NHS

North East and
North Cumbria

Action required: There are now multiple biosimilar brands of denosumab
60mg. Patients must be prescribed denosumab 60mg by brand name.

Biosimilar Denosumab 60mg brand switch for use in
Osteoporosis - FAQs for Primary Care

What is a biosimilar medicine?

Biologic medicines like denosumab are initially made by a single pharmaceutical company.
However, after an agreed number of years other companies are also allowed to produce their
own copies of the medicine. A copy of a biologic medicine is a called a “biosimilar.” This means
that the medicine produced will be “similar” to the original biologic.

There are now several “biosimilar” brands of denosumab available in the UK. They have been
thoroughly tested and analysed. One of these brands is called Stoboclo®. The authorities that
regulate medicines in the UK have said that all biosimilar versions of denosumab are as safe
and effective as each other and can be used interchangeably (prescribers can change between
brands and expect no change in efficacy, safety or immunogenicity). Biosimilar medicines are
used as they represent significant value for money for the NHS without negatively impacting on
patient care and outcomes. Best-value use of biologics is an NHS priority.

What brand of denosumab is secondary care using for Osteoporosis?
Up until now, patients with osteoporosis have been treated with the brand of denosumab
called Prolia®. Secondary care is now being restricted to only use the biosimilar brand
Stoboclo® of denosumab for the treatment of osteoporosis. Therefore, all newly started
patients will be given this brand in secondary care for the treatment of osteoporosis prior
to a shared care agreement being sent out to the GP. Any existing patients reviewed by
secondary care will also be switched to this biosimilar.
(Please note that patients previously treated with Xvega®, the 120mg denosumab brand
licensed and indicated for bony metastases may be switched to one of a number of other
denosumab brands specifically marketed as the 120mg dose. This is a RED indication and
should have no impact on primary care).

Is a new shared care agreement required?
No — the NTAG shared care guideline for denosumab 60mg is valid regardless of brand used. A
new shared care agreement is not required to undertake this biosimilar switch.

Do | need to prescribe denosumab 60mg by brand in primary care?

Yes, now there are multiple biosimilar brands of denosumab 60mg, denosumab MUST be
prescribed by brand name.

Immediate action required: Ensure all of your patients are prescribed

denosumab 60mg by brand name.
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Is this brand on the NENC formulary?
The NENC formulary is being updated - Prolia® is being removed and approved biosimilar
brands including Stoboclo® will be added.

Dosing and monitoring of biosimilars
The dose and frequency of Stoboclo® will remain the same as for Prolia®. Pre-injection
monitoring also remains identical.

Are the biosimilar brands, such as Stoboclo®, as safe and effective as
Prolia®?

Yes - biosimilars have been thoroughly tested and analysed. They have been approved for use
by the regulatory authority and has been shown to be as safe and as effective as Prolia®. Bone
turnover marker studies have demonstrated no risk in switching from Prolia to a biosimilar
brand.

How do | switch my patient over to a biosimilar from Prolia®?

You can switch the brand when the next injection is due. The patient should be informed of the
brand switch prior to administration.

Community Pharmacies in the region have been informed of the biosimilar switch and they are
aware that Stoboclo® is the brand being initiated by secondary care for osteoporosis.

A Patient Information Leaflet has been produced if needed.

What do | do if my patient reacts badly to the new brand?

In the rare circumstance that a patient reacts badly to their new brand they can be switched to
an alternative approved brand (see NENC formulary) at their next scheduled denosumab
injection.

Are there any changes to storage and handling requirements?
The storage and handling requirements should be checked for each product. Stoboclo® has the
same storage and handling requirements as for Prolia®

For further information

For more information please visit:

Preparing to use denosumab 60mg biosimilar — NHS SPS - Specialist Pharmacy Service — The
first stop for professional medicines advice
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