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	New product information	

	

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

	Baloxavir (Xofluza)
40mg and 80mg tablets, and 2mg/mL granules for oral suspension
	Treatment of uncomplicated influenza in patients aged ≥3 weeks and post‑exposure prophylaxis of influenza in individuals aged ≥3 weeks 
[licence change from use only in people aged ≥1 year]

	Brentuximab vedotin (Adcetris)
50mg vial
	Use for adults with previously untreated CD30+ Stage IIB with risk factors, Stage III or Stage IV Hodgkin lymphoma in combination with etoposide, cyclophosphamide, doxorubicin, dacarbazine, dexamethasone (BrECADD) [new indication]

	Ceftazidime + avibactam 
(Zavicefta) 
2g/0.5g vial
	Use in adults and paediatric patients from birth for the treatment of the following infections: Complicated intra-abdominal infection, complicated urinary tract infection, including pyelonephritis, hospital-acquired pneumonia, including ventilator associated pneumonia. Also treatment of adults with bacteraemia that occurs in association with, or is suspected to be associated with, any of the infections listed above. Also for the treatment of infections due to aerobic Gram-negative organisms in adults and paediatric patients from birth with limited treatment options 
[licence change from use only in patients aged ≥3 months]

	Durvalumab (Imfinzi)
120mg in 2.4mL vial and 500mg in 10mL vials
	Use in combination with gemcitabine and cisplatin as neoadjuvant treatment, followed by Imfinzi as monotherapy adjuvant treatment after radical cystectomy, for the treatment of adults with resectable muscle invasive bladder cancer [new indication]

	Dydrogesterone (Nalvee)
10mg tablet
	For women with progesterone insufficiencies (treatment of dysmenorrhoea, endometriosis, irregular menstrual cycles and pre-menstrual syndrome), as hormone replacement therapy (dydrogesterone is used to supplement an estrogen treatment in non-hysterectomised women with symptoms due to natural onset of or surgically induced menopause; in the context of hormone replacement therapy, it counteracts the estrogen influence on the endometrium), and dysfunctional bleeding or secondary amenorrhoea (the drug may be used with an estrogen in the management of these conditions) [new formulation with new indication]

	Guselkumab (Tremfya)
200mg in 2mL prefilled pen and syringe, and 200mg in 20mL vial
	Treatment of adults with moderately to severely active Crohn’s disease who have had an inadequate response, lost response, or were intolerant to either conventional therapy or a biologic treatment, and treatment of adults with moderately to severely active ulcerative colitis who have had an inadequate response, lost response, or were intolerant to either conventional therapy, a biologic treatment, or a Janus kinase inhibitor [new intravenous and higher strength subcutaneous formulations]

	Guselkumab (Tremfya)
200mg in 2mL prefilled pen and syringe
	Treatment of adults with moderately to severely active ulcerative colitis who have had an inadequate response, lost response, or were intolerant to either conventional therapy, a biologic treatment, or a Janus kinase inhibitor 
[new subcutaneous dosage regimen, with no change to licensed indication]

	Ibrutinib (Imbruvica)
140mg, 280mg, 420mg and 560mg tablets
	Use in combination with rituximab, cyclophosphamide, doxorubicin, vincristine, and prednisolone (Imbruvica + R-CHOP) alternating with R-DHAP (or R-DHAOx) without Imbruvica, followed by Imbruvica monotherapy, for the treatment of adults with previously untreated mantle cell lymphoma who would be eligible for autologous stem cell transplantation [new indication]
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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)

	Peginterferon alpha 2a (Pegasys) 90micrograms in 0.5mL, 135micrograms in 0.5mL and 180micrograms in 0.5mL prefilled syringes
	Use as monotherapy in adults for the treatment of polycythaemia vera, and for use as monotherapy in adults for the treatment of essential thrombocythaemia [new indications]

	Ruxolitinib (Jakavi) 
5mg, 10mg, 15mg and 20mg tablets
	Treatment of patients aged ≥2 years with acute or chronic graft versus host disease who have inadequate response to corticosteroids 
[licence change from use only in people aged ≥12 years]

	

	




	
	Regulatory changes in the UK or EU	

	

	Approved in the UK

	Brexpiprazole (Rxulti)
0.25mg, 0.5mg, 1mg, 2mg, 3mg and 4mg tablets
	Treatment of schizophrenia in adults and adolescents aged ≥13 years 
[licence change from use only in adults]

	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 
(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

	Gepotidacin (Blujepa)
750mg tablet

	Treatment of female adults and adolescents aged ≥12 years, weighing ≥40kg, with uncomplicated urinary tract infections (acute cystitis) that are proven or strongly suspected to be caused by susceptible organisms

