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Dr. Volker Storn
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ISPE-DACH Vice Chair, Member of the ISPE-DACH CoP Aseptic
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The release of the revision of Annex 1 in 2022 (effective in 2023) confronted the pharmaceutical industry with
numerous challenges, necessitating major capital investments and procedural changes. Initially, there was also
considerable uncertainty regarding the correct interpretation of various changes in the document. Based on this,
Pharma companies connected, exchanged their thoughts and experience from inspections and interactions with
authorities, working on best practice solutions. Beyond that, ISPE continuously offers platforms and forums since
then to foster exchange and alignment, also involving authorities, equipment suppliers and A/E contractors.
Considering that the content of Annex 1 is applied globally, not solely in Europe, it is essential that these
platforms are offered not only locally or regionally but internationally, where in any case, ISPE can perfectly serve
as an exchange forum. Overall, without intense collaboration between all parties involved, the industry could not
have achieved its current state of Annex 1 implementation.

<@B&HIOI74—IL>

Volker Storn is an Engineer for Pharmaceutical Technology and Biomedical
Engineering by training with 20+ years of experience and holds a PhD in
Tumor Immunology. Since joining Roche he held various positions in Process
Engineering, Project Management, Project Controls, Team Management,
Technology Management and was involved in numerous large CAPEX
projects globally and is currently working in Pharma Global MSAT &
Engineering, located in Basel, Switzerland.

Since 2015 he is Board Member of the ISPE-DACH Affiliate, co-founder and
Steering Committee Member of the ISPE DACH Community of Practice
“Aseptic Processing”. Since 2025 he is Vice—Chair of the ISPE-DACH
Affiliate.
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I Taking a Risk—based Approach to the Implementation of Al at Manufacturing Sites]
— what does this mean in practical terms? -

Kevin O'Donnell, PhD,
Market Compliance Manager, Health Products Regulatory Authority
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This presentation addresses what it may mean in practical terms to take a risk—based approach to the
implementation of Al at manufacturing sites. It discusses what is in ICH Q9(R1) and its accompanying training
materials about Al and ML, and it highlights how other official guidances also stress the need for a risk—based
approach in this area.

Taking a risk—based approach to Al implementation can mean many different things, and a number of these are
explored in this presentation. In this regard, Dr. O’ Donnell will address some of the key things that manufacturing
sites should consider when performing Risk Assessments in relation to implementing Al systems, and he will
highlight some of the potential risks that may be important to think about. He will also discuss how the new
guidance in ICH Q9(R1), particularly in relation to Formality in QRM, can be helpful when doing risk assessments
to support the implementation of Al, and he will give practical examples of this. He will also discuss the
importance of revising Change Control procedures at manufacturing sites, so that they can adequately support
the implementation and control of Al systems, as well as their lifecycle management.

<BHIOT71—IL>

Kevin is Market Surveillance Manager and a Senior GMP Inspector at the
Health Products Regulatory Authority (HPRA) in Ireland. He has been with
the HPRA since 2001. He served as Rapporteur for the revision of ICH Q9
in 2020-2026, and is Chair of the PIC/S Expert Circle on QRM. Kevin is
currently on a 12-month secondment from the HPRA to the PMDA and the
Tokyo University of Science in Japan, where he is a PMDA Expert
Committee Member and a Visiting Professor, respectively. Kevin is also
Adjunct Professor at the Technological University, Dublin. Kevin obtained
his PhD in Quality Risk Management from the Dublin Institute of Technology
in 2008.
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