BioAvenir

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, Isovenir must not

be prescribed.

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

Doctor confirm: | have explained this to my
patient [YES/NO]
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Is the patient suffering from a severe form of
acne which is resistant to other therapies?
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The patient had blood tests for liver function and
blood fat levels before treatment.
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It was explained to the patient that he/she must
attend regular clinic appointments during
treatment for monitoring.
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It was explained to the patient that Isovenir has
been prescribed to him/her only and must not be
shared with others.
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It was explained to the patient that he/she must
not donate blood during treatment with Isovenir
and for one month after discontinuation due to
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the potential risk to the foetus of a pregnant
transfusion recipient.
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It was explained to the patient that Isovenir
may be linked with possible mental health

and sexual function side effects. Possible mental
health side effects include low mood, depression,
anxiety, agitation, aggression, self-harm, suicidal
thoughts/attempts, psychosis (loss of touch with
reality).
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It was explained to the patient that if he/she has
thoughts of harming himself/herself or if there
are serious concerns about his/her mental
health, he/she should stop taking Isovenir and
immediately seek medical help.
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It was explained to the patient to inform family
and/or friends that he/she was taking Isovenir
and tell them about possible side effects to look
out for. They should tell the patient to contact
his/her prescriber if needed.
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The patient has received a copy of the Patient
Information Brochure.
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2. Physician Checklist for Prescribing to Female Patients

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

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).

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

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

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

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

Therefore, Isovenir is strictly contraindicated during pregnancy.

Isovenir can be prescribed to women of childbearing potential only if all conditions in
the Isovenir 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 Isovenir.

Before initiating Isovenir 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, Isovenir must not be
prescribed.

Teratogenicity - V90
It was explained to the patient | CIYes Y3 NJ9VNI 120N
that Isovenir belongs to a class | CONo PINOR
L 0 NNAYNY No»Y
of drugs (retinoids) known to P AV DX PNIPVIN
cause severe birth defects and NoL (a2l pAlaRulja)abA ) Riival
that they must not get DI PN DINN
pregnant whilst taking it. ;;9;‘;;’31’3023_‘1’;’;@2
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of miscarriage when taken APPM
during pregnancy.
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It was explained to the patient | OYes 133N 73 N591VNY 110N
that she must consistently and | OO No P INNIVONUNT MY
| t t 1 highl 50 TNN NYN YNNI ION
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independent form such as an DT:’}’;}’: _"3\)’)32:3;";;;‘\32
!ntra—uterme device or M99 13) wnnwna
implant) or 2 complementary SYNNNY 1PN NYINT
methods of birth control (i.e. TN M9 (PNNION
user-dependent forms such as 290N
oral contraceptive and barrier
method) before and during
treatment.
It was explained to the patient | CIYes 12701 % NINVNI 120N
that the risk persists even after | CONo NPOON INNT N PYHNH
h dication is st d and 50 TION) 19N NOVN
the medication is stopped an ) WY DIPNY PbY
that she must not get pregnant No[] NPOAN INNY YTIN Twna
within 1 month after stopping 20N
treatment.
The patient has received OYes N NDP NO9VNN
advice on contraception which | CINo NYINN PYNNIN 223
. . for h dh p NAMNNNI NNAY DINNNDN
is appr.oprlate or e_r and has 15711 12 wHnWnb
committed to using it ~o[] 1201 NP
throughout the risk period.
The risk of contraceptive OIYes 112707 NZ9HNT 120N
failure was explained to the O No YINNOYSHN POV
patient. pU
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Pregnancy Testing & Monthly Prescriptions —

OYOYYTIN DNV 1IN MPrTa

The first prescription for OYes DYINN NN NN 1N
Isovenir can only be given CINo w;;];;?}:;g:\]}‘:ﬁ;g
. / ]
after the patient has had one pL NAN PP NPT
negative medically supervised No[] ANNYIMY
pregnancy test. This is to make MNP NNN IOV
sure she is not already ;‘;;‘;:;’;3;?‘273‘:;
. I /
fregtnanttbefore starting SN 19NN
reatment.
It was explained to the patient | OYes DV YD NI9VNY 120N
that in order to support CONo MP>73 55157, 70 3PN
lar foll includi S0 [P BYIDN, NOMN PN
regular follow L:Ip, including 1 .0y 30-Y HYamn
pregnancy testing and ~o[]
monitoring, the prescription
should be limited
to 30 days.
The need for pregnancy testing | O Yes TNSN NYNVNI 120N
before, during and after CJNo 11?;2}“;;’;;3 5’,33;;
. / '
treatment was explained to »pO 0501 237 SN
the patient and it was agreed No[] AP oY
by her.
The need to do a pregnancy O Yes TNSN NONVNIY V2D
test 1 month after stopping CONo YTIN \PPN NPT YN
b the d S0 21901 NPOIN INND THN
treatment, because the drug ) PARYI INNAY 1PN
stays in the body for 1 month No] NN TAR WTIN N2
after the last dose and can 219" ININND MINN
damage an unborn baby if YNINND DX 12y Y15
2k
pregnancy occurs, was AN
explained to the patient.
The patient has received a OYes SV pPNIY NYP NHMVIN
copy of the Patient ONo 291007 YT MY
Information Brochure. »pO
No[]

The patient was explained to Yes 1YY Y5 NYNLVNY 20N
contact her doctor if she is CONo n?}%;‘?:;?;i’;‘_l\’gg’é’z
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having unprotected sex, »U 19279 N9, 010

misses her period, becomes No [

pregnant, or suspects that she
has become pregnant during
the risk period.
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If pregnancy occurs, treatment
must be stopped and the

CYes
COONo

VY, UNINN 1PN DN
21PVN NN PIOND
NYNMVNN NN NN

patient should be referred to pL ADMD IN NP NOMY
an expert physician specialised No[ NIWMY PNV
or experienced in teratology

for advice.

Date TIND

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

outcome.

This checklist was approved according to the guidelines of the Ministry of Health on

August-2024.
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