TriTiCon

'”’ TriTiCon — Training, Guides and Tools August 2020

Training: Data Management for non-Data Managers (Ref DM-F01)

Date: Duration: Location: Cost:

Oct- 14 1 Day (9-16) Online 4.500 DKK

9.00-16.00

Objective To provide participants with a basic understanding of the role and objectives of

data management (DM) in today’s clinical trials and help them establish a
comprehensive base knowledge of Clinical Data Management.

Format Online training: Webinar with discussions and exercises.

Teacher Anders Mortin, TriTiCon

Target Trial Managers, Statisticians, Safety, Medical monitors and other clinical
Audience developments roles related to data management.

Course scope 1. Data Management in context: Clinical trials and DM, roles and objectives.

i. The role and objectives of Data Management activities
ii. Current trends and challenges
2. Data Management overview: End-to-end process introduction
i. Data Management process: Steps, inputs and outputs
ii. Systems and data-flow overview
iii. Essential ICH requirements and other legislations
3. Processes, systems, requirements and standards:
i. Trial set up
ii. Data collection and cleaning
iii. Trial close-out and database lock
iv. Data Management deliverables and closeout
4. Managing Data Management
i. Sourcing and Oversight
ii. Data Quality Management and Risk Management
5. Summary and takeaways
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