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	New product information	

	

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

	Aflibercept 114.3mg/mL (Eylea)
30.1mg in 0.263mL vial
	Use in adults for the treatment of visual impairment due to macular oedema secondary to retinal vein occlusion (branch, central and hemiretinal RVO) 
[new indication]

	Aflibercept biosimilar (Vgenfli)
6.6mg in 0.165mL pre-filled syringe
	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 neovascularization

	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 
(Conexxence) 
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 
(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

	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

	Givinostat (Duvyzat)
8.86mg in 1mL oral suspension
	Treatment of Duchenne muscular dystrophy in patients aged 6 years and older

	Inavolisib (Itovebi)
3mg and 9mg tablets
	Use in combination with palbociclib and fulvestrant for the treatment of adults with PIK3CA‑mutated, oestrogen receptor‑positive, HER2‑negative, locally advanced or metastatic breast cancer, following recurrence on or within 12 months of completing adjuvant endocrine treatment

	Influenza vaccine 
(Supemtek TIVr)
Single-dose prefilled syringe
	Active immunisation for the prevention of influenza disease in adults and children aged 9 years and older [licence change from use only 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)

	Letermovir (Prevymis)
240mg tablet and 240mg in 12mL vial
	Prophylaxis of cytomegalovirus (CMV) disease in CMV-seronegative adult and paediatric patients weighing at least 40kg who have received a kidney transplant from a CMV-seropositive donor [D+/R-] [new indication]

	Letermovir (Prevymis)
240mg tablet and 240mg in 12mL vial
	Prophylaxis of cytomegalovirus (CMV) reactivation and disease in adult and paediatric patients weighing at least 5kg who are CMV-seropositive recipients [R+] of an allogeneic haematopoietic stem cell transplant [licence change from use only in adults]

	Lutetium (177Lu) vipivotide tetraxetan (Pluvicto)
7,400MBq single-dose vial
	Treatment of adults with prostate-specific membrane antigen (PSMA)-positive metastatic castration-resistant prostate cancer (mCRPC) who have progressed on or after treatment with androgen receptor pathway inhibitor (ARPI) therapy and are considered appropriate to delay taxane-based chemotherapy, and PSMA‑positive mCRPC who have been treated with ARPI inhibition and taxane‑based chemotherapy or who are not medically suitable for taxanes

	Lutetium (177Lu) vipivotide tetraxetan (Pluvicto)
7,400MBq single-dose vial
	Treatment of adults with prostate-specific membrane antigen-positive metastatic castration resistant prostate cancer who have progressed on or after treatment with androgen receptor pathway inhibitor therapy and are considered appropriate to delay taxane-based chemotherapy [new indication]

	Mirvetuximab soravtansine 
(Elahere)
100mg in 20mL vial
	Use as monotherapy for the treatment of adults with folate receptor-alpha-positive, platinum-resistant high grade serous epithelial ovarian, fallopian tube, or primary peritoneal cancer who have received one to three prior systemic treatment regimens

	Nintedanib (Ofev)
25mg, 100mg and 150mg capsules
	Use in adults, adolescents and children aged 6 years and older for the treatment of systemic sclerosis associated interstitial lung disease 
[licence change from use only in adults] 

	Niraparib + abiraterone (Akeega)
50/100mg and 100/500mg tablets
	Use with prednisone or prednisolone for the treatment of adults with metastatic castration-resistant prostate cancer and BRCA 1/2 mutations (germline and/or somatic) in whom chemotherapy is not clinically indicated 
[new formulation with new indication]

	Pembrolizumab (Keytruda)
100mg in 4mL vial
	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 of 1 or higher [new indication]

	Pneumococcal polysaccharide conjugate vaccine (Capvaxive)
Single-dose prefilled syringe
	Active immunisation for the prevention of invasive disease and pneumonia caused by Streptococcus pneumoniae in individuals aged 18 years and older

	Tafasitamab (Minjuvi)
200mg vial
	Use in combination with lenalidomide and rituximab for the treatment of adults with relapsed or refractory follicular lymphoma (Grade 1-3a) after at least one line of systemic therapy [new indication]

