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This brochure sets out the various effective contraception
methods; it is simply an educational aid and in no way replaces
a consultation with a healthcare professional.

Important Notes:

» This brochure summarizes the most important safety information about
the teratogenic effect of lIsotretinoin and the various contraception
methods. If you would like to know more information, please read the
patient information leaflet that comes with your medicine.

» The information in this brochure has been reviewed and approved by the
Saudi Food and Drug Authority.
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A) Erroneous beliefs about pregnancy @

You may have read or heard that it is impossible to become pregnant if:
« It is the first time you have sexual intercourse.
+ You do not have an orgasm.
« You do not have your period.

« Your partner withdraws his penis from your vagina before ejaculating
(“coming”).

« You have sex during your period.
« You are breast-feeding.

« You give yourself a vaginal douche (you squirt water into your vagina) after
sexual intercourse.

« You and your partner have intercourse in a particular position, standing up,
for instance.

All these preconceptions are FALSE. You CAN “become pregnant” any time that
you have sex without using contraception.
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B) CONTRACEPTION: How does it work? \

WHAT METHOD OF CONTRACEPTION SHOULD | USE?

Eighty to ninety percent of sexually active women (those who have sex regularly)
who do not use contraception become pregnant within a year, which is why
contraception should be used to prevent pregnancy.

A wide variety of contraceptive methods are available both, hormonal and barrier.
The various methods of preventing pregnancy differ in their effectiveness.

For this reason, in order to prevent pregnancy, it is important to understand which
methods work best and how to make the method you choose work optimally.

THE EFFECTIVE HORMONAL CONTRACEPTION METHODS

that you can use are: the pill, taken regularly without fail; the monthly vaginal ring;
the weekly transdermal patch, to be used in every cycle; and the subcutaneous
patch or intrauterine devices. The last two methods of contraception last for
several years. Details of all these effective methods are given below, to help you
choose one with the help of your doctor.

The other, less effective methods, such as condoms, are mentioned at the end
of the document for information because, alone, they are not suitable for your
situation where effective contraception is required. But they can be used in addition
to effective contraception, to reduce the risk of pregnancy even further (though no
method is 100% reliable).
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I - Hormonal contraception

There are two types of hormonal contraception: combined contraception (two
hormones = estrogen+progestogen) and progestogen-only contraception (just one
hormone = progestogen).

1- Combined contraception

Several types of combined hormonal contraception are available, varying in:
« the type of hormones involved,
- the dose of hormone,

» How the amount of hormones is released during the menstrual cycle (for
example, single-phase,two-phase or sequential pills).
» how long the pill is taken during the cycle,

« the route of administration,

There are several possible routes of administration: oral, known in everyday
language as the “pill” (a tablet to be taken every day), vaginal (a flexible ring
measuring 54 mm in diameter and 4 mm in crosssection, placed in the vagina for
3 weeks), and transdermal (a patch stuck to the skin every week for 3 weeks), in
every cycle.
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2 - Progestogen-Only Contraception: @

Here too there are several routes of administration: oral (a tablet taken every
day), subcutaneous (a subcutaneous implant inserted under local anesthetic just
under the skin of the inner arm), and intramuscular (an injection into the muscle
every 3 months).

Important note: For oral hormonal contraception, it is essential to take the pill
at the same time every day until all the tablets in the pack have been taken. It
doesn’t matter what time of day you decide to take the pill, but you must take
it at that time every day.

Managing forgotten doses If you forget to take one or more tablets the pill will
be less effective. Similarly, if you forget to replace the patch or ring on the correct
date they will be less effective. If you forget, however, it is generally possible to
make up for this. Read the instructions in the leaflet for the contraceptive you
have chosen with your doctor, because the instructions for forgotten doses can
differ from one contraceptive to another.
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Il - The intrauterine device (IUD)

ThelUDorcoilisasmall, flexible, T-shaped plastic device coated with metal thatis
placed inside the uterus by a doctor.

There are various types of IUD. Some of them are made just of copper and others
contain a hormone (progestogen) that passes into the blood.

The IUD is inserted during the menstrual period.

Some women find it comfortable right away. Others need some time to get
used to it. Having an IUD fitted often changes the menstrual cycle.

Women who have never had a baby can have an IUD fitted.

1UDs can be fitted for several years (usually 3 to 5 years, or sometimes 10 years)
but they should always be checked by a doctor once a year.

ThelUD canberemoved by your doctoratanytime. It starts workingimmediately
as a contraceptive. Fertility will return to normal as soon as it is removed.
Ideally, it should be removed during your menstrual period.
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Ill - LOCAL (BARRIER) CONTRACEPTION METHODS

These methods are less EFFECTIVE: MALE AND FEMALE CONDOMS,
SPERMICIDES, DIAPHRAGMS, and CAPS.

1) Condoms Male and female contraceptives are local or “barrier”
contraceptives that prevent fertilization (a sperm reachi ng an ovum). A
further advantage of male and female condoms is that they protect against
sexually transmitted diseases such as AIDS. It is advisable to combine an
effective contraception method with condoms.

Male condoms (“rubbers”) A male condom is a thin, single-use, latex
(rubber) or polyurethane (plastic) sheath. Only use approved condoms that
are CE marked, showing that they have undergone rigorous testing. Always
check the expiry date on the pack. Some condoms contain a spermicide (a
chemical that kills sperm). Polyurethane male condoms do not contain a
spermicide.

