
 

 

PMOS item: Denosumab 
 
PMOS Objective: 

• Cost-effective prescribing: use of locally agreed best value product Zadenvi 
(denosumab) 60mg solution for injection in pre-filled syringe for existing and 
new patients. 

 

Denosumab 60mg biosimilar factsheet 
 

1. Summary 
 
Prolia (denosumab) 60mg (Amgen) has lost patent exclusivity. Several denosumab 
60mg biosimilars are now licensed in the UK. 
 
Denosumab 60mg biosimilars, including Zadenvi, are approved for all reference 
product (Prolia) indications. 
 
NICE Technology appraisal guidance (TA204): Denosumab for the prevention of 
osteoporotic fractures in postmenopausal women recommends denosumab as a 
treatment option for the primary and secondary prevention of osteoporotic fragility 
fractures only in defined cohorts of postmenopausal women at increased risk of 
fractures. 
 
Where NICE have recommended the use of a biological reference product, the same 
advice will apply to the biosimilar medicine(s). 
 
In primary care, Prolia is prescribed to circa 1,000 patients across Cornwall and the 
Isles of Scilly, at a cost of almost £336,000* per year. 
 
The biosimilar Zadenvi (denosumab) 60mg product offer a significant cost saving 
over Prolia 60mg (Amgen). 
 
Under the NHS Framework awards, Zadenvi (denosumab) 60mg solution for 
injection in pre-filled syringe has been allocated for use in secondary care in 
Cornwall and the Isles of Scilly.  
 
*OpenPrescribing data 12 months to August 2025 
 

2. Background 
 

https://www.nice.org.uk/guidance/ta204
https://www.nice.org.uk/guidance/ta204
https://www.nice.org.uk/guidance/ta204/chapter/1-Recommendations
https://openprescribing.net/analyse/#org=practice&orgIds=11N&numIds=0606020Z0BBAAAA,0606020Z0AAAAAA&denom=nothing&selectedTab=data
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Biologic medicines 
 
Denosumab, a human monoclonal IgG2 antibody, is a biological medicine. These 
are large, complex molecules, which show a small degree of expected variation 
within their molecular structures. This occurs even between different batches of the 
same product due to the inherent variability of biological systems and manufacturing 
processes. 
 

Biosimilar medicines 
 
When an existing licensed biological medicine is approaching loss of exclusivity, 
biosimilar medicines may be developed to compete commercially. The existing 
biological medicine is known as the reference product (RP). A biosimilar medicine is 
a type of biological medicine that is highly similar in structure and function to the RP. 
The similarity is demonstrated by data confirming clinical efficacy, safety and 
immunogenicity equivalence. 
 

Interchangeability 
 
The MHRA highlights that: 
 

• biosimilars are interchangeable with the RP  
• biosimilars of the same RP are also interchangeable 

 
Within the NHS, there is significant experience of intentional switching between 
products. Once the MHRA authorises a product as a biosimilar, the prescriber should 
consider it therapeutically equivalent to the RP in the authorised indications. This is 
supported by a systematic review of real-world data. 
 
Switching patients from the RP to a biosimilar, if this is the best value biologic, has 
become standard clinical practice. ‘Switching’ describes a collaborative managed 
process to change the patient’s prescribed treatment from their existing biologic 
medicine to a biosimilar. 
 
Where NICE has recommended the RP, the same guidance applies to the biosimilar 
medicine. 
 
NHS England supports a ‘best value first’ approach for biological medicines. 
 
Further information may be found on the SPS website. 
 

Substitution and consent 
 
Biosimilars should be prescribed by brand name in line with MHRA advise to prevent 
inadvertent switching. 
Switching should be a managed process involving both prescribers and patients. 
Decisions about initiating treatment with a biosimilar, or switching should be shared, 
and both parties aware of the brand name of the product received. This is important 

https://www.gov.uk/government/publications/guidance-on-the-licensing-of-biosimilar-products/guidance-on-the-licensing-of-biosimilar-products#interchangeability
https://www.nice.org.uk/about/what-we-do/our-programmes/nice-guidance/technology-appraisal-guidance/biosimilar-technologies-nice-position-statement
https://www.sps.nhs.uk/articles/the-licence-and-supporting-evidence-for-denosumab-60mg-biosimilars/
https://www.gov.uk/drug-safety-update/biosimilar-products
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for traceability and reporting purposes if there are any suspected safety issues 
relating to the RP or biosimilar medicine. 
 