	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

	

	






	
	Regulatory changes in the UK or EU	

	

	Approved in the UK

	Brensocatib (Brinsupri)
25mg tablet
	Treatment of non-cystic fibrosis bronchiectasis in patients aged 12 years and older with two or more exacerbations in the prior 12 months

	Deutetrabenazine (Austedo)
12mg, 24mg, 30mg, 36mg, 42mg and 48mg tablets
	Treatment of moderate to severe tardive dyskinesia in adults

	Guselkumab (Tremfya)
45mg in 0.45mL prefilled pen and 100mg in 1mL prefilled syringe
	Treatment of moderate to severe plaque psoriasis in children and adolescents aged 6 years and older who are candidates for systemic therapy 
[new formulations with new indication]

	Imlunestrant (Inluriyo)
200mg tablet
	Use as monotherapy for the treatment of adults with oestrogen receptor-positive, HER2-negative, locally advanced or metastatic breast cancer with an activating ESR1-mutation, who have disease progression following prior treatment with an endocrine based regimen (in pre- or perimenopausal women, or men, Inluriyo should be combined with a luteinising hormone-releasing hormone agonist)

	Inebilizumab (Uplizna)
100mg in 10mL vial
	Treatment of adults with active immunoglobulin G4-related disease [new indication]

	Ixekizumab (Taltz)
40mg in 0.5mL prefilled syringe
	Treatment of moderate to severe plaque psoriasis in adults who are candidates for systemic therapy; treatment of moderate to severe plaque psoriasis in children aged 6 years and older with a body weight of at least 25 kg and adolescents who are candidates for systemic therapy; use alone or in combination with methotrexate, for the treatment of active psoriatic arthritis in adults who have responded inadequately to, or who are intolerant to one or more disease-modifying anti-rheumatic drug therapies; treatment of adults with active ankylosing spondylitis who have responded inadequately to conventional therapy; and treatment of adults with active non-radiographic axial spondyloarthritis with objective signs of inflammation as indicated by elevated C-reactive protein and/or magnetic resonance imaging who have responded inadequately to nonsteroidal anti-inflammatory drugs [new formulation]

	Letermovir (Prevymis)
20mg and 120mg granules in sachets
	Prophylaxis of cytomegalovirus (CMV) reactivation and disease in adult and paediatric patients weighing at least 5kg who are CMV-seropositive recipients [R+] of an allogeneic haematopoietic stem cell transplant, and prophylaxis of CMV disease in CMV-seronegative adult and paediatric patients weighing at least 40kg who have received a kidney transplant from a CMV-seropositive donor 
[new granules in sachet formulations]

	Leuprorelin (Eligard)
7.5mg, 22.5mg and 45mg prefilled syringes (with solvent)
	Treatment of hormone dependent advanced prostate cancer and for the treatment of high-risk localised and locally advanced hormone dependent prostate cancer in combination with radiotherapy [new depot formulation, given up to 6-monthly]

	Maralixibat (Livmarli)
9.5mg in 1mL oral solution
	Treatment of progressive familial intrahepatic cholestasis in patients aged 3 months and older [new indication]

	SARS-CoV-2 LP.8.1 mRNA (Spikevax LP.8.1)
5-dose and 10-dose multidose vials
	Active immunisation to prevent COVID-19 caused by SARS-CoV-2 in individuals aged 6 months and older

	Zanidatamab (Ziihera)
300mg vial
	Treatment of adults with unresectable locally advanced or metastatic HER2-positive (IHC3+) biliary tract cancer previously treated with at least one prior line of systemic therapy

	

	
	






	Regulatory changes in the UK or EU	

	

	Recommended for approval in the UK or EU

	Asciminib (Scemblix)
	Treatment of adults with Philadelphia chromosome-positive chronic myeloid leukaemia in chronic phase with the T315I mutation who are resistant to, intolerant to or ineligible for ponatinib [EU] [new indication and new 100mg tablet formulation]

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

	Budesonide (Jorveza)
	Treatment of eosinophilic esophagitis in paediatric patients aged 2 to 17 years [EU] 
[new 0.2mg/mL oral suspension with a new indication]

