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	New product information	

	

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

	Acoramidis (Beyonttra)
356mg tablet
	Treatment of wild-type or variant transthyretin amyloidosis in adults with cardiomyopathy

	Aflibercept biosimilar (Vgenfli) 
6.6mg in 0.165mL prefilled syringe
	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

	Aflibercept biosimilar (Yesafili)
3.6mg in 0.09mL prefilled syringe
	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

	Bedaquiline (Sirturo)
20mg and 100mg tablets
	Use as part of an appropriate combination regimen in adult and paediatric patients (aged 2 years to less than 18 years and weighing at least 7kg) with pulmonary tuberculosis due to Mycobacterium tuberculosis resistant to at least rifampicin and isoniazid 
[licence change from use only from age 5 years and weighing at least 15kg]

	Canagliflozin (Invokana)
100mg and 300mg tablets
	Treatment of adults and children aged 10 years and older 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 
[licence change from use only in adults]

	Ciclosporin (Vevizye)
1mg in 1mL eye drops
	Treatment of moderate to severe dry eye disease (keratoconjunctivitis sicca) in adults, which has not improved despite treatment with tear substitutes [new formulation]

	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 (Jubereq)
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 (Obodence)
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
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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)

	Denosumab biosimilar (Osenvelt)
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 (Osvyrti)
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 (Stoboclo)
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 (Xbryk)
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

	Formoterol + glycopyrronium + budesonide 
(Trixeo Aerosphere)
5micrograms/7.2micrograms/
160micrograms inhaler
	Use as a maintenance treatment in adults with moderate to severe chronic obstructive pulmonary disease who are not adequately treated by a combination of an inhaled corticosteroid and a long-acting beta2-agonist or combination of a long-acting beta2-agonist and a long-acting muscarinic antagonist 
[new low-carbon formulation]

	Mepolizumab (Nucala)
100mg in 1mL prefilled pen and syringe
	Use as add-on maintenance treatment of adults with uncontrolled chronic obstructive pulmonary disease of an eosinophilic phenotype on a combination of an inhaled corticosteroid, a long acting beta2-agonist and a long-acting muscarinic antagonist [new indication]

	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 to 17 years when remedial measures alone prove insufficient 
[new chewable modified-release tablet formulations of methylphenidate]

	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]

	Potassium citrate (Renodyra)
1,080mg tablet
	Use in adults for the treatment of patients with kidney stones and hypocitraturia, or chronic calcium oxalate stones; the treatment and prevention of recurrent uric acid lithiasis with or without calcium lithiasis and cystine lithiasis; the treatment of renal tubular acidosis with calcium nephrolithiasis 
[new modified-release tablet formulation with new indication]

	Semaglutide (Wegovy)
0.25mg in 0.37mL, 0.5mg in 0.37mL, 1mg in 0.75mL, 1.7mg in 0.75mL and 2.4mg in 0.75mL prefilled pens
	Use as an adjunct to a reduced-calorie diet and increased physical activity for weight management, including weight loss and weight maintenance, in adults with an initial body mass index of 30kg/m2 or higher (obesity), or 27kg/m2 to less than 30kg/m2 (overweight) in the presence of at least one weight related comorbidity [new dose regimen for use in adults with obesity, of 7.2 mg once weekly administered as 3 injections of 2.4mg after a minimum of 4 weeks on the 2.4mg dose – note: licensed indication is unchanged]

	

	







	New product information	

	

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

	Ustekinumab biosimilar (Pyzchiva)
45mg in 0.5mL and 90mg in 1mL prefilled syringes and 130mg in 26mL vial
	Treatment of moderately to severely active Crohn’s disease in paediatric patients weighing at least 40 kg, 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

	Nirogacestat (Ogsiveo)
100mg and 150mg tablets
	Use as monotherapy for the treatment of adults with progressing desmoid tumours who require systemic treatment

	Pegcetacoplan (Aspaveli)
1,080mg in 20mL vial
	Use as monotherapy in the treatment of adults with paroxysmal nocturnal haemoglobinuria who have haemolytic anaemia 
[administration using a new on-body delivery system]

