BioAvenir

Physician Checklist for Prescribing to Female Patients

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

Patient name:

Date of birth:

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.

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, presents a high risk of congenital
malformations.

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

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.

Doctor confirm:
| have explained

YNI20N : TYUND NN
no.MVNY NT PYO

. . NO/YD
this to my patient (N2/3]
[YES/NO]
Is the patient suffering froma | OYes No9VNN ONN
severe form of acne whichis | OINo mm‘;?;‘m’;’: ::?);g
. . / (AN
resistant to other therapies? =] 1DINN DY91905
~o[]
Teratogenicity - mmv9v
It was explained to the patient | CIYes YD NY9VNT 120N
that Isovenir belongs to a class | CONo nmw;;?;:g
of drugs (retinoids) known to =]l AV DRIV
cause severe birth defects and NoL] D191 DPINY N0
that they must not get 012’19 PN ONNN
pregnant whilst taking it. ;;97";;;’90?_‘1’3’;‘;33
. . . [

Isovgmr aI_so increases the risk P9 TWND 995 170N
of miscarriage when taken AP
during pregnancy.
Contraception — Ny sysnN
It was explained to the patient | OYes 1132IN 53 N591VNY 110N
that she must consistently and | CONo PYI PN WONVNT Y

. 0 TAN DY) SYNNNI 11N
correctly use at least 1 highly » A1) MY 9Y1 MINSY
effective method of No[] YNHNWYNIA 29N NY TUN
contraception (i.e. a user- (NI N PNN D)
independent form such as an DT:’}’;?_"&?;";;;\;;
!ntra-uterme device or M919) 13) Ynnwna
implant) or 2 complementary SYNNINY PN NYINY
methods of birth control (i.e. ToNN2Y 35 PNION
user-dependent forms such as 290N
oral contraceptive and barrier
method) before and during
treatment.
It was explained to the patient | OYes 112> 75 N29IVNI 1AV
that the risk persists even after | CINo np_gg’:{::;:g;‘ ;’;32

. . . / I

the medication is stopped and 0 W PRY DI FbY
that she must not get pregnant No[]

within 1 month after stopping
treatment.

NPOAN INKD WTIN TYNI
290N
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The patient has received VYes NW 1YDP NHNVNN
advice on contraception which | CINo NYINN FYSNON X230
. i“te for h dh SO | NN NMIY DRNNN
is appropriate for her and has ) 15703 12 WHnWnY
committed to using it noL 120N NP
throughout the risk period.
The risk of contraceptive OYes 112701 NY9IVNT 120N
failure was explained to the CINo YOI YINN NIWIIY
patient. »pO

NoL

Pregnancy Testing & Monthly Prescriptions — 0»w1n 0mwIm 17N Mpr1a

The first prescription for OYes DYINN NN NN 1)
Isovenir can only be given ONo 7»3’;—;;:9118;:\]}2?;2
. / ]
after the patient has had one =]l PN PPN NPT
negative medically supervised No[] ANRNINY
pregnancy test. This is to make NP2 NN OOV
sure she is not already 3:;;’;:3_‘2?‘25;%;93
. [ /
pregnant before starting YA AN
treatment.
It was explained to the patient | OYes DW2 0 NY9VNY 120N
that in order to support CNo MP>T2 52100, 1TV IpyN
) . NN NV PPN
regular follow up, including =]l 30-9 510 197> DYANAY
pregnancy testing and NoL] Ru)p
monitoring, ideally the
prescription should be limited
to 30 days.
The need for pregnancy testing | OYes TNXN NH9IVNI 120N
before, during and after CNo 11?'_:21”_[‘;7_";::‘1”’3;;
. [ '

treatment was explained to =]l D901 727 91900
the patient and it was agreed No[] oY
by her.
The need to do a pregnancy OYes TNXN NO9VNT IV
test 1 month after stopping CONo UTIN 11PN NPT YN

b he d 50 21901 NPOIN INND THN
treatrpent, ecause the drug ) TINYI NONNY PPN
stays in the body for 1 month No[ INNY TAN WHIN 13
after the last dose and can 215 ININKRD 1IN
damage an unborn baby if YNIND DX 12192 Y097

dak
pregnancy occurs, was AN
explained to the patient.
The patient has received a OVYes oV PMY NOP NONVLNN
copy of the Patient CINo 29007 YT MY
Information Brochure. »pU
No[]
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The patient was explained to | OYes oY 1D NONVNY 710N
contact her doctor if she is CINo N9Y ROIN DY WP NN
. YNY PH OON NNMP ON
having unprotected sex, =]l N9 NG DM
misses her period, becomes NoL] IN PPN NI, NNN
pregnant, or suspects that she PNY NIV NTYIN
has become pregnant during 20N NNMPN TN
the risk period.
If pregnancy occurs, treatment | OYes v, UNINm 110 ON
must be stopped and the O No 21PVN NN PIOAND
. NYVNN NN NNAND)
patient should be referred to »pa A0 I PRI NOY1D
an expert physician specialised NoL] NIWPY PNV
or experienced in teratology
for advice.
Other Precautions — 0'9011 NIN'AT 'VXNX
It was explained to the patient | OYes 73 N791VNY 110N
that Isovenir has been ONo 7 DU PITHON
. 2V PRI NN1AY
prescribed to her only and =]l "DMNN DYWIND
must not be shared with ~ol
others.
It was explained to the patient | OYes TION 2D NINVNY 20N
that she must not donate CINo 72003 DT OIND 12
. . YTINY 1IN 190N
blood during treatment with »p 190N NPDSN NG
Isovenir and for one month No[ YININIVION PO Y92
after discontinuation due to 1PN NYaAPN YW D
the potential risk to the foetus N
of a pregnant transfusion
recipient.
Date TIND

Pregnancies occurring during treatment and within 1 month following
discontinuation of treatment should be reported to the MAH at
drug.safety@bioavenir.co.il, 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

March-2024.
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