	Dupilumab (Dupixent)
	Treatment of moderate to severe chronic spontaneous urticaria (CSU) in adults, adolescents and children aged 2 years and older with inadequate response to H1 antihistamines and who are naive to anti-IgE therapy for CSU [EU] 
[licence change from use only in people aged 12 years and older]

	Etanercept (Fubelv)
	Rheumatoid arthritis: use in combination with methotrexate for the treatment of moderate to severe active rheumatoid arthritis (RA) in adults when the response to disease-modifying antirheumatic drugs, including methotrexate (unless contraindicated), has been inadequate (can be given as monotherapy in case of intolerance to methotrexate or when continued treatment with methotrexate is inappropriate), and treatment of severe, active and progressive RA in adults not previously treated with methotrexate; Juvenile idiopathic arthritis: treatment of polyarthritis (rheumatoid factor positive or negative) and extended oligoarthritis in children and adolescents aged 2 years and older who have had an inadequate response to, or who have proved intolerant of, methotrexate, treatment of psoriatic arthritis in adolescents aged 12 years and older who have had an inadequate response to, or who have proved intolerant of, methotrexate, and treatment of enthesitis-related arthritis in adolescents aged 12 years and older who have had an inadequate response to, or who have proved intolerant of, conventional therapy; Psoriatic arthritis: treatment of active and progressive psoriatic arthritis in adults when the response to previous disease-modifying antirheumatic drug therapy has been inadequate; Axial spondyloarthritis: treatment of adults with severe active ankylosing spondylitis who have had an inadequate response to conventional therapy, and treatment of adults with severe 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 nonsteroidal anti-inflammatory drugs; Plaque psoriasis: treatment of adults with moderate to severe plaque psoriasis who failed to respond to, or who have a contraindication to, or are intolerant to other systemic therapy, including ciclosporin, methotrexate or psoralen and ultraviolet-A light, and treatment of chronic severe plaque psoriasis in children and adolescents aged 6 years and older who are inadequately controlled by, or are intolerant to, other systemic therapies or phototherapies [EU]

	Influenza vaccine (Supemtek)
	Active immunisation for the prevention of influenza disease in adults and children aged 9 years and older [EU]

	Influenza + COVID-19 mRNA vaccine (mCombriax)
	Active immunisation for the prevention of influenza disease and COVID-19 caused by SARS-CoV-2 in individuals aged 50 years and older [EU]

	Insulin aspart biosimilar (Dazparda)
	Treatment of diabetes mellitus in adults, adolescents and children aged 1 year and older [EU]

	Insulin lispro biosimilar (Bysumlog)
	Treatment of adults and children with diabetes mellitus who require insulin for the maintenance of normal glucose homeostasis, and for the initial stabilisation of diabetes mellitus [EU]

	Levodopa + carbidopa (Onerji)
	Treatment of motor fluctuations in patients with advanced Parkinson's disease which are not sufficiently controlled by oral anti-Parkinson medicinal products [EU]

	
	

	
	







	Regulatory changes in the UK or EU	

	
	

	Recommended for approval in the UK or EU (continued)

	Mavorixafor (Xolremdi)
	Use in patients aged 12 years and older for the treatment of WHIM syndrome (warts, hypogammaglobulinemia, infections and myelokathexis) to increase the number of circulating mature neutrophils and lymphocytes [EU]

	Paltusotine (Palsonify)
	Medical treatment of adults with acromegaly [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 PDL1 with a CPS of 1 or higher and who have received one or two prior systemic treatment regimens [EU] [new indication]

	Pertuzumab biosimilar (Poherdy)
	Early breast cancer: use in combination with trastuzumab and chemotherapy in the neoadjuvant treatment of adults with HER2-positive, locally advanced, inflammatory, or early stage breast cancer at high risk of recurrence, and the adjuvant treatment of adults with HER2-positive early breast cancer at high risk of recurrence; Metastatic breast cancer: use in combination with trastuzumab and docetaxel in adults with HER2-positive metastatic or locally recurrent unresectable breast cancer, who have not received previous anti-HER2 therapy or chemotherapy for their metastatic disease [EU]

