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Background: a case study

* In your study, there is a table mockup with the title Adverse Events of Special Interest:

Rituximab Infections. You probably need to do the following preparation.
1. Request for the list of terminology

2. Program your ADAE code to load the list and to define grouping variables in ADAE. .~
/} S N

List File




MedDRA Baskets (www.meddra.org)

* MedDRA baskets are groupings of preferred terms into medical concepts to enable analyses based on these
groupings. Baskets are commonly used to represent syndromes or conditions characterized by a cluster of
signs, symptoms, and test results or therapeutic procedures falling across many different SOCs. There are

four types of baskets:

— SMQs: Standardized MedDRA queries supplied from MedDRA MSSO (Maintenance and Support

Services Organization).

Standard Adverse Event Group Terms (AEGTS): created by Drug Safety.
Product-Specific AEGTs: project / product specific baskets created by Drug Safety.

Study-Specific AEGTs.

* These definitions get maintained and updated periodically (twice a year).




The Metadata Driven Approach
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ADAG Description and Purpose

PURPOSE:
eIntermediate data set for Medical Concept flags to be created in the ADaM ADAE dataset.

*Contains the full list of AE terms within an AE grouping and details of the variable to be created in ADAE

DESCRIPTION:
*One record per dictionary term and code included in a grouping definition
*ADAG must be created before ADAE if adverse event groupings are required.

*Metadata driven — a user-defined data set describes the groupings required.




ADAG — Specification & Example
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Example: ADAE
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Process

List File

AEGT AEGT in *.sas7bdat

or SMQ
xml file

Study Specific
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* Flexible to cope with:
— most coding systems
— different versions if needed

— combination of various level of groups

e E.G. a few SOCs with a few PTs

e Ensure consistency across studies and projects







Doing now what patients need next




