
The Audit Findings Nobody Sees Coming
Why organisations lose control of their regulatory position over time

Defensible Regulatory Scope
Maintained Over Time

C l a r i t y  •  C o n t r o l  •  C o n t i n u i t y



MOST AUDIT FINDINGS START LONG BEFORE THE AUDIT

Many organisations assume audits 
reveal problems. 

In reality, audits often reveal 
problems that have existed for 

years. 

The original regulatory decision 
may have been correct.

The challenge is that the 
organisation can no longer explain: 

• Why the decision was made 

• What information it was based on 

• Whether the decision is still valid today 



Regulatory positions often 
survive longer than the 
rationale behind them.

HOW REGULATORY POSITIONS BREAK DOWN

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



 Why is this regulation not applicable? 

 What evidence supports that conclusion? 

 How do you know the conclusion is still valid today?

THE THREE QUESTIONS AUDITORS EVENTUALLY ASK

Most organisations can answer the first question. 
Many struggle with the second. 

Very few have a systematic answer to the third. 



WHAT WE WILL COVER TODAY

• 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 



WHAT YOU MUST DO

Regulatory change assessment is increasingly becoming a continuous operational obligation.

Continuous awareness is becoming an operational expectation

MDR Article 10 

IVDR Article 10 

ISO 13485 lifecycle obligations 

PMS responsibilities 

State of the art expectations 

Notified Body scrutiny 

FDA quality system expectations 



CAN AI SOLVE THIS?

Generic AI (ChatGPT, Gemini, Claude etc.) 

disconnected prompts 

isolated outputs 

no maintained context 

difficult traceability 

Vertical AI

maintained regulatory context 

applicability reasoning 

linked scope 

reassessment continuity 

governance structure



COMPLIANCE STUDIO



COMPANY & ACCESS

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 structured 
 
• 500+ life science professionals trained in regulatory 
applicability management 
 
• Tailored regulatory AI knowledge architecture developed 
since 2022 

Try Compliance Studio 
Join thousands of regulatory professionals 

 

Access here:  www.hoodin.com  

http://www.hoodin.com

