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Plan of presentation

Why? For who?

What? How?

BIC Regulatory 
tools



Why IVDR Guide & IVDR flowchart have been
developed?

Transformation of 
regulatory 
environment

Poor understanding of 
regulatory process, 
especially within
academic researchers

Need of 
standarization in 
commercializing
biomarker inventions

Encouragment of researchers
to commercialization



From IVDD to IVDR 4

IVDD

National law

Companies
Stakeholders

IVDR

Companies
Stakeholders

Direct 
implementation !
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BIC Regulatory tools
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Regulatory environment

ISO 13485
IEC 62304

IVDD

IVDR

CLSI guidelines

MEDDEV standards

ISO 14971

MANUFACTURER

ISO 20916

IEC 62366How to 
achieve

regulatory 
compliance?

MDCG guidelines



Characterization of tools

• Developed at the basis of IVDR and based on 
the commercialization model identified within
the project

• Focused on early-stages

• Big picture of the process including stakeholders
(and its potential role) from researcher
perspective

• Include IVDR overview

• Regulatory activities are correlated with TRLs
and commercialization stages

• In the form of the handbook

• Developed at the basis of IVDR and real-life 
experience of industrial partners

• Focused on CE-approval stages

• Regulatory process from SME perspective

• How to deal with obligations imposed by 
IVDR

• Regulatory issues introduced in the 
chronological manner illustrating
manufacturer’s real-life process

• In the form of user-friendly digital tool

BIC Regulatory Guide IVDR Roadmap



Examples



Thank you for attention!

Contact:

pawel.myszczynski@technologpark.pl

Wroclaw Technology Park

www.technologpark.pl
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