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Saudi Food And Drug Authority Revokes Management of Preterm Labor Indication
For Terbutaline

The Saudi Food and Drug Authority (SFDA) advised healthcare professionals that
terbutaline MUST not be used in pregnant women for the management of preterm labor due
to serious maternal heart adverse events and deaths.

Several studies were reviewed to assess the benefit risk balance of using terbutaline in
preterm labor. These studies included clinical trial, systematic review and some case reports.
Overall, it was found that adverse events such as cardiopulmonary complications were
reported in patients worldwide.

SFDA also reviewed some clinical studies to assess terbutaline effectiveness as tocolytic
agent. These studies showed that the effectiveness of terbutaline as tocolytic does not reduce
the incidence of recurrent preterm labor or preterm delivery and does not Improve perinatal
outcome and some studies showed that terbutaline was equally effective with more adverse
events compared with other tocolytics.

This issue was presented at the Pharmacovigilance Advisory Committee and it concluded
that the risks of using terbutaline for the aforementioned claims outweighs its potential
benefits. SFDA, therefore, advised healthcare professionals that terbutaline is no longer
approved for preterm labor, and the indication “preterm labor” will be removed from the
Saudi package drug insert.

SFDA will continue to monitor the safety of medicines in Saudi Arabia. For more
information, please visit the Saudi Food and Drug Authority website: www.sfda.gov.sa
SFDA encourages healthcare professionals and public to report adverse drug events through
the following methods:

Regular mail:

The National Pharmacovigilance and Drug Safety Centre
Saudi Food and Drug Authority-Drug sector

3292 Northern Ring Road- Alnafal District

Riyadh 13312-6288

Telephone: 800249000 or 012759222 Ext 2353, 2317, 2356, or 2340
Fax: 012057662

Email: npc.drug(@stda.gov.sa
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