Patient letter and text message templates are available from PrescQIPP; copies may 
also be found in the PMOS support pack. 
 

Denosumab 60mg 
 

• Prescribing and review 
 
Densoumab 60mg (Prolia – October 2025) is a second line drug on the Cornwall 
formulary. 
Denosumab is licensed for osteoporosis in postmenopausal women, men, bone loss 
related to long term systemic steroids in adults, bone loss related to hormone 
ablation in men with prostate cancer at increased fracture risk. 
 
The NICE Technology appraisal guidance (TA204): Denosumab for the prevention of 
osteoporotic fractures in postmenopausal women recommends denosumab as a 
treatment option for the primary and secondary prevention of osteoporotic fragility 
fractures only in defined cohorts of postmenopausal women at increased risk of 
fractures. 
 
In Primary care, circa 1000 patients (broadly split 90% female, 10% male) were 
prescribed denosumab 60mg at a cost of almost £370,000. All practices in Cornwall 
and the Isles of Scilly prescribed denosumab; the number of patients per practice 
ranged between 2 and 70 people. 
 
The Cornwall Referral Management System (RMS) clinical guideline Rheumatology: 
Osteoporosis gives further information regarding prescribing, monitoring and review. 
Current guidance is to refer for review at 5 years. Devon Osteoporosis - South & 
West guidance is also available for Derriford-facing practices. 
 
Patients should not stop denosumab without specialist review because of the 
increased risk of multiple vertebral fractures. 
 
Further information regarding denosumab treatment related drug safety updates, are 
available from the Medicines and Healthcare products Regulatory Agency (MHRA). 
 
Prescribing of denosumab 60mg is further supported through the Cornwall 
Specialised medicines shared care service local enhanced service (LES). 
 
 

3. Additional resources  
 

• PMOS data collection Denosumab 26-27 PMOS 

• PrescQIPP latest versions available from PrescQIPP (free log-in required) 
o Prolia to biosimilar denosumab 60mg injection SOP 
o Patient letter template 
o Patient message template 

https://www.eclipsesolutions.org/cornwall/info.aspx?paraid=55
https://www.eclipsesolutions.org/cornwall/info.aspx?paraid=55
https://www.nice.org.uk/guidance/ta204
https://www.nice.org.uk/guidance/ta204
https://www.nice.org.uk/guidance/ta204/chapter/1-Recommendations
https://rms.cornwall.nhs.uk/primary_care_clinical_referral_criteria/primary_care_clinical_referral_criteria/rheumatology/osteoporosis
https://rms.cornwall.nhs.uk/primary_care_clinical_referral_criteria/primary_care_clinical_referral_criteria/rheumatology/osteoporosis
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fsouthwest.devonformularyguidance.nhs.uk%2Freferral-guidance%2Fwestern-locality%2Frheumatology%2Fosteoporosis&data=05%7C02%7Canne.jones17%40nhs.net%7C7f615b66a163482a068b08de7a9628d8%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C639082982526543826%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=JBsVik4lnseZmkTmh7MO45Jf3V8WCzwmyuwwD9%2F2Z7A%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fsouthwest.devonformularyguidance.nhs.uk%2Freferral-guidance%2Fwestern-locality%2Frheumatology%2Fosteoporosis&data=05%7C02%7Canne.jones17%40nhs.net%7C7f615b66a163482a068b08de7a9628d8%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C639082982526543826%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=JBsVik4lnseZmkTmh7MO45Jf3V8WCzwmyuwwD9%2F2Z7A%3D&reserved=0
https://www.gov.uk/drug-safety-update/denosumab-60mg-prolia-increased-risk-of-multiple-vertebral-fractures-after-stopping-or-delaying-ongoing-treatment
https://www.gov.uk/drug-safety-update?keywords=denosumab
https://www.prescqipp.info/our-resources/webkits/hot-topics/
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• Denosumab Biosimilar Patient Info SPS  

• Zadenvi Patient Medication Information Leaflet 
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