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> A Physician’s Guide to
Aclasta for the Treatment of
Osteoporosis

This Reminder Card is designed to help you prescribe Aclasta®
(zoledronic acid 5mg) appropriately for patients with osteoporosis.

It is meant to be used as a guide only.

Please consult the Summary of Product Characteristics before pre-
scribing Aclasta”.
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Aclasta

zoledronic acid 5 mg
solution for infusion
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One infusion. Yearlong Ost

lllllllll



J | Leaflet actasta NEW VERSION 2013_Layout 1 D1/01/1970 01:52 Page2 @

1

+  Aclasta® is approved for treafing osfeoporosis in postmenopausal women and men af increased risk of fracture, induding those with a recent low-irauma hip fracture and for the
traatment of ostecporcrsts associated with long-tenm systemas glucocaricold therapy in postmencpausal women and in men al increased nsk of fracture.
The use of Acasta® in patients with severs renal impainment (CrCl <35mlimin) is contraindicabed dus o an increased risk of renal Tadure in Bis population,
The fofiowing precautions are recommended o minimize the risk of renal adverss reactions:
& Creatining chearance (Crel) should be calculated based on attual body wikght using the Cockcrolt-Gault farmula bafore each Adasta® dose.
2 Transien incrusase in serum crestining may be grealer in palients with underlying impaired renal lunction.
o Manitoring of serum creasining should be considened In ai-risk pasients.
f Aciasia® should be Lised wilh caulion when concomilantly used with olher drugs thal could inmpacl renal fancban.

g Patients, especially idarly pafints and fose receiving diurstic Iaragy, should be appropriately hydrated prior ko administration of Aciasta®,
e A single dose of Aciastn® should nol exceed & mg and the duration of infusion should ba ot laast 15 minutes.

Acinsea® is givan once & year as a singls intravencus infusion,
< Tha oplimal durabion of Bsphosphonabe ireatmant for csfeaporosis his not boen established. The need for continued beatment should be ne-evaluated periodically bused on the
hanafits and patansal rieks af Acasia® on an inidusl palient bass, particLiarly aiar 5 of Mon yasrs af uss,
- Pre-axsting hypocalcasmia and other mineral metabolism distirbances must be treated with adequate intake of calcium and vitamin D befone intiating theragy with Aclasta®,

Physicians should considar dinical meniloring lor thesu pationts.
It i recommendad hat pafients should recaive adequate calcium and vitamin D suppiemantnton. For patients with a recent low-truma hip fraciurs, 8 inading dose of 50,000 1o
25,000 U of vitamin D given orally o via intramuscular roule s recommended prior o The finst Aclasta® infusion.
Aclasia” s contraindicated during pragnancy and breast-feeding, dus io patential teralogenicity. Adasta® is not recommended in women of chikdbaaring potential
M habalshy Wnatyle plays an important part in maintaining strong bones. Patents should be remindod ot thare ane Bings which they can do i help in keeping their bones a5 sirong
o5 podsible.

o A hanlthy dist is very impartant in maintsining skrong bones. Patients shauld be advised on the banefs of a good dist. Caleium and viiamin D supplameniation

18 FESOMMERda in carResan wih Actata®
8 Vitarmn D & impodant in the absorption of calcium from the diet. Sunlight helps the body o make vitamin 0. As B a5 15mirutes of natural ight can have a
banaficial affeci

@ Physical activity. especally weight beanng exssciss such o5 walking, & impodant in keping th bones and surrounding muscles strong and hoakhy,

o Seeking and aloohal intake can impact on bona staus. Stopping smoking and moderaling alcohol intake can have a beneficial affect on bone health.
The magonty of WMMM'HMhMNWMNWMWﬂm,MMMH advised aboul the posl-gose symploms
whicch ane commeonty sean folowing adminisiraion of an infravencus bisphosphonate, Thesa incude fiu-ike symploms such as fever, myalgia, flu-ike Sness, headachs, and
anhralga. Thass can be managed with mild pain rellsvers such as paracotamel and buprofen.
Alypical saibirochanteric and diaphyseal fermur fractunes have been neported with bisphasphonale theragy, primanly in patients necaiving long-term treaiment for cateoporosis. Thess
fractures occur afier minimal or no brauma and some patients experence thigh or groin pain, often assoclated with Imaging features. of siress fraciures, wesks i monihs bafone pre
santing with a eompleted femur fractane. Discontinuation of biphosphonate therapy in pationts suspected 10 have an atypical femir fractune should ba considered pending evaluation
of the patient, baved on an individual benefil risk assessment.
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ATy suspecied Bdvedse neactions and medication sirors can be repcited via the national Adverse Drug Reactions (ADRS) reporting system. Regon forms can be downloaded from
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