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Breaklng new ground for mcreasmg
efficiency in bioanalytical Labs

Life science industry today is facing the challenge to develop new drugs and substances in
short and even shorter time frames. Increasing the efficiency of research and development
is one of the approaches to achieve the goal of a reduced time-to-market.

On the other hand, regulatory authorities are requesting demanding and harmonized
documentation with regards to the submission of bioanalytical studies. Using today
processes in reporting to fullfil these requirements contradicts the goal of increasing
efficiency.

Thermo WATSON LIMS is the market leader for the data managment of bioanalytical studies,
which in combination with the purpose built regulatory reporting solution iStudyReporter
allows a highly efficient workflow for regulatory studies.

This seminar gives you a detailed insight on the benefit you will gain in combining these two
solutions.

AGENDA
for May, 4 - Philadelphia and June, 8 - Rome

Welcome and Introduction

Latest trends in regulatory reporting
8 Ensuring compliance with regulatory requirements — FDA and EMEA
§ Strategies for standardising reporting from different data sources: WATSON/ELN
8§ Traps and pitfalls in introducing an automated solution

Challenges and opportunities in optimizing bioanalytical reports from Watson LIMS
§ Select an architectural option
§ Understanding of process implications
§ iStudyReporter Bioanalytics — the off-the-shelf solution
§ Establishing analytical and validation report — tables, graphs and statistics

Break

New strategies for the integration of purpose built reporting
§ Handling of multiple report templates: the CRO's challenge
§ Understanding the challenge of configuration vs. customisation
§ The impact of Watson 7.4 and ISR

Successful and efficient project implementation in a validated environment
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