The male condom is less effective than hormonal contraceptives
or IUDs. On average, 14% of women per year become pregnant
while using male condoms for contraception.
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11l - LOCAL (BARRIER) CONTRACEPTION METHODS
You should remember that sperm can enter the vagina if:

« The penis touches the genital area before the condom is in place
» The condom tears or slips into the vagina
» The condom is tom, e.g. by sharp nails or jewelry

« You use oil-based products (e.g. Vaseline, plant oil, or some
sunscreens), which can cause the condom to tear.

If such an incident occurs while you are on isotretinoin, contact your doctor as
soon as possible.

How to put on a male condom? You will find instructions on the package
or in the leaflet inside the package. Use a new condom each time you have
sex. When you take the condom out of its wrapper, be careful not to tear it. If
intercourse is repeated, use a new condom.

Female condoms A female condom is a very fine polyurethane sheath fitted
with a flexible ring at each end. Once inserted, it lines the vaginal wall and
acts as a barrier to sperm. The condom is inserted like a tampon without an
applicator, prior to intercourse.

Female condoms are less effective than male condoms. On
average, 21% of women per year become pregnant.
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Ill - LOCAL (BARRIER) CONTRACEPTION METHODS \\

2) Spermicides Spermicides are chemicals that are supplied in various forms:
creams, jellies, foams and pessaries. The woman inserts the spermicide into her
vagina prior to intercourse. Spermicides can be used alone or together with a
diaphragm, cap or male condom.

[ Spermicides are less effective than condoms. ]

Read the patient leaflet carefully before using a spermicide.

3) Diaphragms and caps Diaphragms and caps are inserted into the vagina
and cover the uterine cervix. Vaginal diaphragms are circular domes made of
supple rubber with a flexible rim. Cervical caps are smaller. They may be made
of silicone rubber and may be single-use disposable or reusable. Initially, the
cap has to be inserted by a doctor in order to check that it is the right size.
The doctor will teach you how to position the diaphragm or cap correctly in
the vagina. In order to be effective, diaphragms and caps must be used with
spermicides (chemicals that kill sperm).

Diaphragms and caps are less effective than condoms.

All the various types of diaphragm or cap must be left in place for at least
6 hours after sexual intercourse. You can leave your device in place longer, but
rubber caps and diaphragms should not be left in place for more than 30 hours.
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IV - EMERGENCY CONTRACEPTION
If you have unprotected sex or if you are worried that your contraception has
failed, you can use emergency contraception. There are two methods available:
the emergency contraceptive pill and the copper intra-uterine device (IUD).

Emergency contraception is ONLY used in emergency situations and
should NEVER replace regular effective contraception.

1) Emergency contraceptive pill Emergency contraception can be taken
immediately after unprotected sex and for up to three or five days after
unprotected sex. The earlier the emergency contraceptive pill is taken after risky
sexual intercourse, the more effective it is at preventing pregnancy: it is most
effective if taken within 24 hours of unprotected sex.

There are two sorts of emergency contraception: Jevonorgestrel, which can be
taken up to three days (72 hours) after unprotected sexual intercourse, and
ulipristal, which can be taken up to five days (120 hours) after unprotected sex.
If you have taken an emergency contraceptive pill, you need to consult your
doctor if your next period is late, or if you experience bleeding or pain, in order
to check that you are not pregnant.

2) The copper intrauterine device (IUD): A doctor can insert a copper IlUD
into your uterus up to 5 days after unprotected sex. This method is very effective
(almost 100%) in preventing an ovum from being fertilized or a fertilized ovum
from being implanted in the uterus. The IUD can then be used for continuing
effective contraception.
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V - STERILIZATION 15
If you or your partner have already undergone sterilization (female or male),
this counts as an effective contraception method during isotretinoin treatment.
In some cases, your doctor may advise you to use a second, barrier method of
contraception, such as a condom or spermicide.

Sterilization is a permanent and irreversible method of contraception. Both
male and female sterilization require a surgical procedure. The method prevents
sperm from meeting ova. The method consists in closing the Fallopian tubes in
women (tubal ligation) or the vas deferens (vasectomy, ligation of the canals
carrying sperm from the testes to the penis) in men. In women, it is also possible
to insert micro-implants into the Fallopian tubes via the natural passages. These
methods are only for people who have decided not to have any more children.
Successful vasectomy is confirmed after two sperm tests.

Following female sterilization, about five women in 1000
become pregnant; after male sterilization, around one
woman in 1000 nonetheless become pregnant.

Updated in January 2026



C) HOW TO OBTAIN CONTRACEPTIVES, ADVICE AND FOLLOW-UP
Most contraception methods, such as the combined estrogen-progestogen pill,
implants, patches and IUDs, have to be prescribed by a doctor. If you prefer not
to visit your usual doctor, you can always consult another. Family-planning clinics
can give absolutely confidential advice.

Condoms and spermicides are effective contraceptives and can be purchased
from pharmacies without consulting a doctor. Make sure you ask your doctor
questions, so that you have all information you need about contraceptive
methods suitable for you. This information will help you choose what is right for
you. If you experience any side effects, talk to your doctor, pharmacist or nurse.
This includes any possible side effects not listed in the medicine leaflet. You can
also report side effects directly via

ABDULREHMAN ALGOSAIBI OR  The National Pharmacovigilance

GT.C Centre (NPC)

Email: safety@aralgosaibico.com SFDA Call Center: 19999

Tel: +966 11 4793000 E-mail: npc.drug@sfda.gov.sa
Mobile: +966 580160683 Website: https://ade.sfda.gov.sa/

By reporting side effects, you will help to provide more
information about the safety of the medicine.
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