	LP.8.1 (Comirnaty LP.8.1 [3micrograms/dose])
3-dose vial
	Active immunisation to prevent COVID-19 caused by SARS-CoV-2 in individuals aged 6 months to 4 years

	LP.8.1 (Comirnaty LP.8.1 [10micrograms/dose])
Single-dose prefilled syringe
	Active immunisation to prevent COVID-19 caused by SARS-CoV-2 in individuals aged 5 to 11 years

	LP.8.1 (Comirnaty LP.8.1 [30micrograms/dose])
Single-dose prefilled syringe
	Active immunisation to prevent COVID-19 caused by SARS-CoV-2 in individuals aged ≥12 years

	Pirtobrutinib (Jaypirca)
50mg and 100mg tablets
	Use as monotherapy for the treatment of adults with relapsed or refractory mantle cell lymphoma who have been previously treated with a Bruton´s tyrosine kinase (BTK) inhibitor, and use as monotherapy for the treatment of adults with relapsed or refractory chronic lymphocytic leukaemia who have been previously treated with a BTK inhibitor

	Ruxolitinib (Jakavi) 
5mg in 1ml oral solution
	Treatment of patients aged ≥2 years with acute or chronic graft versus host disease who have inadequate response to corticosteroids [new oral solution formulation]

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

	Zuranolone (Zurzuvae)
20mg, 25mg and 30mg capsules
	Treatment of moderate or severe postnatal depression in adults following childbirth

	

	
	







	Regulatory changes in the UK or EU	

	
	

	Recommended for approval in the UK or EU

	Clascoterone (Winlevi)
	Treatment of acne vulgaris in adults, and treatment of facial acne vulgaris in adolescents aged 12 to 17 years [EU] Note: Already licensed and launched in UK

	LP.8.1 (Comirnaty LP.8.1 [3micrograms/dose])
	Active immunisation to prevent COVID-19 caused by SARS-CoV-2 in individuals aged 6 months to 4 years [EU]

	LP.8.1 (Comirnaty LP.8.1 [10micrograms/dose])
	Active immunisation to prevent COVID-19 caused by SARS-CoV-2 in individuals aged 5 to 11 years [EU]

	LP.8.1 (Comirnaty LP.8.1 [30micrograms/dose])
	Active immunisation to prevent COVID-19 caused by SARS-CoV-2 in individuals aged ≥12 years [EU]

	
	

	
	

	Filed for approval in the UK or EU

	Botulinum toxin type E 
	Temporary improvement in the appearance of moderate to severe lines between the eyebrows [EU]

	Denosumab biosimilar (Osqay)
	Postmenopausal osteoporosis 	and other Prolia indications [EU]

	Denosumab biosimilar – SPD8
	Postmenopausal osteoporosis 	and other Prolia indications [EU]

	Denosumab biosimilar – SPD8
	Prevention of skeletal related events in adults with advanced malignancies involving bone and other Xgeva indications [EU]

	Ensitrelvir 
	Treatment of coronavirus disease 2019 (COVID-19) [EU]

	Leriglitazone 
	Treatment of adrenoleukodystrophy [EU]

	Levodopa + carbidopa 
	Treatment of motor fluctuations in people living with Parkinson’s disease [EU] 
[new continuous subcutaneous infusion formulation]

	Norursodeoxycholic acid (Norurso)
	Treatment of primary sclerosing cholangitis in adults [EU]

	Tarlatamab (Imdylltra)
	Treatment of extensive-stage small cell lung cancer [EU] Note: Already licensed and launched in UK for treatment of adults with extensive-stage small cell lung cancer with disease progression on or after at least two prior lines of therapy including platinum-based chemotherapy

	
	

	
	

	Other UK/EU developments

	Clostridioides difficile vaccine
	Prevention of Clostridioides difficile infection in patients aged ≥65 years – development discontinued (company decision)

	Inclacumab 
	Sickle cell disease 	in adults and children aged ≥12 years experiencing vaso-occlusive crises – development discontinued (lack of efficacy)

	Ivacaftor (Kalydeco)
	Cystic fibrosis in patients aged ≥2 years with rare mutations (and without a F508del mutation), with ivacaftor + tezacaftor + elexacaftor – UK development discontinued (company decision)

	Ivacaftor + tezacaftor + elexacaftor (Kaftrio)
	Cystic fibrosis in patients aged ≥2 years with rare mutations (and without a F508del mutation), with ivacaftor – UK development discontinued (company decision)

	
	

	
	







	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.
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