 mutation and adjuvant treatment of Stage III melanoma with a BRAF V600 mutation for adolescents aged 12 years and older [EU] [new indication]

	Upadacitinib (Rinvoq)
	Treatment of severe alopecia areata in adults and adolescents aged 12 years and older [EU] [new indication]

	Zopapogene imadenovec (Papzimeos)
	Treatment of human papillomavirus (HPV)-6- and/or HPV-11-associated recurrent respiratory papillomatosis in adults [EU]

	
	

	
	

	Other UK/EU developments

	Acasunlimab 
	Metastatic PD-L1-positive (tumour cells ≥1%) non-small cell lung cancer in adults, second- or third-line with pembrolizumab – development discontinued 
(company decision)

	Aguracingene cadoparvovec 
	Achromatopsia due to mutations in the CNGA 3 gene in adults and children aged 3 years and older – development discontinued (company decision)

	Autologous cartilage-derived articular chondrocyte, in-vitro expanded (Jelrix)
	Treatment of cartilage defects in the knee – EU filing withdrawn

	Bemarituzumab
	Advanced gastric or gastro-oesophageal junction adenocarcinoma, HER2-negative, FGFR2b-positive, in adults, first-line with modified FOLFOX6 – development discontinued (company decision)

	Blarcamesine 
(Blarcamesine Anavex)
	Treatment of early Alzheimer’s disease – not recommended for approval in EU

	Cevaretigene ritoparvovec 
		Leber congenital amaurosis caused by mutations in the RPE65 gene in adults and children aged 3 years and older – development discontinued (company decision)

	
	

	
	









	Regulatory changes in the UK or EU	

	
	

	Other UK/EU developments (continued)

	Dazodalibep 
	Moderate to severe rheumatoid arthritis in adults – development discontinued 
(company decision)

	Devimistat 
	Locally advanced pancreatic adenocarcinoma in adults, first-line with chemotherapy – development discontinued (company decision)

	Dexpramipexole 
	Moderate-to-severe eosinophilic asthma in adults and adolescents aged 12 years and older – development discontinued (company decision)

	Domvanalimab 
	Unresectable, advanced gastro-oesophageal adenocarcinoma in adults, first-line with zimberelimab and chemotherapy – development discontinued (lack of efficacy)

	Donaperminogene seltoplasmid (Engensis)
	Painful diabetic peripheral neuropathies in adults – development discontinued (lack of efficacy)

	Dostarlimab (Jemperli)
	Advanced or recurrent endometrial cancer in adults, first-line maintenance therapy with niraparib – development discontinued (company decision)

	Efgartigimod alfa (Vyvgart) 
	Moderate to severe bullous pemphigoid in adults – development discontinued 
(company decision)

	Entacingene turiparvovec
	Achromatopsia 	due to mutations in the CNGB 3 gene, in adults and children aged 3 years and older – development discontinued (company decision)

	Itolizumab 
	Acute graft versus host disease in adults and adolescents aged 12 years and older, with corticosteroids – development discontinued (company decision)

	Izokibep 
	Active psoriatic arthritis after inadequate response to disease-modifying anti-rheumatic drugs in adults – development discontinued (company decision)

	Mitiperstat
	Heart failure with preserved ejection fraction in adults – development discontinued 
(lack of efficacy)

	Nemvaleukin 
	Platinum-resistant ovarian cancer in adults, with pembrolizumab – development discontinued (company decision)

	Niraparib (Zejula)
	Advanced or recurrent endometrial cancer in adults, first-line maintenance therapy with dostarlimab – development discontinued (company decision)

	Ocrelizumab (Ocrevus)
	Active secondary progressive and early primary progressive multiple sclerosis in adults, higher dose regimen (1,200mg or 1,800mg six monthly) – development discontinued (lack of efficacy)

	Tanimilast
	Moderate to severe chronic obstructive pulmonary disease in adults – development discontinued (lack of efficacy)

	Tolebrutinib 
	Early primary progressive multiple scleroisis in adults, first-line – development discontinued (lack of efficacy)

	Venetoclax (Venclyxto)

	Acute myeloid leukaemia after allogeneic stem cell transplantation in adults and children aged 12 years and older, maintenance therapy with azacitidine – development discontinued (company decision)

	TCB-008 (OmnImmune)
	Relapsed or refractory acute myeloid leukaemia in adults – development discontinued (company decision)

	Treprostinil (Tyvaso)
	Treatment of pulmonary hypertension associated with interstitial lung disease (WHO functional class 3) in adults to improve exercise ability, new inhaled solution formulation – EU filing withdrawn

	Vosoritide (Voxzogo)
	Treatment of achondroplasia in patients aged 4 months and older whose epiphyses are not closed – UK development discontinued (company decision)

	Zimberelimab
	Unresectable, advanced gastro-oesophageal adenocarcinoma in adults, first-line with domvanalimab and chemotherapy – development discontinued (lack of efficacy)
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