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Non-monotonic 
dose response

EFSA contact: José Tarazona



Monotonic dose response

All things are poison, and 
nothing is without poison; 
the dosage alone makes it
so a thing is not a poison

The dose makes the poison
[Sola dosis facit venenum]

Paracelsus (1493/4-1541)

https://en.wikipedia.org/wiki/Paracelsus



The evidence 
for the NMDR 
hypothesis

Critical review of 
scientific peer-
reviewed literature 
over the last decade 
(from 2002 onwards) 
for substances (other 
than essential 
nutrients) in the area 
of food safety

4



EFSA Nano 
Network
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EFSA contact: Reinhilde Schoonjans
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SC Guidance on Nano-RA
Definition, RA guidance
Public consultation: Jan-Mar 2018
Stakeholder workshop: April 2019
Pilot phase to end of 2020

Guidance on Particle-TR
Establishes criteria to assess the 
presence of a fraction of small particles
Public consultation: July-Sept 2020



Activities

• A focus on EFSA guidance documents
• Explanation of ‘SC Guidance on Nano-RA’ and ‘Guidance on 
Particle-TR’

• Clarifying the comments of public consultation
• Assisting with implementation at national level

• Sporadic implementation in national research, RA teaching or national 
seminars. 

• Involvement in various H2020 projects or OECD activities.

• Detailed discussion on the similar activities across 
Member States (i.e. ANSES  opinion published in 
June) 
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Nano Network
Stresa, 2019

Contributing to 
international discussions 
on research priorities for 
regulatory science in the 
area of nanotechnology
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Nano Network 
Online, 2020
(21-22 October 2020)
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MUST-B scientific 
opinion
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EFSA contact: Agnès Rortais

John Sullivan, public domain


