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Background: regulatory context
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*» The risk assessment of substances is usually based on the

C

“
S

nemical composition, not the physical form
owever materials with particles at the nanoscale have

necific capacities for interacting with biological systems

1 nm 100 nm

» The risk assessment of nanomaterials is described in the
EFSA 2018 Guidance on risk assessment of nanoscience
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1. Regulatory clarifications
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= According to the legal definitions, nanomaterials requiring
assessment in line with the 2018 Guidance on Nano-RA
include:

= engineered nanomaterials (Novel Food Regulation) also applies to
other regulated food products (e.g. food flavourings, food additives,
feed additives, vitamins, minerals, food supplements)

= nanoforms (REACH Regulation update) requiring EFSA assessment,
this applies to food contact materials and pesticides

= A material not fulfilling the legal definition as engineered
nanomaterial may contain fraction of particles at a nanoscale,
requiring specific risk assessment considerations

» This has triggered a mandate from the European Commission
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2. ToRs from the European Commission . afsam

= To develop technical guidance setting out the information
requirements for applications in the regulated food and feed product
areas of conventional materials which do not meet the definition of
engineered nanomaterial set out in the Novel Food Regulation (EU)
2015/2283, in order to demonstrate whether a portion or the
whole of the material is in the nanoscale.

= For those materials which have been determined to contain a
fraction of small particles, including particles at the nanoscale, the
European Commission asks the European Food Safety Authority to
include in the guidance the information requirements
demonstrating that the nanoscale fraction of the material was
properly evaluated in the safety studies of the material.
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3. Implementation of the Guidance
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= To be used by all applicants/interested parties to demonstrate that the
material, or a fraction of it, does not require specific assessment of
properties at the nanoscale.

= Several appraisal routes are offered:
= Solubility - dissolution rate
= Particle size distribution
= Proper coverage by existing safety studies

= [f at least one criterion is met, the sectoral guidance (e.g. food/feed
additives) is sufficient

= [f the presence of particles at the nanoscale is confirmed and they are
not properly covered by the safety studies, an assessment with the
Guidance on Nano-Risk Assessment is nheeded
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1 .
Information?2 Questions to address Relevant guidance

Is the material an engineered nanomaterial? (Novel Yes¥. . Follow Guidance Nano-RA
Food Regulation and related food/feed guidelines)

Is the material a nanoform? (FCM, PPP)

Zinc oxide nanoparticles
Guidance on Nano-RA

This Guidance on Particle-Tech. Requirements

Potassium chloride as Food additive

Particle-TR

Solubility I ]
Dissolution rate " Are the appraisal routes for solubility or dissolutio Yes

. No rate achieved? (See Section 2)
Particle size distribution:
screenin o : = 2 v

e Does the material contain a fraction of small No Eollow cectors)

. Yes particles (size 500 nm or below)? (See Section 3.3) |

Particle size distribution: WT'V

Solubility may confirm that guidance
on food additives is sufficient

uantification? S t z :
q * Does the fraction of small¥particles require

- : assessment at the nanoscale (>10% particles below No
Assess thg information _ Yes 500 nm are smaller than 250 nm)? (See Section 3.4)
from existing safety
studies ¥i1s the fract P I icl I d Yes Follow Guidance Nano-
Is the .raf:tlon of sma ?anuc es properly covere by RA to complement
the existing safety studiesl\(See Section 4) No

* existing information for
the assessment of

Magnesium silicate as Food additive
Generate information on particle size

Before conducting new studies, see the recommendations in Section™™
Applicant may start the assessment from any information block as appropriate
Results may trigger reconsideration by applicant whether the legal definition of nanomaterial is applicable

nanoscale properties

Titanium dioxide as Food additive

Presence of a fraction of nanoparticles
confirmed by the specifications
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= Screening methods:

v Centrifugal Liquid Sedimentation (CLS)
v’ Particle tracking analysis
v’ Descriptive Electron Microscopy

v Filtration/centrifugation complemented with chemical analysis

= Screening is sufficient if the results demonstrate that the material contains
less than 10% of particles (humber-based) smaller than 500 nanometers

——

= Quantitative information on the size distribution of the fraction of
small particles (particle size below 500 nm)

v Quantitative Electron Microscopy

= No nanoscale assessment needed when less than 10% particles (number-
based) are smaller than 250 nm,

= If 10% or more, the presence of fraction requiring assessment at the
nanoscale is confirmed ?
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= Public consultation held between 9 July and 9 September 2020

= Al

= AC

comments will be adc

ressed

ditional discussion wit

N MSs and other relevant

organisations at EFSA Nanonetwork meeting in October 2020

= Publication expected for the first semester of 2021

= EFSA is discussing with DG SANTE the implementation plan

= In parallel EFSA is updating the 2018 Guidance on Nano risk
assessment
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