XGEVA

denosumab

ESMO RECOMMENDED BTA
— for Bone Metastases' —

» Initiate BTA at diagnosis of bone metastasis
® Use throughout the course of the disease

2020 ESMO Clinical Practice Guidelines Recommended Use of BTAS'
f'-j‘ XGEVAP® is the preferred BTA from efficacy,

convenience and renal health perspectives'

The Trusted Partner with Proven Clinical Benefit'

Breast Cancer
&h « Superior in delaying time to 1st and subsequent SRE'

& delayed worsening of bone pain vs ZA'

Lung Cancer

* Suggested survival improvement in NSCLC patients’
CRPC

* 18% risk reduction in cumulative SRE vs ZA!

Multiple Myeloma

+ The agent of choice in patients with renal
impairment (creatinine clearance <460 ml/min)’

* Extended mPFS by 10.7 months vs ZA!

*An exploratory analysis of the patients with
MSCLC. This observation was not supported
by recently reported SPLENDOUR trial.

ZA=Foledronic Acid




ESMO RECOMMENDATIONS OF XGEVA®

Across Tumor Types'

Cancer

For patients with For patients with
symptomatic/asymptomatic symptomatic/asymptomatic
bone metastases.* bone metastases.*

1A 1A
GRADE GRADE

Lung

Cancer

For patients with life Initiation of XGEVA®
expectancy of = 3 mths recommended at
and clinically significant diagnosis of disease.
bone metastases.*
1B 1A

GRADE

Admlmster XGEVA® every 4 weeks for maximal benefit
nd this fre
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¥GEVA® [denosurmah| Abbresated Prescribing Information

XGEVA® [denosurmabl Solution for Injection 120 ma

INDICATIONS Indicated for prevention of skeletal related events [pathologecal fracture, radiation to bone, spinal cord compressson or surgeny to bone] in adults with advanced melignancies invalvin
bane, and treatrnent of adults and skeletall e adolescents uutﬂ%uart cell turnour of bane that is unreseciable or where surgical resection is lmeg o resudl in severe rnorbidity, DOSAGE AN
ADMINISTRATION Sugglern 1 of at le 0 mg s and 1L witarmin O da y .JII""J i all patien ypercalcaema is present. Prevention of skeletal relaledmnts inadults
with advanced ma voling bone: The 'Prnr'\n"and . njection once every 4 weeks into the thigh, abdomen or upper arm. Giant call
turneur of bone: The recommended dose of XGEVA is 120 mg ad |inis|.cr\_'d as a singl oS III](_ on arce every & weeks into the thigh, abdamen or upperarm \Mlhaddllmnal 120 g doses
on days 8 and 15 of treatment of the frst month of therapy. Renal impairment: Mo dose adjustment = requared m patients with renal impairment; Hepatic impasmnent: The safety and efficacy of
denosurnab have not been studied in patients with hepatic impairment, Elderly patients [age 2 65): No dose adjustrrent is requined melderl,rga ients. Paediatric population: XGEVA is not ded
in paedatnc pabents [age < 18] other than skeletally mature adolescents laged 12-17 years| with giant cell turmaur of bone. CONTRAINDICATIONS Contraindicated in patients with hwetser\silivil\{am
the active subsianc o ary of the °xc|n|Pr|=. anrl n e “ontraindicated in patients with unhealed lesions from dental or oral sungery, SPEC

A AND PRECAUT DN

min 0 ;up.Jl.(_H.lLII ation: Supplert on with iurm and whamin D is required in all patients unless hypercalcaemia is present.
i prior o initiating therapy with XGEVA, Hypocalcaernia can oocur at any time duning therapy with XGEVA, Renal i ent: Patients
in) or recewing dialysis are at greater nsk of developing hypocaleaemia, Dsteonecrosis of the jaw [ONU: DN has been reported

mia must he corre:
th severe renal i ert |creatining clesrance < 30 m
cormmonly in patents recesng XGEVA. The start of treatment/ new treatment course should be detayed in patients with unhesled open soft tissue Lesions in the mouth. A dents! examination with
preventive dentistry and an incd dua benefit-risk assessment is r commended pricr to treatrnent with XGEVA, Multiple Vertebral Fractures, [MVF] Fcll.cwm? of Treatment Discontinuation: MYF, not
due ta bone metastase: cur following drecontir lqulur .Jfl arly in patients Nllll risk factors such as osteoporosss or prior fractures. Advise patients not to interrupt
Xgeva therapy without their nhf.uclan 5 advice, [stec Cl termal auditory canal has been reported with denosumab. Pessible risk factors
include steroid use and chermatherapy an . Aty the fernur: Atypecal fernoral fractures have been reported in patients receiving XGEVA.
Atypecal femoral fractures m LT nantericand diaphy==al regions of the femur. Hypercalcaemia followsng treatment discontinuation in patients with giznt cell
turnour of bore and in patients rowing skeleton: Clinically significant Fypercalcaemia requiring hospitalisation and complicated by acute reralinjury has been reported in XGEVA-treal fients
with giant cell tumaour of bone wieeks to months f:nl.lowlnc treatment :Ilsc:untlrJah:un a\'ter treatment = discontinued, marvtor pabents for sigrs and symptoms of hypercalcaemea. XGEVA is not
ecommended in patients with growing skelst 5 bes -treated patients with growing skelstons weeks to months followng trestment
ot \uu on. Others: Patients bein medicinal praducts, or with bisphospherates. INTERAI NS No
studies have been performe: | ~y: There are no or limited amount of data from the use of denosurnab in pregrant women, XGEVA is not
r«or‘m ended for use in pregnant warmen and wormen of childbear mj potential not using ont racﬂptnon Breast-feeding: It is unknown whether denosumab is excreted in hurnan milk, & nisk to the
newbarns/infants canrot be exclJ:Ie:I Fertility: Mo data are availzble an the effect of denosumab on human fertility.
F = comrmonly been reported follewing XGEVA administration, mostly within the first 2 weeks, The most commen adverse reactions with XGEVA are
o in patierts takin g){a[\f\ ThLaJery reactions identified in clinical trials and from post-marketing experience:
ez and musculoskeletal pain. Common [= 1/100 to < 1/10) adverse reactions include; new primary malignancy,
vecrosis of the jaw. OWERDOSE There is no experience with everdese in clinical studies.
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Albbrevated Prescribing Infarmation \'eslur HK}""E“IJ&

Please read the full prescribing informaton pncr to admirestration and full prescnbing |nf:ur'na 1on is available on request.
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