CAPRELSA

(vandetanib)

VANDETANIB DOSING

AND MONITORING GUIDE FOR
PATIENTS AND PATIENTS’
CAREGIVERS (PAEDIATRIC USE)






vandetanib

What is vandetanib and what does it treat?

Vandetanib is available in film-coated tablets (100 mg and 300 mg). It is used
to treat medullary thyroid cancer that is called Rearranged during Transfection
(RET) mutant and which cannot be removed by surgery or has spread to other
parts of the body.

Vandetanib works by slowing down the growth of new blood vessels
in tumours (cancers). This cuts off the supply of food and oxygen to the
tumour. Vandetanib may also act directly on cancer cells to kill them or slow
down their growth.

How is the dose of vandetanib calculated?

The calculation of the dose of vandetanib is made by the treating physician,
based on the body surface area (BSA), depending on the height and weight of
the patient.

Depending on the calculated BSA, the physician will prescribe your child a
starting dose, which the prescriber may change (dose adjustments):

- for an increased dose, if vandetanib is well tolerated after 8
weeks at starting dose

- for a reduced dose in case of undesirable side effects, after a
suspension of treatment for at least a week.

The dose can also change if the BSA changes during the treatment.



The treatment schedule will correspond to one of the 3 following schemes:
“daily” schedule (same dose every day)

“every other day” schedule (same dose every other day)

“7 day” schedule (treatment every day but two different doses alternately)

Please note that the dosing scheme can change during treatment.
For example, you can follow a “daily” schedule for the starting dose period
and switch to a “7 day” schedule after a dose adjustment.

You will have to record each dose taken on a daily tracker table (see below).

How is vandetanib used?

The prescribed calculated dose should be taken:
o at about the same time every day.

e with or without food.

The total daily dose in children must not exceed 300 mg.

If you/your child has trouble swallowing the tablet, you can mix it with water
as follows:
o Take half a glass of still (non carbonated) water. Only use water, do not
use any other liquids.
e Put the tablet into the water.
e Stir the tablet until it has dispersed into the water. This may take about
10 minutes.
e Then ensure you/your child drinks the solution straight away.
e To make sure there is no medicine left, half fill the glass with water again
and ensure that you/your child drinks all of the water.
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What are the side effects associated with vandetanib?
What monitoring is advised?

Your doctor will inform you of the main risks of vandetanib. Please also read
carefully the package leaflet for more information about vandetanib.

The most commonly reported side effects with vandetanib are diarrhoea, rash
or other skin reaction, nausea (feeling sick), hypertension (high blood
pressure) and headache.

Monitoring of blood and the heart will be necessary BEFORE and regularly
DURING the treatment with vandetanib, especially:

e blood potassium, calcium, magnesium, and thyroid stimulating hormone
(TSH)

o the electrical activity of the heart with a test called an electrocardiogram
(ECG)

While taking vandetanib, protect yourself/your child when outside by always
using sun cream and wearing clothes to avoid exposure to the sun, especially if
you/your child is sensitive to the sun.

Tell your doctor or pharmacist if you/your child is taking, has recently taken or
might take any other medicines, including medicines that you buy without a
prescription and herbal medicines. This is because vandetanib can affect the
way some medicines work and some medicines can have an effect on
vandetanib. Further information on the effects of other medicines can be found
in the Patient Information Leaflet (PIL) which comes in the package with the
medicine.

Report any side effect to your doctor. He/she may prescribe other medicines to
help control your/your child’s side effects. Suspending treatment and/or
reducing the dose of vandetanib may be required.



Please report suspected side effects to the MHRA through the Yellow Card
scheme. You can report via:

« the Yellow Card website www.mhra.gov.uk/yellowcard
« the free Yellow Card app available from the Apple App Store or Google Play Store.

Alternatively, you can report side effects to the Yellow Card scheme by calling
0800 731 6789 for free, Monday to Friday between 9am and 5pm. You can leave
a message outside of these hours.

When reporting, please provide as much information as possible. By reporting side
effects, you can help provide more information on the safety of this medicine.

Side effects should also be reported to Sanofi: Tel: 0800 0902314.
email: UK-drugsafety@sanofi.com

Tell your doctor straight away if you/your child notices any of
the following side effects — vyou/your child may need urgent
medical treatment:

e Fainting, dizziness or heart rhythm changes. These may be signs of a
change in the electrical activity of the heart. They are seen in 8% of people
taking vandetanib for medullary thyroid cancer. Your doctor may
recommend you/your child take vandetanib at a lower dose or stop taking
vandetanib. vandetanib has uncommonly been associated with life
threatening changes in heart rhythm.

e Severe skin reactions affecting large areas of the body. The signs may
include redness, pain, ulcers, blisters and shedding of the skin. The lips,
nose, eyes and genitals may also be affected. These may be common
(affecting less than 1 in 10 people) or uncommon (affects less than 1 in
100 people) depending on the type of skin reaction.

e Severe diarrhoea.

o Serious breathlessness, or sudden worsening breathlessness, possibly
with a cough or a high temperature (fever). This may mean that you/your
child have an inflammation of the lungs called ‘interstitial lung disease’.
Although this is uncommon, it can be life threatening.
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e Seizures, headache, confusion or finding it difficult to concentrate.
These may be signs of a condition called RPLS (Reversible Posterior
Leukoencephalopathy Syndrome). RPLS is uncommon (affects less than
1in 100 people).

