
2026 comes with  
BIG CHANGES



What changes - Big picture

Before  After

 Regulatory work could be managed 
on an ad hoc basis

Regulatory work must function 
continuously

Focus on passing an audit Focus on being audit-ready at all times

Documentation is updated sporadically Documentation must be kept 
continuously up to date

Manual work could be sufficient Manual work quickly becomes 
unsustainable

MDR artikel 10, Annex II–III • IVDR artikel 10, Annex II–III • ISO 13485:2016 §4.1, §7.5



What drives the change - Big picture

MDR artikel 10, Annex II–III • IVDR artikel 10, Annex II–III • ISO 13485:2016 §4.1, §7.5

MDR and IVDR require manufacturers to maintain regulatory compliance 
continuously and to remain aware of applicable legal and guidance updates 
throughout the product lifecycle (Articles 10, Annex I, Annex III) 

By 2026, transition tolerance has ended. 
Regulators now expect up-to-date applicable requirements, not retrospective 
reviews.
 
Managing regulatory updates is no longer episodic. 
It is a continuous compliance function.



A system failure without a 
remedy

 Different rules for every market 

 New and revised demands, all the time  

 No one can keep this up to date automatically



!
Delayed product 

launchesFines and additional 
workload

Market withdrawals 
or recalls

A system failure with severe 
consequences





ADD PRODUCT 
AND COMPANY 

PROFILES
AUTOMATED 
APPLICABLE 

LISTS 

EXPERT 
AGENTS

STUDIO AGENT



SUGGESTIONS ON 
APPLICABLE 

REGULATIONS

TAILORED RATIONAL 
AND SECTIONS OF 

REGULATIONS

ACCESS REGULATIONS 
AGENT TO INITATIE A 
DIALOGE ABOUT THE 
ACTUAL REGULATION

EXPORT AS CSV 
(EXCEL)



ALL CHATS 
STORED

THE AI IS TRAINED ON 
YOUR PRODUCT AND 
GLOAL REGULATIONS



GET ALL UPDATES 
ON APPLICABLE 
REGULATIONS

THE REGULATIOS AGENT 
WILL ASSESS EACH 

UPDATE AND SUGGEST 
ACTIONS



Hoodin Compliance Studio supports both your 
applicable requirements management and your day-to-

day regulatory change control

Receive answers and support from trained AI 
regulatory experts to manage daily compliance 

challenges.

Add products and essential metadata to further 
refine the AI experts’ understanding.

Establish Applicable Lists for all Regulations, 
Guidances, and Standards relevant to your 

product. Automatically receive all updates, along 
with AI expert interpretation of what they mean for 

your specific product.



WHY NOT USE 
GENRAL AI MODELS

•ChatGPT, Gemini, Copilot and similar 
tools are not validated for use in life 
sciences. 
In many cases, they are not permitted for 
regulatory work.

•They are general-purpose chatbots and 
lack the structured, controlled environment 
required for compliant regulatory use.



QUESTIONS?



Sign up for early bird access

https://www.hoodin.com/
compliance-studio-signup

https://www.hoodin.com/compliance-studio-signup
https://www.hoodin.com/compliance-studio-signup