	Ranibizumab biosimilar (Byooviz)
	Use in adults for 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 neovascularisation [EU] [new prefilled syringe formulation]

	Remibrutinib (Rhapsido)
	Treatment of chronic spontaneous urticaria in adults with inadequate response to H1 antihistamine treatment [EU]

	Teriparatide biosimilar (Zandoriah)
	Treatment of osteoporosis in postmenopausal women and in men at increased risk of fracture, and treatment of osteoporosis associated with sustained systemic glucocorticoid therapy in women and men at increased risk for fracture [EU]

	Tocilizumab biosimilar (Tuyory)
	Rheumatoid arthritis (RA): use in combination with methotrexate (MTX), for the treatment of severe, active and progressive RA in adults not previously treated with MTX, and the treatment of moderate to severe active RA in adults who have either responded inadequately to, or who were intolerant to, previous therapy with one or more disease‑modifying anti-rheumatic drugs or tumour necrosis factor antagonists (can be given as monotherapy in case of intolerance to MTX or where continued treatment with MTX is inappropriate); Coronavirus disease 2019 (COVID-19): treatment of COVID-19 in adults who are receiving systemic corticosteroids and require supplemental oxygen or mechanical ventilation; Systemic juvenile idiopathic arthritis (sJIA): treatment of active sJIA in patients aged 2 years and older, who have responded inadequately to previous therapy with non-steroidal anti-inflammatory drugs and systemic corticosteroids (can be given as monotherapy in case of intolerance to MTX or where treatment with MTX is inappropriate, or in combination with MTX); Polyarticular juvenile idiopathic arthritis (pJIA); use in combination with MTX for the treatment of pJIA (rheumatoid factor positive or negative and extended oligoarthritis) in patients aged 2 years and older, who have responded inadequately to previous therapy with MTX (can be given as monotherapy in case of intolerance to MTX or where continued treatment with MTX is inappropriate); Cytokine release syndrome (CRS): treatment of chimeric antigen receptor (CAR) T cell-induced severe or life-threatening CRS in adults and paediatric patients aged 2 years and older [EU] [vial formulation]

	
	

	
	







	Regulatory changes in the UK or EU	

	
	

	Recommended for approval in the UK or EU (continued)

	Tocilizumab biosimilar (Tuyory)
	Rheumatoid arthritis (RA): use in combination with methotrexate (MTX), for the treatment of severe, active and progressive RA in adults not previously treated with MTX, and the treatment of moderate to severe active RA in adults who have either responded inadequately to, or who were intolerant to, previous therapy with one or more disease‑modifying anti-rheumatic drugs or tumour necrosis factor antagonists (can be given as monotherapy in case of intolerance to MTX or where continued treatment with MTX is inappropriate); Systemic juvenile idiopathic arthritis (sJIA): treatment of active sJIA in patients aged 1 year and older, who have responded inadequately to previous therapy with non-steroidal anti-inflammatory drugs and systemic corticosteroids (can be given as monotherapy in case of intolerance to MTX or where treatment with MTX is inappropriate, or in combination with MTX); Polyarticular juvenile idiopathic arthritis (pJIA); use in combination with MTX for the treatment of pJIA (rheumatoid factor positive or negative and extended oligoarthritis) in patients aged 2 years and older, who have responded inadequately to previous therapy with MTX (can be given as monotherapy in case of intolerance to MTX or where continued treatment with MTX is inappropriate); Giant cell arteritis (GCA): treatment of GCA in adults [EU] [prefilled syringe formulation]

