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	New product information	

	

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

	Aflibercept biosimilar (Afqlir) 
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

	Apomorphine (Kynmobi)
10mg, 15mg, 20mg, 25mg and 30mg sublingual films
	Intermittent treatment of “OFF” episodes in adults with Parkinson’s disease which are not sufficiently controlled by oral anti-Parkinson medication 
[new sublingual film formulation]

	Apremilast (Otezla)
10mg, 20mg and 30mg tablets
	Treatment of moderate to severe plaque psoriasis in children and adolescents aged ≥6 years and weighing ≥20kg who are candidates for systemic therapy 
[new indication]

	Bevacizumab biosimilar (Bevqolva)
100mg in 4mL vials and 400mg in 16mL vials
	Treatment of adults with metastatic carcinoma of the colon or rectum, metastatic breast cancer, unresectable advanced, metastatic or recurrent non-small cell lung cancer, advanced and/or metastatic renal cell cancer, epithelial ovarian, fallopian tube, or primary peritoneal cancer, and persistent, recurrent, or metastatic carcinoma of the cervix Note: See SmPC for full details of the indication

	Darunavir + cobicistat (Rezolsta)
800mg/150mg tablet
	Use in combination with other antiretroviral medicinal products for the treatment of human immunodeficiency virus‑1 infection in adults and paediatric patients aged ≥6 years, weighing ≥25kg [licence change from use only in people aged ≥12 years]

	Enalapril (Aqumeldi)
1mg orodispersible tablet
	Treatment of heart failure in children from birth to less than 18 years 
[new higher strength tablet formulation]

	Futibatinib (Lytgobi)
4mg tablet
	Treatment of adults with locally advanced or metastatic cholangiocarcinoma with a fibroblast growth factor receptor 2 fusion or rearrangement that have progressed after at least one prior line of systemic therapy

	Lecanemab (Leqembi)
200mg in 2mL and 500mg in 5mL vial
	Treatment of mild cognitive impairment and mild dementia due to Alzheimer’s disease in adults that are apolipoprotein E ε4 heterozygotes or non-carriers 
[4-weekly maintenance dosing regimen with no change to licensed indication]

	Leuprorelin (Camcevi)
42mg prefilled syringe
	Metastatic prostate cancer, locally advanced prostate cancer, as an alternative to surgical castration, as an adjuvant treatment to radiotherapy in patients with high-risk localised or locally advanced prostate cancer, as an adjuvant treatment to radical prostatectomy in patients with locally advanced prostate cancer at high risk of disease progression, and as neo-adjuvant treatment prior to radiotherapy in patients with high-risk localised or locally advanced prostate cancer 
[new 6-month prolonged-release suspension for injection formulation]

	Mercaptamine hydrochloride 
(Cystadrops)
3.8mg in 1mL eye drops
	Treatment of corneal cystine crystal deposits in adults and children aged ≥6 months with cystinosis [licence change from use only in people aged ≥2 years]
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	This newsletter is produced by SPS Horizon Scanning and highlights recent new product launches and medicines regulatory changes. More detailed information on medicines estimated to become available for use in the next 2 financial years and on marketed medicines expected to have major new indications approved is in Prescribing Outlook.




	If you do not wish to continue receiving NDO Newsletter log in and update your profile at www.ukmi.nhs.uk/ndo

	In September 2011 | 229 monographs updated | 14 evidence-based evaluations added | 2,200 registered NDO users



	This is a NHS document not to be used for commercial purposes

	New Medicines News is one of several horizon scanning resources produced by the Specialist Pharmacy Service to support managed introduction of new medicines into the NHS, to help organisations develop medicines management policies and to inform prescribing decisions when a product has been launched. 
For more information or if you have a question about this newsletter, contact nwmedinfo@nhs.net.





	
	New product information	

	

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

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

	Respiratory syncytial virus vaccine (Abrysvo)
Single-dose vial
	Active immunisation for the prevention of lower respiratory tract disease caused by respiratory syncytial virus (RSV) in individuals aged 18-59 years who are at increased risk for lower respiratory tract disease caused by RSV [new indication]

	Risdiplam (Evrysdi)
5mg tablet
	Treatment of 5q spinal muscular atrophy (SMA) in patients with a clinical diagnosis of SMA Type 1, Type 2 or Type 3 or with one to four SMN2 copies 
[new tablet formulation]

	Rituximab biosimilar (Ituxredi)
100mg in 10mL and 500mg in 50mL vials
	Treatment of adults with non-Hodgkin's lymphoma (including follicular lymphoma, diffuse large B-cell lymphoma, Burkitt lymphoma/leukaemia or Burkitt-like lymphoma), chronic lymphocytic leukaemia, rheumatoid arthritis, granulomatosis with polyangiitis (GPA) and microscopic polyangiitis (MPA), and pemphigus vulgaris; treatment of paediatric patients aged 2-17 years GPA and MPA 
Note: See SmPCs for full details of the indication

	Sugammadex (Bridion)
200mg in 2mL and 500mg in 5mL vials
	Routine reversal of rocuronium induced blockade in paediatric patients from birth to 17 years [licence change from use only in children aged ≥2 years]

