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Isotretinoin Pregnancy Risk Management Program

The Saudi Food and Drug Authority (SFDA) would like to remind healthcare
professionals (HCPs) that the National Pharmacovigilance and Drug Safety Center
approved the second version of pregnancy prevention program for isotretinoin-
containing medicines due to the risk of teratogenicity. This program is prepared in
collaboration with the manufacturers of isotretinoin products in order to educate
patients and to increase awareness pertaining to prevention of serious adverse
reactions (teratogenicity) associated with isotretinoin use throughout or prior to
gestational period.

The pregnancy prevention program consists of the following documents:

1. Medication guide for patients contains some important information concerning
what should be performed before, during, and after isotretinoin treatment.

2. Medical Consent form that necessitates patients’ signature ahead of treatment
commencement to ensure that she is fully aware and has entirely fed with all
required information, including use, risks, and consequences, concerning
potential adverse reactions induced by isotretinoin treatment during
pregnancy (attached).

More information about this program in Arabic and English languages can be found
on SFDA’s website via:

www.sfda.gov.sa >> Drug sector >> Quick Access List >> Risk Minimization Activity

We highly encourage all healthcare professionals to read these activities, use them,
and encourage their patients to read more about such an important safety information
in order to enhance safe use of isotretinoin containing products in the concerned
patients group. Also, we urge healthcare professionals to report adverse drug reactions
resulted from using any medications to the SFDA either online, by regular mail or by
fax, using the following contact information:

National Pharmacovigilance and Drug Safety Center (NPC)
Saudi Food and Drug Authority-Drug sector
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3292 Northern Ring Road

Al Nafal District

Riyadh 13312 — 6288

Kingdom of Saudi Arabia
Telephone: 19999

Website: https://ade.sfda.gov.sa
Fax: 0112057662

Email: NPC.Drug@sfda.gov.sa