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

	Tislelizumab (Tevimbra)
100mg in 10mL vial
	Use in combination with platinum-based chemotherapy, for the first-line treatment of adults with unresectable, locally advanced or metastatic oesophageal squamous cell carcinoma whose tumours express PD L1 with a TAP score ≥5% [new indication]

	Zapomeran (Kostaive)
Multi-dose vial
	Active immunisation to prevent COVID-19 caused by SARS-CoV-2 in individuals 18 years of age and older

	

	
	

	Recommended for approval in the UK or EU

	Adrenaline (EURneffy)
	Emergency treatment of 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 aged 4 years and over with a body weight of 15kg or more [EU] [licence change from use only in adults and children weighing 30kg and over and new 1mg strength nasal spray formulation]

	Belumosudil (Rezurock)
	Treatment of adults and paediatric patients aged 12 years and older with a body weight of at least 40kg with chronic graft-versus-host disease when other treatment options provide limited clinical benefit, are not suitable, or have been exhausted [EU] [new indication] Note: This product is available in the UK with a different indication – see SmPC

	Doxecitine + doxribtimine 
(Kygevvi)
	Treatment of paediatric and adult patients with genetically confirmed thymidine kinase 2 deficiency with an age of symptom onset on or before 12 years [EU]

	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]

	Estetrol (Fylrevy)
	Use as hormone replacement therapy (HRT) for oestrogen deficiency symptoms in hysterectomised postmenopausal women and HRT for oestrogen deficiency symptoms in non-hysterectomised postmenopausal women with at least 12 months since last menses [EU]

	
	

	
	







	Regulatory changes in the UK or EU	

	
	

	Recommended for approval in the UK or EU (continued)

	Finerenone (Kerendia)
	Treatment of symptomatic chronic heart failure with left ventricular ejection fraction 40% or higher in adults [EU] [new indication and new 40mg strength tablet formulation]

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

	Niraparib + abiraterone (Akeega)
	Use with prednisone or prednisolone, in combination with androgen deprivation therapy, for the treatment of adults with metastatic hormone-sensitive prostate cancer and BRCA 1/2 mutations (germline and/or somatic) [EU] [new indication]

	Nivolumab (Opdivo)
	Use in combination with brentuximab vedotin for the treatment of children aged 5 years of age and older, adolescents and adults up to 30 years of age with relapsed or refractory classical Hodgkin lymphoma after one prior line of therapy [EU] [new indication]

	Ponatinib (Iclusig)
	Use in combination with reduced-intensity chemotherapy in adults with newly diagnosed Philadelphia chromosome positive acute lymphoblastic leukaemia [EU] [new indication]

	Retifanlimab (Zynyz)
	Use in combination with carboplatin and paclitaxel for the first-line treatment of adults with metastatic or with inoperable locally recurrent squamous cell carcinoma of the anal canal [EU] [new indication]

	Semaglutide (Kayshild)
	Use in conjunction with diet and exercise for the treatment of adults with non-cirrhotic metabolic dysfunction-associated steatohepatitis with moderate to advanced liver fibrosis (fibrosis stages F2 to F3) [EU]

	
	

	
	

	Filed for approval in the UK or EU

	Anselamimab 
	Treatment of adults with kappa light chain amyloidosis [EU]

	Gefurulimab 
	Treatment of adults with generalised myasthenia gravis [EU]

	Selpercatinib (Retsevmo)
	Treatment of paediatric patients aged 2 years and older with advanced RET-mutant medullary thyroid cancer [EU] [licence change from use only in adults]

	Sevabertinib (Hyrnuo)
	Treatment of advanced non-small cell lung cancer with activating HER2 (ERBB2) mutations in adults who have received a prior systemic therapy [UK]

	Sintilimab (Tyvyt)
	Treatment of non-squamous non-small cell lung cancer in adults [EU]

	Trastuzumab deruxtecan 
(Enhertu)
	Use in combination with pertuzumab for the first-line treatment of adults with unresectable or metastatic HER2-positive breast cancer [EU] [new indication]

	
	

	
	

	Other UK/EU developments

	Astegolimab 
	Chronic obstructive pulmonary disease in adults who are former or current smokers with frequent exacerbations – development discontinued (lack of efficacy)

