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Preventing medication errors in the European
Union

News

14/04/2015
Preventing medication errors in the European Union

EMA invites comments on draft good practice guides

The European Medicines Agency (EMA), on behalf of the European Union (EU)
Regulatory Network, has released two draft good practice guides that aim to
improve the reporting, evaluation and prevention of medication errors by regulatory
authorities and pharmaceutical industry throughout the EU. The deadline for
stakeholders to send their comments to EMA is 14 June 2015.

Medication errors are unintended mistakes in the prescribing, dispensing and
administration of 3 madicine that could cause harm to a patient. They are the most
common preventable cause of undesired harmful effects (adverse events) in
medication practice and present a major public health burden.

With the entry into force of the EU pharm ilance legislation in 2012, reporting
of all suspected adverse reactions resulting from medication errors became
mandatory. Pharmaceutical companies and national regulatory agencies in the EU
Members States are obliged to enter these adverse events in igi =, the
EU adverse reaction collection and management system. The p
two guides released today is to support industry and regulators in the

=4 Email [E:] Print @ Help Share

Related documents

E Good practice guide on
recording, coding, reporting
and assessment of medication
errors (14/04/2015)

ﬁ Good practice guide on risk
minimisation and prevention of
medication errors (14/04
J2015)

ﬁ Risk minimisation strategy for
high strength and fixed
combination insulin products,
addendum to the good practice
guide on risk minimisation and
prevention of medication errors
(14/04/2015)

Related content

¥ Medication errors

» Pharmacovigilance

» European Medicines Agency
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Risk

Risk management
Plan

Risk minimisation
measures (RMM)
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RMM objectives ADR occurrence or severity
(Effects of RMM)

|

Attainment of the ==» Outcomes indicators: -y POSt Authorization

Safety Studies(PASS) :

| Q
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Implentation of =% Process indicators: - Research protocol Clinical Knowledge
RMM Successful implementation (survey methods,
of RMM according to plan psychometrics, etc.) Clinical Actions
\ _J
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Pre-Post comparison
of ADRs

Post intervention ADR
compared to reference

value

J

Pharmacoepidemiology and Drug Safty 2012; 21: 896-899
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