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Sponsors and the FDA have been working together to improve approaches

for assessing safety data, with prog y more cross-
functional teams for planning and coordinating program-level safety
assessments and more guidance on aggregate safety assessments.

To meet the spirit of the IND safety reporting final rule, sponsors have
developed processes and procedures to evaluate, assess and act on
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Sponsors and the FDA have been working together to improve approaches
for assessing accumulating safety data, with progressively more cross-
functional teams for planning and coordinating program-level safety
assessments and more guidance on aggregate safety assessments.

To meet the spirit of the IND safety reporting final rule, sponsors have
developed processes and procedures to evaluate, assess and act on

accumulating safety information during development on an ongoing basis.

Co-promoted by ASA Biopharm, DIA Communities, and PHUSE

Webinar 2: Overall Safety Assessment — Standard Safety Tables and Figures


https://phuse.s3.eu-central-1.amazonaws.com/Events/2023/SA+Webinars/SA+Webinar+13.07.mp4
https://phuse.s3.eu-central-1.amazonaws.com/Events/2023/SA+Webinars/SA+Webinar+13.07.mp4
https://phuse.s3.eu-central-1.amazonaws.com/Advance/Safety+Analytics/Overall+Safety+Assessment+%E2%80%93+Standard+Safety+Tables+and+Figures.pdf
https://phuse.s3.eu-central-1.amazonaws.com/Events/2023/SA+Webinars/SA+Webinar+13.07.mp4
https://phuse.s3.eu-central-1.amazonaws.com/Advance/Safety+Analytics/Overall+Safety+Assessment+%E2%80%93+Standard+Safety+Tables+and+Figures.pdf

Summary:

Industry standards for data collection and storage have evolved over time: Clinical Data Acquisition Standards Harmonization (CDASH), observed
data (SDTM) and analysis datasets (ADaM). However, efforts to align on a systematic approach to analyse safety data from randomised clinical
trials are relatively new. Currently, many individual companies and regulatory review divisions are developing their own standard tables and figures,
and these standards tend to have a lot of variation. While some might be warranted, the extent of the variation is leading to inefficiencies in
programming, tool development, interpretation, number of information requests from regulators to sponsors and less efficient ways to share learning
and introduce new methods. During this webinar, presenters will share a summary of efforts related to developing standard safety tables and
figures.

This is the second of five webinars related to interdisciplinary safety evaluation, with an overall goal to improve the content and implementation of
safety analysis for medical research so we have better data interpretations, better decision-making and increased efficiency in the clinical drug
development and review processes.

Click here to view the other webinars in the series.
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as lead for the FDA Standard Safety Tables and Figures Integrated Guide. Prior to
joining the FDA, she was a practising emergency physician, with interests in medical
education and global emergency medical system development. After completing her BSc
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