The Audit Findings Nobody Sees Coming

Why organisations lose control of their regulatory position over t/me - .
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Defensible Regulatory Scope
Maintained Over Time
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Many organisations assume audits The challenge is that the

reveal problems. organisation can no longer explain '
In reality, audits often reveal * Why the decision was r
problems that have existed for ‘

* What information it was based on

years.

# & « Whether the decision is still valid today
The original regulatory decision N -

may have been correct. o
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Regulatory positions often
survive longer than the
rationale behind them.

When auditors question a regulatory decision,
organisations often discover that the position still
exists, but the original reasoning cannot be
reconstructed.
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2023 Regulatory Position Established

(MDR applicable, rationale documented)

2024 New market added

2025 Product updated

2026 Regulation amended

2027 Original RA manager left company

-
-

REGULATORY POSITION STILL ACTIVE

v Original rationale missing
v Assumptions unknown

v Deécision makers gone
v Scope never reassessed
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O Why is this regulation not applicable?

O What evidence supports that conclusion? :
g

O How do you know the conclusion is still valid today?
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T Most orgdhisations can answer the first question. | el =
Many struggle with the second.
Very few have a systematic answer to the third.
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» Why regulatory positions become difficult to defend
* How regulatory positions evolve over time
» Common governance failures behind audit findings
» Why-regulatory updates require reassessment

» What continuous regulatory governance looks like in practice
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Regulatory change assessment is increasingly becoming a continuous operational obligation.

MDR Article 10
IVDR Article 10

150 13485 lifecycle obligations / ;

PMS responsibilities .

|

—— - ~ State of the art expectations
- ' Notified Body scrutiny

FDA quality system expectations
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Generic Al (ChatGPT, Gemini, Claude etc.)

disconnected prompts
isolated outputs
no maintained context

difficult traceability
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Vertical Al

maintained regulatory context
applicability reasoning
linked scope
reassessment continuity

governance structure
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Updates ¢

Loi n® 78-17 du 6 janvier 1978 relative a I'informatique, aux fichiers et aux 8 Aug
libertés (dite « Informatique et Libertés ») 2025

Décision n®2025-1154 QPC du 8 aolt 2025 — déclaration d’inconstitutionnalité partielle
de l'article 22 de la loi n° 78-17 (abrogation différée)

Legally operative constitutional update affecting the law: the Canseil constitutionnel
rules on the constitutionality of article 22 of Loi n® 78-17 and provides for abrogation of
the unconstitutional provisions with effect deferred to 1 October 2026; it also sets
immediate interim requirements (notification of the right to remain silent) pending

legislative change or abrogation.
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COMPANY & ACCESS

COMPLIANCE STUDIC

hoodiny»
Founded to solve regulatory intelligence and applicability
management for life sciences.

Over the past five years the team has built the regulatory
infrastructure that powers Compliance Studio.

Core foundation

» 20,000+ regulatory instruments collected and structurea

» 500+ life science professionals trained in regulatory
applicability management

» Tailored regulatory Al knowledge architecture developed
since 2022
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