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Why IVDR Guide & IVDR flowchart have been
developed?

Transformation of Need of
regulatory standarizationin

environment commercializing
biomarkerinventions

Encouragment of researchers
to commercialization

Poor understanding of
regulatory process,
especially within
academicresearchers
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From IVDD to IVDR
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BIC Regulatory tools

IVDR
flowchart
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In vitro diagnostics . IVDR flowchart
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Regulatory environment

> CLSI guidelines > > ISO 13485 >
IEC 62304
> IEC 62366 >
Lo

BRI

How to
achieve
regulatory
compliance?
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BIC Regulatory Guide IVDR Roadmap

e Developed at the basis of IVDR and based on * Developed at the basis of IVDR and real-life
the commercialization model identified within experience of industrial partners
the project
e Focused on CE-approval stages
e Focused on early-stages
e Regulatory process from SME perspective

* Big picture of the process including stakeholders

(and its potential role) from researcher e How to deal with obligations imposed by
perspective IVDR
* Include IVDR overview * Regulatory issues introduced in the
chronological manner illustrating
 Regulatory activities are correlated with TRLs manufacturer’s real-life process

and commercialization stages
e In the form of user-friendly digital tool

¢ In the form of the handbook . ’
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Activities

1 Familiarize yoursel
regulations

Familiarize yourself with the
definitions. obligations and r
by using the source documer
guidelines. 1ISO 18113 could
here, as well,

3 Identify the prod

applicable legislat]

Itis crucial to identify all app
legislation for our further pre
Because of the variety of pro
medical device could be subjf
different set of laws. Complig
MDR or IVDR could be not e
can consider services of a reg
professional.

3.1. Comme rcializatiom procass: Bi

Ihe first atgge of commercaliation proces, s e

the ducomery phu: I'he mainstakeholdes involve
AACKGROUND:

Condactnl BIC insrviews inficaie dat roceche
ueictly sientific pespective sad they ase not swa

for INDR requirement

aoe nol legally respensiltdle
cemmercad potental, should lse sware of the »
sceonpasying bionnarkes peojects. This Loowlode:
if they inend w exgloit the canmerdal jJotential.
wad adjcecd 1o busnsa, o wdl = to lagd requine
pastness sl o smmiker valoe fsex. However, it |

documers strisgenty cach bicamrker dizovery s

Ibe rescascher, fruome thae bogi
quality sad reevan: dua (as input for Rerdher

foemity ancssment farther in e procse

ing of th

n oeder to soure slfectivensa of the com

peingdple: (Bg 8).

Fagees 8 Sagpesad petrciples for musschen

Soweane Bl lnservewn

Figure 10: Regularary sasks regarding discovery phase

Regulatory tasks regarding discovery phase

Regulatory tasks o fulfil within
1* commerdialization stage

% Familiarize with general
information regarding the early
stages of development from a

regularory perspective

The stages of the IVD asay commercial
fzation process that do not fosecast the
participation of enterprise (at the early
stages of development) do nor contain
mandatory  regulatory  msks  regarding
product placement on the market (re
-:|'.|irr_'-:;. by IWDER). The researcher has o
ke into

a regulasory  pathway thar biomarker

ACCTHIE

products have to go through, but hefshe
5 not legally responsible for st There
fore, tasks concerning regulatony aspects
ax the eardy stages were developed on the
basis of good practces. Application of
the practices would potentially improve
the pace of industry assay development
{fulfil legal enterprise obligarions), and
as a resule place the product on the mar
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Good practices

% Plan how you will compile your data and resules

& Work according o a l.|_u:-|i|:. system for non-clinical srodies
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Thank you for attention!
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