	Tocilizumab biosimilar (Tuyory)
	Rheumatoid arthritis (RA): use in combination with methotrexate (MTX), for the treatment of severe, active and progressive RA in adults not previously treated with MTX, and the treatment of moderate to severe active RA in adults who have either responded inadequately to, or who were intolerant to, previous therapy with one or more disease-modifying anti-rheumatic drugs or tumour necrosis factor antagonists (can be given as monotherapy in case of intolerance to MTX or where continued treatment with MTX is inappropriate); Systemic juvenile idiopathic arthritis (sJIA): treatment of active sJIA in patients aged 12 years and older, who have responded inadequately to previous therapy with non-steroidal anti-inflammatory drugs and systemic corticosteroids (can be given as monotherapy in case of intolerance to MTX or where treatment with MTX is inappropriate, or in combination with MTX); Polyarticular juvenile idiopathic arthritis (pJIA): use in combination with MTX for the treatment of pJIA (rheumatoid factor positive or negative and extended oligoarthritis) in patients aged 12 years and older, who have responded inadequately to previous therapy with MTX (can be given as monotherapy in case of intolerance to MTX or where continued treatment with MTX is inappropriate); Giant cell arteritis (GCA): treatment of GCA in adults [EU] [prefilled pen formulation]

	Tovorafenib (Ojemda)
	Use as monotherapy for the treatment of patients aged 6 months and older with paediatric low‑grade glioma harbouring a BRAF fusion or rearrangement, or BRAF V600 mutation, who have progressed after one or more prior systemic therapies [EU]

	Ustekinumab (Stelara)
	Treatment of moderately to severely active Crohn’s disease in paediatric patients aged 2 years and older, who have had an inadequate response to, or were intolerant to either conventional or biologic therapy [EU] 
[licence change from use only in adults and paediatric patients weighing at least 40kg]

	
	

	
	

	Filed for approval in the UK or EU

	Orforglipron
	Obesity or overweight, for weight management, in adults with at least one weight-related comorbidity, as an adjunct to a reduced-calorie diet and increased physical activity [EU]

	Orforglipron
	Treatment of adults with insufficiently controlled type 2 diabetes mellitus, as an adjunct to diet and exercise, as monotherapy when metformin is considered inappropriate due to intolerance or contraindications and in addition to other medicinal products for the treatment of diabetes [EU]

	Ruxolitinib (Opzelura)
	Treatment of adults with moderate atopic dermatitis [EU] [new indication]

	Upadacitinib (Rinvoq)
	Treatment of adult and adolescent patients living with non-segmental vitiligo [EU] 
[new indication]

	
	

	
	










	Regulatory changes in the UK or EU	

	
	

	Other UK/EU developments

	Datopotamab deruxtecan 
(Datroway)
	Early non-small cell lung cancer, ctDNA-positive or with high-risk pathological features, in adults, adjuvant therapy with rilvegostomig – development discontinued 
(company decision)

	Durcabtagene autoleucel
	Relapsed or refractory multiple myeloma in adults, fourth-line or later – development discontinued (company decision)

	Entrectinib (Rozlytek)
	Advanced unresectable non-small cell lung cancer, ROS1-positive, in adults, adjuvant monotherapy after chemoradiotherapy – development discontinued (company decision)

	Fidrisertib 
	Fibrodysplasia ossificans progressiva for reducing heterotopic ossification in adults and children aged 5 years and older – development discontinued (lack of efficacy)

	Iloperidone (Iloperidone Vanda Pharmaceuticals)
	Treatment of schizophrenia and acute treatment of manic or mixed episodes associated with bipolar I disorder in adults – not recommended for approval in EU

	Lifileucel (Amtagvi)
	Recurrent, metastatic or persistent cervical cancer in adults, monotherapy or with pembrolizumab – development discontinued (company decision)

	PR006
	Frontotemporal dementia caused by mutations in the granulin gene in adults – development discontinued (lack of efficacy)

	Sasanlimab (Zumrad)
	Treatment of high-risk non-muscle invasive bladder cancer in adults who have not previously been treated with BCG – EU filing withdrawn

	Trofinetide (Daybu)
	Treatment of Rett syndrome in adults and children aged 2 years and older – not recommended for approval in EU

	UCART19
	Relapsed or refractory, B-cell acute lymphoblastic leukaemia in adults and children – development discontinued (company decision)

	Zalfermin 
	Metabolic dysfunction-associated steatohepatitis in adults with fibrosis stage 2, 3 or 4 – development discontinued (lack of efficacy)
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