Deferasirox

Physician’s reference checklist for deferasirox
dosing and biological monitoring

v

This document highlights important information about requirements for deferasirox dosing,
dose adjustment and biological monitoring. For more information refer to the deferasirox
SmPC.

Adverse events and Medical information queries should be sent to DrReddys by email at
pharmacovigilance@betapharm.de

Deferasirox beta 180mg Film-Coated Tablets (Deferasirox)
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Deferasirox

Chronic transfusional iron overload Mon-transfusion dopendont thalassomia

After =100 ml/kg of packed red blood cells if LIE 28 mg Fe/g dw or serum ferritin
(20 units} or serum ferritin levels consistenthy >B00 pg/l
> 1,000 pgft

Startingdosa: ¥ mgikg/day (FCT)*
—+ Starting dosa: 14 malkgiday (FCTY -

.I Start treatment F
|
Biological monitoring

we and
S Crestinine clesrance and/or plasma - Athaseline _
+ Routing manthly monitoring ?‘:‘L Iitz b :::j‘:"‘m':ﬁ'ﬁlflv manitonng in paediatric
LIC {NTDT patients only): * Weekly, in the First month alter Auditory and ophthalmic
* At baseline initiation of deferasicox or fter dose including fundoseo
* Every 3 months (far pediatrics anly, modificatian + Agbaseline
il serurm Ferritin i <8O0 pg/ly + Routine manthlymonitaring + Routine pesrly montocing
Serwm creatinine: Protébniria: Sexual development status
* AL basstine in duplicsle assssuments + Athassking [pediatric patisnts)
* Weekly, in the first month after * Rautine manthhymonitaring » Arbaseling .
|n|1.1.u.tu:|n»:r| deferasinon or after doee Mepatic fusction [senny + Routine yearly monitoring
ORI, tranvaaminases, hiliubin, alkaiine Concomitant medications
* Routing manthly monitaring phosphatase]: to avoid interactions
* At hassfing a#nd concentration as per label]
* Cuvery 2 weeks in the first month attsr * Regtarty
|n'i'l=i:rl.i:}-|'| of deferssiran or after dose “Eponchingrsofthenigy
modification
* Routine manthly monifaring
Up-titrate if serum ferritin >2,000 pg/l
Up-titrate if serum ferritin >2,500 pg/) or if LiC 27 mg Fe/g dw
* Increase in increments of 3.5 to7mg/kg/day * Imcrease in indrements of 3 510 Tmp/figday
{FCT, Man dose: 2Bmg kg day) {FCT, Max dose: Trmg/ kg day for pediatric
Down-titrate if serum ferritin <2,500 g/l patiants and 16 g fig/duy in aduie,*
« Decrease in steps of 35 to Tmg/kg/day (FCT) (4 Adjust dose Dowa-tirate if serum ferritinia 52,000 ug/}
or clowely manitor renal and  hepatic function during SrRLCH g Fafg e
and serum ferritinfevels® treatment » Decreate to 3.5to Tmgfkg/day (FCT)or closely
mianitor renal and hepatic functionamd serum
ferritin levals®
* |f target serum ferritin level ks achieved or Interrupt - * Il target serum ferritin level is schieved or is
whien it i conds tenthy <500 pg treatment corsistently <300 pgl or if LIC <3 mg Fe/g dw.
Re-treatment isnotrecomménded.

¥

+ if after dose reduction, when serum creatinine remains=33% above baselne andiorcrastining clearance = LLM{S0mi/min)
« if theve iz @ persistent proteinuria
+ if there are abnormalites inlevels of tubular markens andfor if clinically Indicated
+ if there & & persistent and progressive increase In bver enzymes (serum transaminases)
+ if there are distwbances of vision or hiearing
« if these 3 a development of unexpisined cytopenia
+» Othert
* Furthes masmiples of dose calculatsan or adfustments are provided in the abel.

" refer ko theproduct labed for ather doseadjustments fintesmupticns torrenal and hepatic sncemalities, motaboficacidasis, SCAR S nypersenstiviby
reactions

FCT= Film-Coat ed Tablets; DW = Dry Weight LIC = Liver iron Conoentration; NTOT = Mon-Transfusion Dependent Thatssemis

If you have a question about the product, or want to report a adverse drug reaction, Report forms can be
downloaded from www.medicinesauthority.gov.mt/adrportal and posted to Post-licensing directorate, Medicines
Authority, Sir Temi Zammit Buildings, Malta Life Sciences Park, San Gwann SGN 3000, Malta or sent by email
to postlicensing.medicinesauthority@gov.mt

Alternatively adverse drug events may also be reported to rp@ejbusuttil.com.
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