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ABSTRACT
Medical Safety Review (MSR) is a uniform process to facilitate safety review at an early stage.

The information will be provided to clinicians and statisticians by a single word document with hyperlinks to predefined
components.

INTRODUCTION

The MSR process is conducted to identify, at an early stage, potential safety issues for ongoing trials. It facilitates
safety review of the data by both clinicians and statisticians. This MSR Tool established a standard global process
across the different franchises/teams. This process can start once the draft clinical safety and exposure data become
available.

The scope covers data from demographics, safety parameters (adverse events, vital signs, ECG and laboratory),
concomitant medication, medical history, disposition to exposure, and can be extended on the basis of trial-specific
requirements.

CONCEPT

All review on the safety data will be directed from one single Word document. This document is a table of contents
with bookmarks and hyperlinks to three main review components, being Safety Tables and Listings,

Subject Profiles Listings, and Graphical Subject Profiles. Because of the hyperlinks, it is a user-friendly and very
accessible review tool for all kinds of users. Especially the Graphical Subject Profile is a powerful component of the
tool. In these graphs, all safety data of each single subject are over time and provide a clear overview of all
parameters of interest in just a couple of pages. This allows the user to identify possible relationships between events
from different domains, e.g. the occurrence of an AE versus the timing of drug intake. Outliers and subjects at risk
can be quickly identified via color-coding and symbol notation. Bookmarks can be predefined to prioritize the review
for trial specific population of interests. A link to the full-text subject profile listings is available within the graphical
subject profile, and vice versa.

COMPONENTS

All intermediate components described above are built using SAS.

The MSR process is established based on a set of in house macros, which provide a user-friendly setting to
statistical programmers.

No SAS knowledge is required to review the results.
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= 1THAT2004 BASELINE  WEIGHT (xg) 735 N
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BODY MASS THDEX (kg/fm2) 238
EMI CLASSIFICATICN NORMAL <25
TEMPERATURE () 6.1
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21MAYZ004 1 BAsELINE STANDING PULSE BATE (bpm) 7 50 100
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SUPINE BULEE FATE (bpm) 7€ N 50 100
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GRAPHICAL SUBJECT PROFILE
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EXAMPLE 2 (SUBJECT CHARACTERISTICS, EXPOSURE AND ADVERSE EVENTS)
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EXAMPLE 3 (VITAL SIGNS)
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CONCLUSION

The strength of this MSR Process is to share all key information through 1 single document which guides the user
through the review flow. It ensures a consistent process and deliverables across teams in a timely fashion.
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