How to use the daily tracker table

While prescribing the starting dose, your doctor will complete the “prescriber part”
of the daily tracker and explain how to use it. The daily tracker is made to help
you:

e remember when to take a new dose and which dose

e report side effects
The tracker should be completed by you/your child after each dose taken.
The daily tracker is adapted to all dose regimens. In the event that a dose

change is made, a new daily tracker sheet should be provided by your doctor
to you/your child and/or your caregivers.

Please find below blank copies of the daily tracker and examples of trackers
that have been completed for your reference.



,a Aepung
9a Aepinies
sa Aepuy
vQ AepsinyL
£ Aepsaupapn
2a Aepsen|
1a Aepuo
(72)
‘MBS 8-/ YO8 ‘MBS 9-G Yo/ ‘MBS - YO8 ‘MBS 2-| Yo/ pequosaid ssog Yoam jo Aeq
o
<
-
14
(@] 19|qe)}
M uenobio4 B Joj dn 8XEW O} (B} BWES BY} JE SBSOP OM}) 8S0P 8|qNOP B IMVYL LON Od (suonepuswwooal ABojosod 99s)
Ll
4 "aWI} [BWIOU Y} JB 9SOp 1X8U 8y} el uayl asop paonpai
nAu "9S0op passiW ay} diys :9SOop 1Xau JNOoA |1Iun sInoy g | Uey} sso| st i | - 9sop pasealoul ]
P "aWI} [BWIOU Y} JB 9SOp 1X8U 8y} el uayl asop Buipess g
| o Jaquiswial
W NOA Se UooS Sk }19|ge} PasSIW aY} 8ye] :9S0p 1XaU JNOA [13UN 8J0W JO SINoy g1 SI Y J| - — :uonduosaid jo areq
M : qluelopuUeA 8)e] 0} 19610} NOA §| W vsE
- 1 yuig jo areq : yBreH
M 1 uaijed Jo sweN : 1yBlopn
>
_._GL 1uaied Joy Jayoeay Ajleg Jaquosaid 1o} paniesal aoedsg




= Bw 00€

= (bwoo1 x 2)
Bw 002

=Bw 0oL

(uonewuoyul Juepoduwil

Jo ‘Juswiyeal) Jaylo ‘sjoeys apis) Jenibaied sjusied Jo/pue jusiied Joj sjuswwo)

(9z1s [enjoe jou s)o|qe))
9|ge|leAe sesoq

¥1a Aepung

€1a Aepinies

z1a Kepud

11a AepsinyL

01.a Aepsaupap

6Q Aepsen|

8 Aepuoly

“UEIS 8-/ YOO

UEIS 9-G YeoM

“UBIS {-€ YOOM

UEIS -1 YOoM

pagquosaid asoqg

Yoam jo Aeq




4 4 4 4 - /a Aepung
\%\: oo/t / \h\: oo/ / \E oo/t / \%i oo/ / \E oo/ 9a Aepinies
4 14 4 14 - GQ Aepu4
\NE oo/t / \%s oo/t / \‘mi oo/t / \%\: oo/ / \%i oo/ ¥Q AepsinyL
4 14 4 14 - £Q Aepsaupspp
o 00/t / i 00/t / S 00/ %/ o AY Fa oo/ 2a Aepsan|
[ )
(a] _u.“uh 4 o 14 o - 1 Aepuo
|
e /01 1 9%/01/0/ %/60/9 XU/ b0/
O=: ‘MBS 8-/ YO8 ‘MBS 9-G Yo/ ‘HEIS #-€ Moo ‘MBS 2-| Yo/ pequosaid ssog Yoam jo Aeq
<Z
1)
O
T8
w i
% I 10108}
o _m uenobio4 B Joj dn 8XEW O} (B} BWES BY} JE SBSOP OM}) 8S0P 8|qNOP B IMVYL LON Od (suonepuswwooal ABojosod 99s)
(a]
o W "aWI} [BWIOU Y} JB 9SOp 1X8U 8y} el uayl asop paonpai
Z W "9S0op passiW ay} diys :9SOop 1Xau JNOoA |1Iun sInoy g | Uey} sso| st i | - 9sop pasealoul ]
_Dln W "aWI} [BWIOU Y} JB 9SOp 1X8U 8y} el uayl osop Buiueis
< & Jaquiswial
=~ NOA Se UooS Sk }19|ge} PasSIW aY} 8ye] :9S0p 1XaU JNOA [13UN 8J0W JO SINoy g1 SI Y J| - ﬂ‘w\ bo/=/ - uonduosaud jo eleq
» £ : qluelopuUeA 8)e] 0} 19610} NOA §| —
W (-] ’ W £ 70 1vSd
1] w 1 yuig jo areq : yBreH
-
o 2 :jueied Jo sweN BTN
ZE
ﬂ N~ 1uaied Joy Jayoeay Ajleg Jaquosaid 1o} paniesal aoedsg
(=)




