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Prolia (Denosumab) 60 mg/ml
Solution for injection
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Treatment of osteoporosis in postmenopausal women and in men at increased risk of
fractures. In postmenopausal women Prolia significantly reduces the risk of vertebral, non
vertebral and hip fractures.
Treatment of bone loss associated with hormone ablation in men with prostate cancer at
increased risk of fractures. In men with prostate cancer receiving hormone ablation, Prolia
significantly reduces the risk of vertebral fractures.
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4.3 Contraindications

Multiple Vertebral Fractures Following Discontinuation of Prolia :Xwi12 ninnnn 1901 e
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4.4 Special warnings and precautions for use

Multiple Vertebral Fractures (MVF) Following Discontinuation of Prolia

Cases of multiple vertebral fractures (MVF) have been reported following Prolia
discontinuation in patients with osteoporosis that participated in clinical trials and from post
marketing reports.

MVF may occur following discontinuation of treatment with Prolia, particularly in patients
with a history of vertebral fracture.

Consistent with the pharmacological properties of Prolia, treatment discontinuation is
associated with reversibility of Prolia effects on bone mineral density (BMD) and bone
remodeling. In_clinical trials, BMD returned to pre-treatment values following Prolia
discontinuation; however in some patients BMD declined to below the baseline value before




the beginning of Prolia® treatment, but it remained, on average, higher than the previously
treated placebo group.

Summary of Recommendations for Health Care Professionals for Prolia

Advise patients not to interrupt Prolia therapy without their physician’s advice.

If, Prolia treatment is discontinued, consider transitioning to an alternative antiresorptive
therapy.

Evaluate the individual benefit/risk in the light of the above mentioned data before
discontinuing treatment with Prolia.

Ensure appropriate follow-up of patients in whom the decision has been made to discontinue
treatment with Prolia.

4.8 Undesirable effects

Uncommon Multiple vertebral fractures® following
treatment discontinuation

Description of selected adverse reactions

Multiple Vertebral Fractures (MVF) Following Discontinuation of Prolia Treatment

In_the osteoporosis clinical trial program, MVF were reported in patients following
discontinuation of treatment with Prolia, particularly in those with a history of vertebral
fracture.
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4.4 Special warnings and precautions for use
4.6 Fertility, pregnancy and lactation
5.3 Preclinical safety data
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