s NHS

Milton Keynes Clinical Commissioning Group

Memo — discontinuation of supply

Date: June 2017

Re: Protelos (strontium ranelate) 2g granules for oral suspension

Description of product affected

Strontium ranelate is licensed for the treatment of severe osteoporosis in
postmenopausal women and in adult men, at high risk of fracture, for whom
treatment with other medicinal products approved for the treatment of osteoporosis is
not possible due to, for example, contraindications or intolerance.®

NICE recommends use of strontium ranelate as an alternative treatment option for
the primary and secondary prevention of osteoporotic fragility fractures in
postmenopausal women who are unable to comply with the special instructions for
the administration of alendronate and either risedronate or etidronate, or have a
contraindication to or are intolerant of these agents, and who also have a combination
of T-score, age and number of independent clinical risk factors for fracture.??

Restricted indication and new monitoring requirements were brought in for strontium
ranelate in March 2014 following a review by the European Medicines Agency of the
risks and benefits of treatment. The Agency recommended against starting treatment
in people who have or have had: ischaemic heart disease/peripheral arterial
disease/cerebrovascular disease/ uncontrolled hypertension.*

Background

Servier will cease production and distribution of strontium ranelate at the end of
August 2017. This worldwide and strategic decision has been taken for commercial
reasons due to the restricted indication/limited use of strontium ranelate, and the
continuous decrease in the number of patients being treated with it.”

Alternative agents and management options

Therapies used in the management of osteoporosis are designed to reduce the risk of
fracture. They work by either reducing the rate of bone turnover (antiresorptives) or
stimulating bone formation (anabolic therapies). Antiresorptive therapies include
bisphosphonates, raloxifene, HRT and denosumab. Parathyroid hormones, such as
teriparatide, have a purely anabolic or bone-forming action (strontium ranelate has a
dual role as antiresorptive and some bone-forming activity).®

In addition to bisphosphonates and strontium ranelate, NICE guidance on the
secondary prevention of osteoporotic fragility fractures in postmenopausal women
also supported the use of raloxifene®, teriparatide® and denosumab’ in specific
situations. In the primary prevention setting, NICE supports use of
bisphosphosphonates? and denosumab’ in certain groups of postmenopausal women.
NICE guidance on the menopause considers that current use of HRT treatment
compared with non-use for women in menopause is associated with a significantly
lower risk of fragility fracture®, and this could be considered for use in certain women.
Many of the treatments that have been used in postmenopausal osteoporosis have
also been investigated in men with osteoporosis.> There is no NICE guidance on



treatment of men, but in addition to strontium, several bisphoshonates® !,
teriparatide’® and denosumab?? are also licensed for use in this group.

A risk assessment should be conducted in all patients on strontium ranelate to
determine continued need for treatment, and alternative therapeutic options
considered if needed (including a drug holiday). Specialist advice may need to be
sought in cases where the alternative treatment options are/were not suitable.
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