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The Challenge

Can You Prove Your Al Is Governed Responsibly?

Be ready to demonstrate that your Al is governed, compliant and
effectively managed.

The EU Al Act is in force. On 21 July 2026 the Regulation of Artificial
Intelligence Act 2026 was signed into law, establishing Ireland’s Al Office
as the national coordinating body and single point of contact for the

Act. It coordinates sectoral regulators rather than replacing them, so
existing expectations in life sciences and the direction of the EU Al Act are
converging.

For life sciences the practical question is rarely whether something counts
as Al. It is what regulated process, record or decision the system affects,
and whether the organisation can demonstrate appropriate control,
human accountability and evidence. Detailed sectoral guidance is still to
come. The question that matters now is whether you could evidence your
Al governance position if you were asked today, by a regulator, a client
quality function or your board.

Most organisations are not ready for that level of
scrutiny.

What We do ...

Think of us as the pre-NCT check for Al Governance. We find what would
not hold up, while there is time to put it right. We show you where your
position is, build the capability behind it, and leave you with the evidence
to support it. Governance structures, workforce competence and an
evidence file, mapped to the EU Al Act and your GxP obligations.

We do not compete with your technology suppliers or transformation
partners. We provide the governance layer that sits across their work.

How we work with you

Three clearly scoped steps. You commit only to
the next one.

Governance Diagnostic:

A multidisciplinary workshop that maps your current position
across five governance dimensions, producing a detailed report
with a compliance checklist and an evidence framework.

Al Governance Enablement Programme:

CPD accredited, and proportionate to the roles and responsibilities
involved. Not general Al literacy - governance specific enablement
for regulated environments.

Evidence and Assurance:

Step by step support to work through the compliance checklist,

build tracking mechanisms and establish the documentation
that lets you produce evidence when required.



Why us

We speak your language because we have worked in life
sciences

* Industry experience. The Institute is built on experience in pharmaceutical
manufacturing across engineering, operational leadership and commercial expertise.

» Governance led. We focus exclusively on governance, compliance
and responsible Al adoption. We are not a technology vendor.

* Evidence-led: Every engagement is designed around one question:
can this organisation demonstrate compliance if an inspector asks?

* Low risk entry. Defined scope, clear deliverables, a set timeline. Every
step earns the next. On site or remote, whichever suits your operation.

*» Recognised standing. Members of the EU Apply Al Alliance, IAPP, ISPE
and TIA.AIGP and PMP certified.

Call To Action

Start with a focused Al governance discussion

What Al tools are in use, what governance
exists and where the gaps are and which
of them matter first.
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Regulatory position stated as at September 18th, 2026. Source register available on request.



