
Course 6:  
MedDRA and WHODrug Coding 

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 role of coding in Adverse Event (AE) collection, processing, and •	
regulatory reporting throughout the lifecycle of a medical product, including 
premarketing safety surveillance and postmarketing pharmacovigilance 

Trace the development and evolution of coding conventions in the medical •	
product regulatory environment

Differentiate between the various coding conventions in play globally, includ-•	
ing MedDRA, WHODrug, and the Systematized Nomenclature of Medicine 
(SNOMED) 

Recognize the importance of accuracy, sensitivity, and specificity in coding in •	
terms of medical product regulatory reporting

Describe the use and application of MedDRA coding  in clinical safety surveil-•	
lance and postmarketing pharmacovigilance

Describe the application of MedDRA SMQs for defining medical concepts and •	
for safety signal detection

List and describe the hierarchal structure and elements of MedDRA terminol-•	
ogy, including SOC, HLGT, HLT, PT, and LLT

Allocate codes using MedDRA, including primary and secondary SOC allocations •	
(using case study examples)

Describe the structure, formats, and key elements of WHODrug, including Ana-•	
tomical Therapeutic Chemical (ATC) classification and coding

Allocate WHODrug codes for suspect medication and concomitant medication •	
coding (using case study examples)

* �MedDRA® is a registered trademark of the International Federation of Pharmaceutical Manu-
facturers and Associations (IFPMA).

Course 6 covers adverse event (AE) and medical diagnosis coding using the 
Medical Dictionary for Regulatory Activities (MedDRA®*), a standardized coding 
dictionary required by regulation for use by clinical study sponsors and license/
marketing authorization holders. The course describes the development, scope, 
and structure of the terminology. The course focuses on and provides a compre-
hensive discussion of MedDRA coding conventions, including interactive, case 
study-driven application exercises. Other coding dictionaries, such as WHODrug 
for suspect medication and concomitant medication coding, are also covered.  
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