Fery ey
#yrop prov

\N\i s §
o0/) PCIP
POV Y

sfo

payovepe) ggee

= Bw 00€

= (bwoo1 x 2)
Bw 00z

=Bw 0oL

(uonewuoyul Juepoduwil

Jo ‘Juswiyeal) Jaylo ‘sjoeys apis) Jenibaied sjusied Jo/pue jusiied Joj sjuswwo)

(z1S [ENIOE JOU S}B|qE))

s|ge|lene sesoq

\%\RQQ\*\

\N\RQQ\%\

\N\KQQ\*\

\%\SQQ\ */

\N\R oo/

¥1a Aepung

o o o o = €+a Aepines

Fa ool F oor F Ay, fua Ay Hua oo/ 2+a Aepud

o o o o - 1 1@ AepsinyL

Fa av Fa oor */ fua A F 0o/ */ F oo/ 01Q Aepssupsp

o o o o - 6Q Aepsen|

\Ni oo/ */ \E oo/ */ \%i oor */ \%\x oor */ \E oo/ 80 Aepuopy
2/01/FE 2/01/0/ 2/b0/9= 2/b0/=/

‘Hels 8-/ Y8 ‘Hels 9-G Y88\ ‘Hels ¢-¢ 499 ‘HEelS 2-| YoM paquosaid 8soq 3oam jo Aeq




=
I
(&
<
o
o
s
w
7]
o
a
[a]
w
7]
<
w
14
O
=
w
(®)
w
-
o
=
g
x
w

D1=

0.9m? to <1.2m? (“7 DAYS” SCHEDULE

3(&6\“«\\9 \%\R oo/ /s \N\EQQ\ + oy oo/ /a >MUCDW
313\33 Fa oo/ * 2 F oo/ ¥ oor 9@ Aepinjes
popracomo Bk 005 1 B 9oy 4, oo/ SQ Aepuig

\N\RQQ\%W\ \h\.&%ﬁ\iw\ \%\RQQ\%W\

\%\RQQ\%\ \%\KQQ\JA\ \%\RQQ\*\

1274 ©Q Aepsaupapn

\%\:QQ\*W \%\KQQ\*N\ \%\EQQ\*W

oor 2a Aepsen|

\N\RQQ\x\ \%\RQ%\*\ \%\RQQ\x\

F
F
F
Hua oor va AepsinyL
Hua
F
o

oo/ 1 Aepuo

/01 /fE 9/01/0/ %/b0/92 2/b0//
He1S 8-/ Yo8M ‘HEIS 9-G Yo/ ‘UEIS $-€ O9M ‘HEIS 2-| e9M

paquosaid asoqg Moam jo Aeq

19|qe}
Us1106.0} € J0} dn ©)EW O} (8w} swes 8y} Je Sesop 0M}) 8SOp 8|gnop & IMVL 1ON Od

"aWI] [BLIOU 8Uj] 1B 8SO0p 1XoU ay} aye} usy ]
"9S0p PassiW 8y} diys :8SOp 1Xau JNOA |13un sinoy g | Uey} sso| Si il 4| -

"aW] [BLIOU 8Uj] Je 8SOp 1XaU ay} aye} usy ]

Joquiawial
NOA SE UOOS S 19|gE] POSSIW Y} O)E] :8SO0P 1XaU JNOA |1I3un 810W JO SINoyY g SI Y 4 -
: qiuelapueA e} 0} 19640} NOA §|

S yuig jo areqg
1 uaijed Jo sweN

(suonepuswuwooal ABojosod a9s)

9sop paonpal
8sop pesealoul

asop Buipels

§_ uonduosaud jo a1eq

WM 7/ 1VSd

\:\m o~/ 1 yBieH

\w@\?m, STV

1uaied Joy Jayoeay Ajleg

Jaquosaid 1o} paniesal aoedsg




R RIE UN*
é:@%k&\;\sﬁ
ke~ Car A

\éﬂe%
A
WOy

&\vﬁ@s%i
< eop PagyYY
/M - m«w\:\\

(oegrary

Ly

oor ™M &

= Bw 00€

= (bwoo1 x 2)
Bw 002

=Bw 0oL

(uonewuoyul Juepoduwil

Jo ‘Juswiyeal) Jaylo ‘sjoeys apis) Jenibaied sjusied Jo/pue jusiied Joj sjuswwo)

