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Formulary recommendation

Further e Zoledronic acid 4 mg/100 ml solution for infusion is accepted for use in South East

Information London (SEL) in patients with a creatinine clearance (CrCl) 30-35ml/min or in some
cases eGFR >30ml/min, in the following settings in adults:

(i) As an 18 monthly infusion in patients, for the following indications:
o Primary and secondary prevention of fragility fracture, OR
o First line treatment for secondary prevention of a fragility fracture

(i) As a single dose for osteoporosis in men aged 50 years or older and
postmenopausal women post fracture, with a limited life expectancy of 6 -12
months. In selected patients in this cohort, a single dose may be given if the CrCl is
under 30ml/min and the estimated glomerular filtration rate (eGFR) is over
30ml/min/1.73m?2. This will be determined by the specialist on a case-by-case basis.

e Zoledronic acid is available in two strengths: 4 mg and 5 mg, each with distinct
indications and dosing schedules. It is only the 4 mg strength that has been accepted
for use in this setting.

o The use of zoledronic acid 4mg/100 mL solution for infusion in this setting is off-label™.
The off-label nature should be explained to the patient/carer and informed consent
gained.

¢ The infusion should be administered in line with local Trust guidelines and protocols,
incorporating management of risks in this patient cohort including appropriate hydration.

» The Medicines and Healthcare products Regulatory Agency (MHRA) have outlined
precautions that should be taken into account to minimise the risk of renal adverse
reactions with zoledronic acid, see the Drug Safety Update for further information.

» An update to the current SEL osteoporosis treatment pathway is underway to reflect this
formulary approval.

*Zoledronic acid 4 mg/100 ml solution for infusion is licensed for the prevention of skeletal related events in
adult patients with advanced malignancies involving bone and the treatment of adult patients with tumour-
induced hypercalcaemia
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Transfer of
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required:

Cost Impact for e The application estimates that approximately 155 patients per annum in SEL will be
agreed eligible for treatment with zoledronic acid in this setting.

patient group ¢ The total estimated cost for SEL is ~ £90,000 per annum (or ~£4,300 per 100,000

population). This cost is inclusive of service delivery costs. The drug cost impact is
expected to be negligible.

Usage Monitoring |Acute Trusts:
& Impact ¢ Monitor and audit usage as agreed and report back to the Committee (against this
Assessment recommendation) upon request of the Committee

SEL Borough Medicines Teams:
¢ Monitor exception reports from GPs if inappropriate prescribing requests are made to
primary care
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https://www.gov.uk/drug-safety-update/intravenous-zoledronic-acid-adverse-effects-on-renal-function
https://www.selondonics.org/download/9303
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NOTES:

a) SEL IMOC recommendations and minutes are available publicly via the website.

b) This SEL IMOC recommendation has been made on the cost effectiveness, patient outcome and safety
data available at the time. The recommendation will be subject to review if new data becomes available,
costs are higher than expected or new NICE guidelines or technology appraisals are issued.

¢) Not to be used for commercial or marketing purposes. Strictly for use within the NHS
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