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Reporting of Adverse Drug Reactions in Taiwan:
A Serious Adverse Drug Reaction Report
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A national adverse drug reaction reporting system is an
essential tool for pharmacovigilance operation worldwide.
It is the most common method for collecting potential
drug related safety issues. According to Article 45-1 of the
Pharmaceutical Affairs Act and “Regulations for Reporting
Serious Adverse Reactions of Medicaments” in Taiwan,
medical care institutions, pharmacies and marketing
authorization holders shall report serious adverse drug
reactions within time limits. Collecting, analyzing and
evaluating domestic adverse drug reaction reports could
help detect drug safety signals and find out potential
safety risks. Regulatory authority can further review
safety concerns and assess clinical benefits and risks of the
drug, and then take risk mitigation measures if necessary
to ensure patient safety. In this article, a serious adverse
drug reaction report is introduced to let readers get a

better understanding of pharmacovigilance and its related

regulations.
CAN ]
L2848 (pharmacovigilance ) HIBERIE1950F K&

7B RERE ﬁﬂi‘é%ﬁlﬂlﬁﬁﬁmﬁﬁ’\‘ﬁﬁ%ﬁ%ﬁ’ﬂi?ﬁﬁﬁﬁ“
WTHARIRES R R - AR EEAS ( World Health Organization,
WHO) ERZERRE2ERRBER 395 THIE—F AL
%&Tz?\ﬁ)ﬁ@@dﬂﬂ%uﬂﬁE%F'nﬁiézﬂ%iéﬁiﬁ%@j - BEMER

BERRE2ERPRERNTGEZ— 2B "FARRIER®K
? I BERERENBEEREREBERNRREZERE
Al BUEABRENE  BEARPINFLREE  ER8D

96  Angle Health Law Review