	Thiamine hydrochloride
250mg in 2mL ampoule
	Prevention and treatment of vitamin B1 deficiencies like beriberi, deficiency related to chronic alcoholism and Wernicke-Korsakoff syndrome 
[new higher strength Brancaster Pharma formulation]

	

	







	Regulatory changes in the UK or EU	

	

	Approved in the UK

	Atropine (Ryjunea)
0.1mg in 1mL eye drops
	Slowing the progression of myopia in paediatric patients (treatment may be initiated in children aged 3-14 years with a progression rate of 0.5 D or more per year and a severity of -0.5 D to -6.0 D)

	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 (Bildyos)
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 (Bilprevda)
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

	Ferric citrate coordination complex (Xoanacyl)
1g tablet
	Treatment of concomitant elevated serum phosphorous and iron deficiency in adults with chronic kidney disease

	

	
	







	Regulatory changes in the UK or EU	

	

	Approved in the UK (continued)

	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, 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

	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

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

	SARS-CoV-2 virus recombinant spike protein receptor binding domain (RBD) fusion homodimer (Bimervax LP.8.1)
Single-dose vial
	Active immunisation to prevent COVID-19 caused by SARS-CoV-2 in individuals aged ≥16 years

	

	
	







	Regulatory changes in the UK or EU	

	

	Recommended for approval in the UK or EU

	Denosumab biosimilar (Osqay)
	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]

	Donidalorsen (Dawnzera)
	Routine prevention of recurrent attacks of hereditary angioedema in adults and adolescents aged ≥12 years [EU]

	Eravacycline (Xerava)
	Use in adolescents aged ≥12 years weighing ≥50kg, and in adults, for the treatment of complicated intra-abdominal infections [EU] [licence change from use only in adults]

	Etuvetidigene autotemcel 
(Waskyra)
	Treatment of patients aged ≥6 months with Wiskott-Aldrich syndrome (WAS) who have a mutation in the WAS gene for whom haematopoietic stem cell (HSC) transplantation is appropriate and no suitable human leukocyte antigen-matched related HSC donor is available [EU]

	Imlunestrant (Inluriyo)
	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 [EU]

	Insulin glargine biosimilar (Ondibta)
	Treatment of diabetes mellitus in adults, adolescents and children aged ≥2 years [EU]

	Selumetinib (Koselugo)
	Monotherapy for the treatment of symptomatic, inoperable plexiform neurofibromas in patients with neurofibromatosis type 1 aged 1-6 years and for older patients with swallowing difficulties [EU] [new granule formulations with new indication]

	Tafasitamab (Minjuvi)
	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 [EU] [new indication]

	Teplizumab (Teizeild)
	To delay the onset of stage 3 type 1 diabetes (T1D) in adult and paediatric patients aged ≥8 years with stage 2 T1D

	Vonicog alfa (Veyvondi)
	Treatment of haemorrhage in children (aged <18 years) with von Willebrand disease, when desmopressin treatment alone is ineffective or contraindicated [EU] [new indication]

	
	

	
	

	Filed for approval in the UK or EU

	Bevacizumab biosimilar
	Treatment of adults with hereditary haemorrhagic telangiectasia [EU]

	Cedazuridine + decitabine (Inaqovi)
	Treatment of adults with newly diagnosed acute myeloid leukaemia who are ineligible for standard induction chemotherapy, in combination with venetoclax [EU] [new indication]

	Denecimig 
	Prophylaxis of bleeding episodes in patients with haemophilia A [EU]

	Denosumab biosimilar – BA1102
	Prevention of skeletal related events in adults with advanced malignancies involving bone and other Xgeva indications [UK]

	Denosumab biosimilar – BA6101
	Postmenopausal osteoporosis and other Prolia indications [UK]

	Encorafenib (Braftovi)
	Use in combination with cetuximab and FOLFOX, for the first-line treatment of adults with metastatic colorectal cancer with a BRAF V600E mutation [EU] [new indication]

	Enfortumab vedotin (Padcev) 
	Use as neoadjuvant treatment followed by adjuvant treatment after cystectomy for adults with muscle invasive bladder cancer who are ineligible for cisplatin, in combination with pembrolizumab [UK]

	
	

	
	






	
Regulatory changes in the UK or EU	

	
	

	Filed for approval in the UK or EU (continued)

	Ensitrelvir 
	Post-exposure prophylaxis of COVID-19 in adults and children aged ≥12 years [EU] [new indication]

	Gemtuzumab ozogamicin (Mylotarg)
	Use in combination with mitoxantrone and cytarabine, for the treatment of paediatric patients aged 1-17 years with newly diagnosed CD33-positive acute myeloid leukaemia, except acute promyelocytic leukaemia [EU] [new indication]

	Grass pollen vaccine
	Seasonal allergic rhinitis in adults [EU]

	Levodopa + carbidopa ER (Crexont)
	Treatment of adults with Parkinson’s disease [EU] [new extended-release formulation]

	Marstacimab (Hympavi)
	Routine prophylaxis of bleeding episodes in patients aged ≥12 years with haemophilia A with factor VIII inhibitors or haemophilia B with factor IX inhibitors [EU] [new indication]

