Defensible Regulatory Governance in Practlce

What it actually means. And how to achieve it.
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Regulatory decisions must be reconstructable

Most organisations cannot

emonstrate reconstructability

consistently, on demand a

Why thi

nd over time

s happens

> Decisions are not structured at the point they are made

> Rationale is incomplete or

not linked to the decision

> Evidence is stored separately from the decision

> QOwnership and review are

> Regulatory updates do not

not consistently defined

trigger systematic reassessment
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Defensible regulatory governance requires that every decision:

v What requirement applied (exact reference) -
v How applicability was determined (interpretation) o

v What decision was made (applies / not applicable)
v What evidence supports the decision

v Who is accountable and when it was reviewed
v How the decision has been maintained over time
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Regulatory
decisions exist

BUT THEY ARE:

> Distributed

> Implicit

> Depended on context

9 Documents

Requirements,

. RISK FILES

)(1 SPREADSHEETS

Data and IS RIE OIS, Hazard analysis,
assessments justifications risk evaluations
Ei EMAILS =@, 202 propi
Discussions, REGULATORY Knowledge in

clarifications, people’s heads

decisions

DECISIONS

RECONSTRUCT THIS!
Time-consuming. Inconsistent. Not defensible.

>
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Why this is requirec

Regulatory frameworks require demonstrability
A regulator must be able to:

v |dentify applicable requirements ——
v Understand how decisions were made

v \lerity supporting evidence

v Confirm decisions are maintained over time

(MDR /IVDR « FDA QSR * ICH Q10 « GMP)
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Take one product

~Give yourselt one hour

- - - ———— /,//
: - (an you prove your decisions?
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COMPLIANCE STUDIO
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Your lists across markets.
’ European Union Applicable:12 Not Applicable: 0 Proposals: 29 Status:
{) France Applicable: 7 Not Applicable: 0 Proposals: 152 Status: Not Verifiec

{» Sweden Applicable: 0 Not Applicable: 0 Proposals: 120 Status: Not Verifie
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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 ao(it 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 Conseil 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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P> COMPLIANCE STUDIO

Profiles 6/10

@ Products 5

Omnipod Discovery 1list m

Omnipod Classic 0 lists

hoodinp»

COMPLIANCE STUDIO

Product by Insulet coproration

OminPod Dash

OmniPod Go 1lis

t

Ask abou
OminPod Dash 3 lists

| Applicable Lists 3

Omnipod 5 Olists Where do regula

+ Add Profile
What makes regt
| rance Applicable: 7 Not Applicable: 0 Proposals: 152 Status: Not Verified

lﬁ]] Companies 1 What regulatory

1list

Insulet Corporation
Introduce me to(

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

What regulatory changes are creating the mo}

. .
Ove r t h e pa St fl Ve ye a rS th e te a | I I h a S b u I | t th e regu | a to ry 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
C 0 0 Upgrade your Compliance legislative change or abrogation.
InTrastructure that POWEI'S Cor npilance Studio

Discuss
o N

Core foundation , ,
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» 20,000+ regulatory instruments collected and structurec Join thousands of regulatory professionals
» 500+ life science professionals trained in regulatory

applicability management

» 2,500+ professionals in the regulatory community
» 15 senior regulatory and QA experts in the advisory
network
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