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1. Physician Checklist for Prescribing to all Patients

Patient name:

Date of birth:

Review the below statements, explain them to the patient and record confirmation
of this in this form. If the answer to any of these questions is NO, Curatane must not

be prescribed.

Please use the Patient Information Brochure to support your discussion with the

patient.

Doctor confirm:

I have explained
this to my patient
[YES/NO]

$YUNN NOYIN
AT Y0 KNY20N
n/99v01Y
[N9/99]

after discontinuation due to

the potential risk to the foetus

Is the patient suffering froma | OYes N/9210 1/2910107 DN
P [INo 7NN MPN NNNN
sev.ere form of acne WhIC.h is YDMAN D989 HTPYN
resistant to other therapies? U
ol
The patient had blood tests for | [Yes M7 /Y 3"/591;”3"1
. . N T25 YNPON NP>TIY DT
liver function and blood fat ) . 55 D71 BT TR
levels before treatment. P 599501 NYAN
~o[]
It was explained to the patient | [IYes nAIYY Wbm\?mj'ﬂmg
INo 19IND N2 YD
that he/shg must aTttend - bY90N 19N 11O
regular clinic appointments P MO TN
during treatment for ~NoO
monitoring.
It was explained to the patient | CIYes Y3 N/291017 110N
CINo N/M1AY P OV OIVP
that CL.Jratane has been - DYWING P2YN5 PN
prescribed to him/her only P 0N
and must not be shared with ~oO
others.
It was explained to the patient | [1Yes ‘wz;’: n/99015 ;\:mwg
CINo ToNna BT OYIND NN
that he/she must not donéte YTIM 107D S1970m
blood during treatment with L S19VN NPDON INNY
Curatane and for one month NOLT | Hsonosvan novon 993

NPYIN NYAPN DY 12D
N
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of a pregnant transfusion
recipient.

It was explained to the patient | [IYes ﬂ/;?fm 72070
that Curatane may be linked CINo NPNJ AN IPY
. . Y O INMD MYNNT WNPN
with possible mental health B MVPN NPIWAN
and sexual function side o TIPON9Y WA MN>IIY
effects. RADYal]
Possible mental health side NPIVONONNT MY
ffects include | q VAN MINIAD MNP
eftects include low mood, ;T N 280 MY
depression, anxiety, agitation, JPSONIN,NTIN  PNRDT
aggression, self-harm, suicidal ,TNSY NS NP0V
thoughts/attempts, psychosis /NPITIIR TMIAVND
| f touch with reality) ,DNTIN NNPO”N
(loss of touch with reality). NONXR TIDR) M0
L(MINONNA
It was explained to the patient | [IYes v ORY n;bm\mb '13912
: INo YNAY MIAVNN NN
that |f he/§he has thoughts .of PNNT B> BN N 7/ NyA
harming himself/herself or if Il SWON 28N 4235 TN
there are serious concerns LNy /991001 9y NNV
about his/her mental health, YOIVP DIVYY DD
he/she should stop taking MY TR NN
. . ORI
Curatane and immediately
seek medical help.
It was explained to the patient WY N/591017 '13912
; ; NNAWNN NN 1ITY
to inform family and/or
0. © y and/o . NTI/RINY DMIANNIN
friends that he/she was taking 1920191 JOIPP DHON
Curatane and tell them about INND MYOIN DY DD
possible side effects to look 25 DOWY WOV NPIVIN
out for. They should tell the T2 DYDY .DMIN
. his/h NOYIY NNAY N/OMVND
patient to contact his/her M¥D AP’
prescriber if needed.
The patient has received a CYes PMY 1/92D N/ONVNN
. ! !
copy of the Patient [INo 291007 YR MIN' SV
Information Brochure. pUa
N

Date

TINN
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2. Physician Checklist for Prescribing to Female Patients

The potential for pregnancy must be assessed for all female patients prescribed
Curatane.

Is the patient a woman of childbearing potential? Yes/No

A woman has a potential for pregnancy if one of the following applies:

Is a sexually mature woman who:

1) has not had a hysterectomy or bilateral oophorectomy or surgical sterilization
(tubal ligation)

menstruated at a certain point in the last 24 consecutive months).

2) is not in a natural postmenopause for a minimum of 24 consecutive months (i.e.,

This checklist is to be completed by the Physician for all female patients prescribed
Curatane and kept with patient notes to document compliance with the Curatane
Pregnancy Prevention Programme.

Curatane belongs to the retinoid class of drugs that cause severe birth defects.
Foetal exposure to Curatane, even for short periods of time, presents a high risk of
congenital malformations and miscarriage.

Therefore, Curatane is strictly contraindicated during pregnancy.

Curatane can be prescribed to women of childbearing potential only if all conditions
in the Curatane Pregnancy Prevention Programme are strictly fulfilled.

These conditions also concern women who are not currently sexually active unless
the prescriber considers that there are compelling reasons to indicate that there is
no risk of pregnancy.

As the prescribing doctor, you must make sure that the risk of serious harm from
drug exposed pregnancy is fully understood by all female patients before treating
them with Curatane.

Before initiating Curatane therapy in a female patient, the following checklist must
be completed and stored in the patient’s notes. This checklist should also be used in
all follow-up visits with women of childbearing potential.

