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Safety professionals in today’s rapidly
changing global regulatory environment
must have a strong foundation in safety
surveillance and pharmacovigilance, which
requires ongoing, comprehensive, and up-
to-date training and education.

Courses in BioSoteria’s engaging,
innovative, online eLadder Safety
elLearning Program are:

¢ Available immediately through BioSote-
ria’s website-take any course in the series
anytime and from anywhere you have an
Internet connection, no travel required

¢ Available off-the-shelf for rapid-deploy-
ment drug safety training—no travel or
customized development fees required

¢ AICC/SCORM-compliant and ready to
run on your Learning Management Sys-
tem (LMS). No LMS? No problem. We offer
a hosted LMS solution to deliver training
to your employees or contractors.

e Content-rich and truly multimedia,
with engaging graphics, animations, au-
dio, video, and immersive application and
reinforcement exercises

e Developed by an experienced multi-
disciplinary team, including:

e A faculty of subject-matter experts and
drug safety practitioners

e Instructional designers and medical
writers who specialize in eLearning

* Graphic designers, animators, and
certified medical illustrators

e elearning programmers and Learning
Management System (LMS) specialists
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DRUG SAFETY & RISK MANAGEMENT SPECIALISTS

Visit www.biosoteria.com,
email training@biosoteria.com,
or call 1.866.660.5553 ext. 13

for a demo today.

COURSE 3: POSTMARKETING

PHARMACOVIGILANCE

Course 3 delivers key information on the receipt, evaluation, and reporting of
postmarketing spontaneous adverse drug reactions (ADRs), including the proce-
dures that marketing authorization holders/license holders must follow to fulfill
US and EU regulations. Similarities and differences between postmarketing

pharmacovigilance (PV) regulations in the US and
EU are covered.
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LEARNING OBJECTIVES:

¢ Understand the purpose and impor-
tance of postmarketing PV

* Know the US and EU regulations and
guidance for postmarketing PV

* Discuss roles, responsibilities and
relationships of internal and external
stakeholders with regard to postmar- \_

Length: 4 hours

Audience: Individuals interested
in entering the field of drug safety
and pharmacovigilance; profes-
sionals already in the biopharma-
ceutical industry practicing in the
areas of clinical research, drug
safety, regulatory affairs, and GCP
compliance.
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* |dentify the sources of postmarketing safety reports and distinguish between

spontaneous ADR reports and solicited AE reports

* Define the key terms and definitions pertaining to postmarketing PV

e Distinguish between serious and non-serious ADRs

¢ Distinguish between expected/labeled and unexpected/unlabeled ADRs

* |dentify the steps that occur at the Drug Safety Department of the MAH/

license holder after ADR report receipt

* Describe how ADRs are triaged and reported to regulatory authorities

¢ Describe the components of a complete case narrative

* Describe how to evaluate and report ADR reports from the literature


www.biosoteria.com

