
An Introduc�on to Drug Safety and Pharmacovigilance

Approximate module �me: 2 hours 

Level: Founda�on

Audience: Drug Safety, Regulatory, 
Compliance, Manager, Other     

Who will benefit from this module?

Module outline

Learning objec�ves

Category: Drug Safety, Clinical

Drug safety monitoring and risk management 
are vitally important for medicinal product 
developers, licence holders and clinical 
inves�gators. In addi�on to their duty to 
protect public health, increasingly �ght 
regula�on and poten�ally massive payments 
to li�gants provide strong incen�ves for 
pharmaceu�cal and biotechnology companies 
to ensure that they maintain efficient systems 
for drug safety / pharmacovigilance and that 
all staff are aware of the basic requirements. 
This course will provide them with an 
overview of the most important aspects of this 
discipline, both before and a�er marke�ng of 
products, especially as they apply in Europe 
and the USA.

Entry-level staff, and those seeking a refresher, 
in drug safety / pharmacovigilance and clinical 
departments will find the course invaluable, as 
will clinical inves�gators and other healthcare 
professionals. Staff in other departments of 
pharmaceu�cal and biotechnology companies 
will benefit from taking the course to gain an 
apprecia�on of the basics of the subject.

Explain, with examples, why drug safety 
monitoring / pharmacovigilance is necessary 

Describe ways in which drug safety / 
pharmacovigilance is regulated na�onally 
and interna�onally, and iden�fy 
interna�onal policy-making bodies. 

Outline how drug safety / pharmacovigilance 
responsibili�es are organised within 
pharmaceu�cal and biotechnology 
companies.
 
Sketch how a product safety database is 
compiled, how a product's safety profile is 
assessed, and how safety informa�on is 
included in documenta�on for regulatory 
authori�es, healthcare professionals, and 
consumers. 

Apply appropriate terms to describe 
different types of adverse effect. 

Specify requirements to report adverse 
reac�ons to regulators. 

Outline requirements for safety data and for 
risk management plans in applica�ons for 
marke�ng approval. 

Module overview
Describes what the course is about, sets out 
learning objec�ves, defines key terms and 
provides a brief overview of course content. 

Regula�on and company organisa�on
Explains the ra�onale for modern drug safety / 
pharmacovigilance (PV) regula�on and 
prac�ce, describes interna�onal policy-making 
bodies and sources of regulatory guidance, 
and outlines company drug safety / PV 
organisa�on, product safety databases and 
core safety informa�on. 

Before a product is marketed
Sets out the fundamentals of pre-marke�ng 
drug safety / PV: safety informa�on for 
inves�gators, describing adverse effects, 
clinical trial repor�ng requirements, safety 
data in marke�ng applica�ons, risk 
management planning, and product 
informa�on. 

A�er a product is marketed
Sets out the fundamentals of post-marke�ng 
PV: monitoring adverse drug reac�ons, licence 
holders' repor�ng requirements, detec�ng 
and tes�ng safety signals, assessing 
benefit/risk balance, risk minimisa�on, 
communica�ng new safety informa�on, 
product withdrawal.

Quality system, inspec�ons and audits
Describes measures, increasingly emphasised 
by regulators, to ensure adequate 
performance of a PV system: the 
organisa�on's PV quality system, regulatory 
inspec�ons, and audits.
 
Review and further informa�on
Summarises key points and provides links to 
important guidance documents and other 
reference sources. 

Assessment
Mul�ple-choice mastery assessment. 
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List tasks involved in monitoring adverse 
reac�ons to marketed products, and sketch 
how safety signals are detected and tested. 

Iden�fy factors that influence the evalua�on 
of a product's benefit/risk balance, and list 
ac�ons that may be taken in response to 
changes in the balance.

Iden�fy ways in which the quality of a 
pharmacovigilance system may be assured, 
and outline prepara�ons for a regulatory 
inspec�on or audit.
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CPD Points: 2
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