
Course 2:  
Clinical Safety Surveillance 

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  
eLearning 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. 

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

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

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

•	 Instructional designers and medical 
writers who specialize in eLearning

•	 Graphic designers, animators, and  
certified medical illustrators

•	 eLearning programmers and Learning 
Management System (LMS) specialists

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

for a demo today.

Length: 4 hours

Audience: Individuals 
interested in entering 
the field of drug safety 
and pharmacovigilance; 
professionals already 
in the biopharmaceuti-
cal industry practicing 
in the areas of clinical 
research, drug safety, 
regulatory affairs, and 
GCP compliance.

Learning Objectives:
Describe the purpose of safety sur-•	
veillance in clinical trials

Explain the general regulatory  •	
oversight of clinical trials in the US 
and EU 

List the key stakeholders in a clinical •	
trial and explain their role in assuring 
the safety of study subjects

Differentiate between US and EU reg-•	
ulations and guidances, and explain 
the influence of ICH and CIOMS

Define key terms and concepts cen-•	
tral to clinical safety surveillance 
(e.g., serious, expected, relatedness, 
dechallenge, rechallenge)

Describe the purpose and content  •	
of Investigator’s brochure and the 
expected AE list

List the responsibilities of the clinical •	
trial investigator in AE reporting

Understand the data fields collected •	
for AEs and SAEs on reporting forms

Identify the key steps in the workflow •	
for processing an SAE report

 
Describe in what situations a 7- and/•	
or 15-day expedited safety report is 
required

Determine how to triage SAE re-•	
ports, and determine if an SAE report 
meets expedited regulatory reporting 
requirements

Learn the important components of •	
an SAE case narrative

Demonstrate how and when to  •	
write a query to request followup 
information

Describe when it is appropriate to •	
unblind treatment assignment for 
SAE reports

Understand the difference between •	
the clinical and safety databases, 
and the purpose of database  
reconciliation

Explain what is required for submit-•	
ting reports to US and EU regulatory 
authorities and investigators

Explain how overdose and pregnancy •	
are typically reported in clinical trials

With interactive, real-world case studies, Course 2 covers the collection, assess-
ment, and reporting of adverse events (AEs) during the clinical development 
phase of a drug or biologic. It includes US and EU regulations and related ICH 
guidance documents pertaining to clinical safety surveillance of an investigational 
medicinal product and provides a step-by-step overview of the responsibilities and 
activities of the study sponsor, from receipt of serious adverse event (SAE) re-
ports from investigators, through all stages of case processing including causality 
assessment and reporting to regulatory authorities.
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