	Navepegritide 
	Treatment of achondroplasia in children [EU]

	Nivolumab (Opdivo)
	Treatment of adults and adolescents aged ≥12 years with previously untreated Stage III or IV classical Hodgkin lymphoma [EU] [new indication]

	Pembrolizumab (Keytruda)
	Use as neoadjuvant treatment followed by adjuvant treatment after cystectomy for adults with muscle invasive bladder cancer who are ineligible for cisplatin, with enfortumab vedotin [UK]

	Ponatinib (Iclusig)
	Treatment of paediatric patients aged ≥6 years with chronic phase chronic myeloid leukaemia who are resistant or intolerant to at least one tyrosine kinase inhibitor [EU] [new indication and new 5mg capsule formulation]

	Povorcitinib 
	Treatment of active moderate to severe hidradenitis suppurativa (acne inversa) in adults [EU]

	Relacorilant 
	Treatment of advanced platinum-resistant ovarian cancer in adults [EU]

	Risankizumab (Skyrizi)
	Treatment of paediatric plaque psoriasis in patients aged 6-17 years [EU] 
[new indication and new 55mg solution for injection formulation]

	Semaglutide 
	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] [new oral formulation]

	Tarlatamab (Imdylltra)
	Treatment of extensive stage small cell lung cancer in adults with disease progression on or after platinum-based chemotherapy [UK] [new indication]

	
	

	
	

	Other UK/EU developments

	Atezolizumab (Tecentriq)
	Early, locally advanced, triple negative breast cancer in adults, neoadjuvant therapy with chemotherapy, followed by adjuvant atezolizumab monotherapy – development discontinued (lack of efficacy)

	Atezolizumab (Tecentriq)
	High-risk muscle-invasive bladder cancer, ctDNA-positive, in adults, adjuvant monotherapy – UK development discontinued (company decision)

	Atezolizumab (Tecentriq)
	High-risk non-muscle-invasive bladder cancer in adults, neoadjuvant therapy with BCG – development discontinued (lack of efficacy)

	Bemarituzumab 
	Advanced gastric or gastro-oesophageal junction adenocarcinoma, HER2-negative, FGFR2b-positive, in adults, first-line with chemotherapy and nivolumab – development discontinued (lack of efficacy)

	Bemcentinib 
	Relapsed acute myeloid leukaemia in adults unsuitable for intensive chemotherapy, with low-dose cytarabine – development discontinued (company decision)

	
	

	
	







	
Regulatory changes in the UK or EU	

	
	

	Other UK/EU developments (continued)

	Bexotegrast 
	Idiopathic pulmonary fibrosis in adults – development discontinued (safety concerns)

	Cilofexor + firsocostat
	Metabolic dysfunction-associated steatohepatitis in adults with stage 4 fibrosis ± semaglutide – development discontinued (company decision)

	Clarithromycin + clofazimine + rifabutin
	Crohn's disease 	secondary to Mycobacterium avium ssp. paratuberculosis – development discontinued (company decision)

	Clofazimine 
	Refractory pulmonary non-tubercular mycobacterial disease in adults – development discontinued (lack of efficacy)

	DNL-343
	Amyotrophic lateral sclerosis in adults – development discontinued (lack of efficacy)

	Ensifentrine (Ohtuvayre)
	Maintenance treatment in symptomatic adults with chronic obstructive pulmonary disease – UK and EU filings withdrawn

	Fosgonimeton 
	Mild-to-moderate Alzheimer's disease in adults, monotherapy or with acetylcholinesterase inhibitor treatment – development discontinued (lack of efficacy)

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

	Mazindol (Quilience)
	Narcolepsy with cataplexy type 1 in adults – development discontinued 
(company decision)

	Milvexian 
	Prevention of cardiovascular events in adults after acute coronary syndrome, in addition to standard of care antiplatelet therapy – development discontinued 
(lack of efficacy)

	Pridopidine (Nurzigma)
	Treatment of Huntington's disease in adults – EU filing withdrawn

	Rencofilstat
	Metabolic dysfunction-associated steatohepatitis in adults with stage 2 or 3 fibrosis – development discontinued (company decision)

	Resamirigene bilparvovec
	X-linked myotubular myopathy in boys aged <5 years – development discontinued (safety concerns)

	Semaglutide 
	Early Alzheimer's disease in adults – development discontinued (lack of efficacy)

	Semaglutide (Rybelsus)
		To reduce cardiovascular (CV) death, heart attack and stroke in adults with type 2 diabetes mellitus and established CV disease and/or chronic kidney disease – MHRA updates SmPC with CV outcomes data from the SOUL study but no change made to the licensed indication

	Sipavibart (Kavigale)
	Pre‑exposure prophylaxis of COVID-19 in adults and adolescents aged ≥12 years weighing ≥40kg and who are immunocompromised due to a medical condition or receipt of immunosuppressive treatments – UK filing withdrawn

	Tasimelteon (Hetlioz)
	Treatment of nighttime sleep disturbances in Smith-Magenis syndrome – not recommended for approval in EU
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