(9z1s [enjoe jou s)o|qe))
9|ge|leAe sesoq

\NQQQ\%\

\N\QQQ\%\

Bt 00/ v1a Aepung
ﬁﬁﬁ% Bk g0y 5 Bt ooy 1 ¢ ot gor €1a Aepinies
popwatoro Bt g0y 4 4 PRy it 50 2+a Aepu4
3:3\33 fua oor ¥ e H oo/ v & A oor L+Q Aepsinyy
popratore Bk ooy 5, YRy Bt o0 01Q Aepseupsm
vapacdoro B oy v Bk g0y = Bk oo 60 Aepseny
vapacdor PRy PRy Bt o0 8Q Aepuoly

2/01/1 9/0//0/ 2/60/9C U/ b0/

“UEIS 8-/ YOOM

UEIS 9-G YeoM

“LEIS {-€ YOOM

UEIS -1 YooM

pagquosaid asoqg

Yoam jo Aeq




oos /a Aepung

/g \‘migmi\

oos 9@ Aepinies

\%\RQQM,\,\ \k\iQQm:i\

\N\RQQ“,)\ \&\RQQW,»\

oos GQ Aepu4

\%\KQQM,,)\ \kxi%%h.i\

oos £Q Aepsaupspp

\%\RQQ“%\ \“i%Qm.x\

oos 2a Aepsen|

7y
B
P
Bt ooe 1 o gt bt ooe +q Aepsiny
L
oy
7y

oos 1 Aepuo

\N\KQQm,x\ \“\iﬁQm.x\

/01 /fE 9/01/0/ %/b0/92 2/b0//
UBIS 8-/ YoM ‘UeIS 9-G Yoo ‘BIS p-€ YoM HeIS 2-| oM pequoseld esog Yeam jo Aeq

DX)

D1=

19|qe}
Us1106.0} € J0} dn ©)EW O} (8w} swes 8y} Je Sesop 0M}) 8SOp 8|gnop & IMVL 1ON Od

(suonepuswwooal ABojosod 8as)
"aWI} [BWIOU Y} JB 9SOp 1X8U 8y} el uayl

o
=
I
o
<
12
(©)
L
L
7]
o
a
=)
w
(2]
<
L
©
)
=
LL
o
w
=
o
:
w

w

|

2

m

= *9S0Op PassIW 8y} diys :9SOp 1XauU JNOA [13un sInoy g ueyl Sso| SI ) §| - 8sop paonpal ]
% 9w} [BULIOU Y} 1B 9SOp 1XaU 8y} 8.} uay ] 8sop peseasoul
< Jaquiswial asop Buiuess [
,W NOA Se UOOS SE }9|(e] PasSILU 8Y] 9)E} :9SOpP 1XaU JNOA |1IJun 840w 1o sinoy g SI ) J| - w\\wﬁ\w\\ : uonduosaid jo ajeQq
- : qluelspueA axe) 0} 19610} NoA

ADn qiuelsp! e} 0} 1) ] A %‘@q_,qwm_
2 : yuig Jo a1eq 1 yBieH
zm 1 uaijed Jo sweN 1 1yBiopn
©

- 1uaied Joy Jayoeay Ajleg Jaquosaid 1o} paniesal aoedsg
A




‘apInb Buisop yum papinoid aq 0} sey 1ojes| abexoed

sa1dod yue|g
= Bw 00¢
= (Bwool x 2)
Bw 002
#rop Fou
oor ™M & %@%&Q = Bw 001

(uonewuoyul Juepoduwil

Jo ‘Juswiyeal) Jaylo ‘sjoeys apis) Jenibaied sjusied Jo/pue jusiied Joj sjuswwo)

(9z1s [enjoe jou s)o|qe))
9|ge|leAe sesoq

Fua oos t/ Fuu oos ¥1a Aepung
k: oos */ \%i oos €13 Aepines
\Ni oos */ \%i oos 21a Aepu4
\Ni oos * / \hi oos 1 1@ AepsinyL
\‘mi oo * / \Nxx oos 013 Aepsaupapp
\Ni oos */ \%i oos 6Q Aepsen|
Kﬁ oos */ Nﬁ oos 8 Aepuoly

2/01/1 9/0//0/ 2/60/9C U/ b0/

‘UEelS 8-/ %99 ‘HELS 9-G %99 ‘HEelS - oM\ IUBIS 2- | Mo9M pagquosaid asoqg Yoam jo Aeq




sanofi

VV-PV-0621236 (v1.0)
Date of preparation: November 2025
Date of MHRA approval: December 2025





