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Prohibited Discussion Topics



Agenda and Housekeeping

• Introduction of the Labs platform
• Purpose
• Workflow of data

• KOR introduction
• Labs platform presentation 
• Labs platform for PETCORE Europe’s Functional Barrier Task Force
• Q&A
• Conclusion

Please mute your microphone if you are not a speaker.
You can use the chat to ask questions nevertheless we prefer you to speak them up at the end.



NIAS in PET - What are the challenges ?

• What NIAS to measure ?
• What method to use ?
• Which lab is capable ?
• Which lab has the capacity within a given timeframe ?
• Mandatory Regulatory requirements : EU 2022/1616

Ø Novel Technology, monitoring (Art. 10 and 32)
Ø Proficiency test (Art.13)

• Mandatory regulatory requirements
Ø Migration studies



NIAS in PET - What are the challenges ?

• Non standardized results reporting
Ø Difficult to aggregate for statistical analysis

• Identifying ‘new’ NIAS : needs standardized approach
• Industry-wide statistics: needs a central database (GENI project)

• Costs!!



The KÖR Labs Platform

Capable labs

Cost
optimization

Centralized
results

Standardized
results

PING 
Compliant 

results

NT Reporting

Proficiency
tests

GENI



Monitoring 
Report

Dario Dainelli

Individual FBTF 
member

Supplying Data

Feed-back/advisory

Functional barrier Workflow

TC
 F

un
ct

io
na

lb
ar

rie
r

Petcore support FB
Communication, 
organization & 

finance

DG
 sa

nt
e

M
em

be
rs

hi
p

O
rg

an
iza

tio
n

Supply of Data 
under NDA, & 

terms & condtions

Aggregation
per technology

Monitoring 
Report 

Finalization

3rd Party 
Data collection 
anonimyzation

and transfer

Validation

Monitoring 
Report

Data transfer

Feed-back and 
advisory Feed-back

Da
ta

 
Tr

an
sf

er

Se
le

ct
ed

Da
ta

 
Tr

an
sf

er

C

A

E

F

G

H

I

J

K

L

SB
 F

un
ct

io
na

lb
ar

rie
r

InteractionsM

Laboratories

NDA’sD

Terms and 
Conditions

Order

NIAS 
Report

Monitoring 
Report



Questions and Answers



Conclusion

• Beta-Testers welcome, please let us know your interest by the end of the week
• Recording of the webinar will be available
• Presentations and Accompanying letter will be shared after the meeting.
• We will share your contact details with KÖR. Please let us know if you disagree by 

mail return when we send you the above material.


