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Astellas Mandatory Disclaimer

“The speaker is a paid employee of Astellas. This presentation is intended
for informational purposes only and does not replace independent
professional judgment. This presentation is not intended to provide
medical or legal advice. Statements of fact, positions taken and opinions
expressed are those of the speaker individually and, unless expressly
stated to the contrary, do not necessarily reflect the opinion or position of
the speaker’s employer, Astellas, or any of its subsidiaries and/or related
entities.”
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The Inter-Company Quality Analytics (IMPALA) Consortium
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Vision

By applying digital

and advanced

analytics

methodologies at

scale for

biopharmaceutical ®
quaFiity, we bring m%
life-changing

medical solutions

to patients faster.

IMPALA Consortium | Inter-Compan

Mission
We are
transforming
biopharmaceutical
quality by co-
developing open-
source tools,
methodologies,
and best practices
to influence
standards and by
collaborating with
biopharma
industry leaders
and health
authorities to
share knowledge
a and gain industry-
wide adoption of
digital and
advanced
analytics
methodologies to
enhance quality
activities.

uality Analytics



https://impala-consortium.org/
https://impala-consortium.org/
https://impala-consortium.org/
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Quality Management System




Al and the Quality Professional

/0 Health Sciences
e Quality
e GxPs
* Regulatory

.

e Critical Thinkin
e Communication
¢ Active Listening
e Collaboration

\- Growth Mindset

e Data
Storytelling

e Digital
Fundamentals

e Data Analytics

* Experimentatio )

n

e NLP, LBasics of Al
(ML, LM, GenAl)

* Prompt
Engineering
e Al workflows

* Emerging
Regulations
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Challenges & Considerations

e Addressing bias and data privacy

e Ensuring systems and processes meet regulations & standards

* Integration with legacy systems




Summary