	Baloxavir marboxil (Xofluza)
	Reduction of direct transmission of influenza from otherwise healthy adults and children aged 5 years and older to household contacts – UK development discontinued (company decision)

	Dexamethasone intra-erythrocyte (EryDex)
	Ataxia telangiectasia 	in adults and children aged 6 years and older, first-line – development discontinued (lack of efficacy)

	Elebsiran 
	Chronic hepatitis B infection in adults, with tobevibart and with/without pegylated interferon alpha – development discontinued (company decision)

	Hexasodium fytate
	Calcific uraemic arteriolopathy in end-stage renal disease – development discontinued (lack of efficacy)

	Human normal immunoglobulin (Deqsiqa)
	Primary and secondary immunodeficiency disorders in patients of all ages – UK development discontinued (company decision)

	
	

	
	






	Regulatory changes in the UK or EU	

	
	

	Other UK/EU developments (continued)

	Patidistrogene bexoparvovec
	Type 2D limb girdle muscular dystrophy in adults and children aged 7 years and older – development discontinued (safety concern)

	Patritumab deruxtecan
	Advanced non-squamous EGFR-positive (Ex19del or L858R) non-small cell lung cancer in adults, second- or third-line monotherapy after failure of EGFR TKI therapy – development discontinued (lack of efficacy)

	Pembrolizumab (Keytruda)
	Localised muscle invasive and locally advanced urothelial cancer in adults, adjuvant monotherapy – UK development discontinued (company decision)

	Pemigatinib (Pemazyre)
	Monotherapy of relapsed or refractory myeloproliferative neoplasms with FGFR1 rearrangements in adults – UK and EU development discontinued (company decision)

	Repotrectinib (Augtyro)
	Advanced ROS1-positive non-small cell lung cancer in TKI-naïve and -pretreated adults and locally advanced or metastatic NTRK-positive solid tumors in TKI-naïve and -pretreated adults and children aged 12 years and older – UK development discontinued (company decision)

	Semaglutide (Ozempic)
	Symptomatic peripheral arterial disease with intermittent claudication in adults with type 2 diabetes – not approved in EU (instead STRIDE trial data added to SmPC)

	Semaglutide (Wegovy)
	Obesity-related heart failure with preserved ejection fraction in patients with or without diabetes – not approved in UK and EU (instead STEP HFpEF trial data added to SmPC)

	Tamibarotene 
	Intermediate/high/very high risk, RARA-positive myelodysplastic syndromes, first-line with azacitidine – development discontinued (lack of efficacy)

	Tazemetostat (Tazverik)
	Unresectable advanced epithelioid sarcoma in adults, first-line with doxorubicin – UK and EU development discontinued (company decision)

	Tiragolumab + atezolizumab
	Solid tumours 	including locally advanced, recurrent or metastatic non-small cell lung cancer and oesophageal cancer in adults, untreated with checkpoint inhibitors – development discontinued (company decision)

	Tirzepatide (Mounjaro)
	Treatment of symptomatic chronic heart failure with preserved ejection fraction in adults with obesity – not approved in the EU (instead trial data included in the SmPC)

	Tobevibart 
	Chronic hepatitis B infection in adults, with elebsiran and with/without pegylated interferon alpha – development discontinued (company decision)

	Tucatinib (Tukysa)
	Unresectable or metastatic, HER2-positive, RAS wild-type colorectal cancer in adults, second-line or greater monotherapy or with trastuzumab – UK development discontinued (company decision)

	Vepdegestrant
	Early localised, ER-positive and HER2-negative, in post-menopausal women, neo-adjuvant monotherapy – UK development discontinued (company decision)

	Vepdegestrant 
	Unresectable loco-regional recurrent or metastatic, HR-positive, HER2-negative breast cancer in adults, second-line or later monotherapy – UK development discontinued (company decision)

	Zolbetuximab (Vyloy)
	Metastatic pancreatic claudin 18.2-positive adenocarcinoma in adults, first-line with nab-paclitaxel and gemcitabine – development discontinued (lack of efficacy)
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