Please use the Patient Information Brochure to support your discussion with the
patient.
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Women with childbearing potential
Review the below statements, explain them to the patient and record confirmation
of this in this form. If the answer to any of these questions is NO, Curatane must not

be prescribed.

Teratogenicity - m%)090

It was explained to the patient
that Curatane belongs to a
class of drugs (retinoids)
known to cause severe birth
defects and that they must not
get pregnant whilst taking it.
Curatane also increases the
risk of miscarriage when taken
during pregnancy.

¥ NYNVNID V20N
NNAYND NIOY YOIP
VTN D PRIPVIN
D19 DD NOD2
DYDN PNXY DN
21901 Y232 PPND

NN NOYN DX YOIP

NPYI AWRD NYANY 1270
APPN2

Contraception — Ny’ SY8NN

It was explained to the patient
that she must consistently and
correctly use at least 1 highly
effective method of
contraception (i.e. a user-
independent form such as an
intra-uterine device or
implant) or 2 complementary
methods of birth control (i.e.
user-dependent forms such as
oral contraceptive and barrier
method) before and during
treatment.

12N 2 NYMVNS HADIN
9PN 19IND WRNWND 1PDY
TN DY SYSNNI PNON
NM MY Hya MNad
YNNYNIA NN NI IWN
N (NN TN PNN D)
NYIN YNNN 2-1
DMYN WX DINYWUN
M%) D) wHnwna
YYNNNI PPN NYIND
ToM1R2Y N0 (PNION
90N

It was explained to the patient
that the risk persists even
after the medication is
stopped and that she must not
get pregnant within 1 month
after stopping treatment.

) NYMLND 920N

INND QN TYHN NION
N9Y9N2 DI19Y0N NPON
0I2NY MDY NON)

INNRD YTIN TUNL PPND
21901 NPOAN

The patient has received
advice on contraception which
is appropriate for her and has
committed to using it
throughout the risk period.

LlYes
[INo
pO
No [
LlYes
CINo
»O
No [
CYes
[INo
pO
NoLd
LlYes
CINo
ARl
No [

NW» NYDP NONVNN
YNNI OYSNN 2D
N2NNM NN2Y DIRNNN
ToN1Na 1 WHRNWYNY
120N NAPN
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The risk of contraceptive
failure was explained to the
patient.

ClYes
CINo

pO
~o[]

20N NYNVNY Y20
YNNI OYNNN NOYIIIY

Pregnancy Testing & Monthly P

rescriptions — D»WTIN DY PPN MP>Ta

The first prescription for ClYes bD\’ﬂbﬂ ﬂNbJ'mb 1
. N INND PIIOIP2 NYKRIN
Curatane carT only be given 0 NPTA NY8 TOMBINY
after the patient has had one L ARNINY NN PP
negative medically supervised NOLT | snan mipes nnn 19w
pregnancy test. This is to make ND NOIW NTND YD XY
sure she is not already N2NN 297 PN
. 290N
pregnant before starting
treatment.
It was explained to the patient | [JYes DWD 73 NI9VNT 120N
that in order to support [INo _\“2?;:’?1"_?::%?‘7‘7’)_’[2
. . /
regular follow up, including U 30_5 5233 7157 DWALAN
pregnancy testing and NoL .o
monitoring, ideally the
prescription should be limited
to 30 days.
The need for pregnancy [Yes T;Sﬂ no91vN3 ‘\3912
, : 0N 1395 11PN MP>Ta Y83
testing before, during and. 0 - LN NN 1o
after treatment was explained b AP 5y DYDY 12T
to the patient and it was N[
agreed by her.
The need to do a pregnancy CYes TNXN NINVNT 120N
test 1 month after stopping [INo vnn 2;;222;‘.@”_?;;
I
treatment, because the drug PU | Aoy mnw PR NVN
stays in the body for 1 month N[ TAN YTIN 912 NINY)
after the last dose and can NNINNKN MIND INND
damage an unborn baby if BN 122 Y135 1NN
PO YNINN
pregnancy occurs, was
explained to the patient.
The patient has received a ClYes oV PNy N22P NXNVNN
copy of the Patient [INo /291007 YT NN
Information Brochure. »L
~o[]
The patient was explainedto | [IYes ;’53’ ’3 NI9IVN3 '13912
contact her doctor if she is [INo noY KON DY WP ND
. mnva 00N NNMP ON
having unprotected sex, »L MNN NYDP NS ,DINN
misses her period, becomes NoL NTYVIN N NN NOID)
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the risk period.

pregnant, or suspects that she
has become pregnant during

IO PNY DOV
120N NMPN

must be stopped and the

for advice.

If pregnancy occurs, treatment

patient should be referred to
an expert physician specialised
or experienced in teratology

[lYes
CINo

Il
~o[L]

v WNINNM 11PN DN
21901 NN PPONY
NYVNN NN NN
NONN N NNNID NP
N PNNVILA

Date

TIRN

Pregnancies occurring during treatment and within 1 month following
discontinuation of treatment should be reported to the MAH at
drug.safety@taro.com, who will follow up with you to record the pregnancy

outcome.

This checklist format and content was checked and approved by the Ministry of

Health in March 2024.
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