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Denosumab 60mg biosimilars - Interim Position Statement

Recommendation | GMMMG recommends early adoption of biosimilar denosumab across

the Greater Manchester health economy.

The uptake should be in line with the NHSE’s commissioning framework for
best value biologics (ref: NHS England » Commissioning framework for best

value biological medicines. However, switching of patients prescribed
denosumab 60mg under shared care in primary care is currently not
recommended.

New patients initiated in secondary care should be started on best value
product. Existing patients prescribed denosumab exclusively under
secondary care should be switched to best value product. Details of best
value product available through the NHSE’s framework can be requested
through pharmacy departments.

All denosumab products, including biosimilars, should be prescribed
by brand in all care settings.

Actions for Secondary Care

¢ Initiate all new denosumab patients on the NHSE framework best
value product.

e Switch existing secondary-care-only patients from originator to best
value product at the next appropriate opportunity.

e Ensure patients are informed of the product choice prior to initiation or
switch.

e Prescribe denosumab by brand name in all cases.

¢ Maintain a clear audit trail documenting the prescribed brand.

e Clearly state the denosumab brand in clinic letters and all transfer of
care documentation.

Actions for General Practice & Medicines Optimisation Teams

e Prescribe denosumab only as continuation of care under shared care
(no initiations allowed in primary care).

¢ Do not switch denosumab products for patients under shared care
until further notice.

e Ensure patient records are clearly endorsed with the denosumab
brand.

e Prescribe denosumab by brand name on all prescriptions.

(continued overleaf)
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https://www.england.nhs.uk/long-read/commissioning-framework-for-best-value-biological-medicines/
https://www.england.nhs.uk/long-read/commissioning-framework-for-best-value-biological-medicines/

¢ Review all existing denosumab patients to ensure prescriptions is
endorsed by brand name (e.g. Prolia® 60 mg pre-filled syringe).

e For newly accepted shared care transfers, confirm the brand is
specified in clinic letters or shared care protocols before prescribing.

Actions for Community Pharmacy
¢ All denosumab prescriptions should be by brand name (including
biosimilars).
e Where brand is not stipulated, enquire with the prescriber before
dispensing.
¢ Do not substitute denosumab products at pharmacy level.

This recommendation does not consider denosumab 120mg, which is has a
red RAG GM formulary status and its use is under specialist commissioning
remit.

Background

Following the loss of patent exclusivity for denosumab 60 mg in November
2025, multiple licensed biosimilar products have become available in the
UK.

Denosumab 60 mg is classified as an amber drug on the GM joint formulary
and is supported by an established shared care protocol for the treatment of
osteoporosis in adults.

From January 2026, only one denosumab 60 mg product is available to GM
secondary care providers via the NHSE framework, while primary care has
access to multiple products with variable pricing. Most denosumab
prescribing in GM occurs in secondary care, with a smaller cohort managed
under shared care in primary care. In line with the shared care protocol,
denosumab must be prescribed by brand to support continuity of care and
patient safety.

Efficacy
and Safety

The clinical efficacy, safety profile, and immunogenicity of licensed
denosumab 60 mg biosimilars are comparable to those of the reference
product, Prolia®.

Use caution when prescribing or administering these products to patients
with a known latex allergy (needle cover may contain dry natural rubber, a
latex derivative).

Denosumab prefilled syringes should be stored according to recommended
storage conditions and allowed to reach room temperature prior to
subcutaneous administration.

Further information is available from the_Specialist Pharmacy Service and
summary of individual product characteristics.

Cost
Effectiveness/

Affordability

It is assumed that the majority of denosumab 60 mg prescribing in GM takes
place in secondary care, where funding is within tariff and any savings from
the uptake of best value products accrue directly to provider organisations. In
primary care, patient numbers are relatively small (approximately 700 patients
under shared care), pricing remains uncertain, and the six-monthly dosing
schedule limits short-term financial benefit; therefore, no active switching
programme is currently recommended. Opportunities for primary care will be
reviewed in due course once greater clarity on product availability and pricing
is available to support system wide savings.
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https://www.sps.nhs.uk/category/medicine/denosumab/
https://www.medicines.org.uk/emc

¥ Newly marketed drugs (including biosimilars) and vaccines are intensively
monitored for a minimum of two years, in order to confirm the risk / benefit
profile of the product. Healthcare professionals are encouraged to report all
suspected adverse drug reactions regardless of the severity of the reaction.
Differences are limited to excipients and injection device design and are not
expected to result in differences in clinical practice, although patients should

be informed if syringe design changes.

Monitoring

Patient
perspective

References: GMMMG, Specialist Pharmacy Service, Summaries of Products Characteristics
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