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SAFE: who we are and our role  sewoum

 SAFE is an independent non-profit organisation
that represents interests of European
consumers all over Europe on issues
connected to food safety, health and
environment.

« Our activities and goals:

o Advocacy to improve the EU legislative
framework

o Raising public awareness and training
consumers

o Leading several EU projects on food safety and
agriculture
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SAFE: who we are and our role

Contribution to CIRCALGAE Project ﬂ@s CIRCALGAS
N e
 Task 4.1 Task Leader: European
reQUIatory aSpeCtS for neW algae prOdUCtS Dn.4.1 — European regulatory compendium for new algae
(SAFE) o products

* Q&A from partners concerning regulatory
concerns

GRANT AGREEMENT: 101060607
PROJECT START DATE: 01/10/2022
DURATION: 48 MONTHS
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« Objective: provide comprehensive overview of
applicable legislation governing the use of algae
as novel products in EU market.

b S u bj eCt fOOd S feed a nd COS m eti C p rOd u CtS : Dn.4.1 — European regulatory compendium for new algae

products

« Practical tool based on EU regulatory framework
and live examples of project partners’ experience.

« Strong focus on algae-based products and Novel T AoREEHENT 10100000
FOOd Regulation- DURATION: 48 MONTHS
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Regulatory Compendium for new algae products
Structure and themes

« Three thematic regulatory frameworks: food, feed and cosmetics.
« QOverview of regulatory landscape for each theme.

* Novel food regulation as core of the document, with detailed analysis of
application process and practical cases submitted for evaluation.

« Cross-sector regulations: (organic) labelling, contaminant levels, hygiene, health
and nutritional claims.

 International outlook: Nagoya Protocol, worldwide market trends, EU esport rules.
« Consultation and Liaisons with EFSA and ECHA
 Recommendations
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Added value of Compendium

« Reference manual and support tool,
thought for innovators

« Compendium takes into account
ingredients tested by partners.

* Co-written by partners: questions and
answers, consultations and other
contributions.

* Integration of section on international
opportunities for European innovators

expanding their market beyond borders.

Do feed formulations made from Spirulina, Gelidium and Laminaria comply with the

maximum levels of heavy metals, minerals or toxin levels?

Based on the composition of Spirulina and the maximum level authorised:

(ICES-6)

Substance Level in spirulina | EU maximum level Status

Arsenic 0.26 mglkg 2 mg/kg OK

Cadmium 10.3 uglkg 2 mg/kg OK

Mercury 30.23 pg/kg 0.1 mg/kg OK

Lead 1.29 mglkg 10 mg/kg OK

Fluorine 1141.7 mg/kg 150mg/kg (or OK

1250mg/kg for
calcareous marine
algae)

WHO-PCDD/F-TEQ 0.15ng/kg 0.75ng/kg OK

WHO-dI-PCB-TEQ 0.009ng/kg No specific limit OK

Sum of dioxins + dI- 0.159ng/kg 1.25ng/kg OK
PCBs

Sum of ndI-PCB 0.57mg/kg 10 mg/kg OK
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Based on the composition of Gelidium and the maximum level authorised:

Food e Feed e Cosmetic

Substance Level in Gelidium | EU maximum level Status
Arsenic 3.88 mg/kg 2 mg/kg (or 10 mg/kg OK
for marine algae)
Based on the composition of Laminaria and the maximum level authorised:
Cadmium 51 pg/kg 2mg/kg OK
Mercury <0,003 mgkg 0.1 mg/kg OK Substance Level in Laminaria | EU maximum level Status
Lead 0.471 mg/kg 10mg/kg OK Arsenic 31.2 mg/kg 2 mg/kg (or 10 mg/kg Level too high
Fluorine 45 mg/kg 150 mg/kg OK for marine algae)
WHO-PCDD/F-TEQ 0.152 nglkg 0.75 ng/kg OK Cadmium 1.6 mg/kg 1 mg/kg Level too high
WHO-dI-PCB-TEQ 0.009 ng/kg No specific limit OK Mercury 0.03 ma/kg 0.1mg/kg Level too high
Sum of dioxins + dl- 0.161 ngfkg 1.25 ng;‘kg OK Lead 0.25 mgfkg 10 mg.fkg OK
PCBs
Fluorine No information 150 mg/kg
Copper 17 mg/kg 25 mg/kg OK

For minerals in feed, there do not appear to be maximum values in EU regulations. However,
according to the Regulation on the placing on the market and use of feed, there are
compulsory declaration requirements as well as labelling requirements for minerals which
can be found via this link.
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PRE-SUBMISSION

CONNECT.EFSA

|
Register and create a pre-
application |D to perform pre-
submission activities

SUBMISSION &

SUITABILITY CHECK

ESFC
(E-SUBMISSION FOOD CHAIN PLATFORM)

Create an EU login account and
submit your application in ESFC

RISK ASSESSMENT

ESFC
CONNECT.EFSA
OpenEFSA

Based on the outcome of the
suitability check, EC decides on the
validity of your application

Ve

Confidentiality
decision-making and
proactive disclosure

inOpenEFSA

Novel Food application process

POST-ADOPTION

OpenEFSA

Request general pre-submission
advice on your application . Within 7
(optional higxt‘lly reoF(})?lnn'erx:Ied) EC checks your application and Based on EFSA's opinion, EC ,m'm.,: of
< tasks EFSAto evaluate it prepares adraft regulation [ receipt of the
I opinion
Notify the studies you
commissioned or carried out as of @ @
27 March 2021 30 working 9 months +
days (legal Request of additional
deadline) information
"""" In case of a request of
additional information,
. the process is puton
If requested by EC, provide bt DER piniliee hold until you supply the [] Applicant
information on your application additional information on your requested information
application . European Commission (EC)
[] ersa

@eFSG B2

EUROPEAN FOOD SAFETY AUTHORITY
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Novel Food application process
EFSA’s risk assessment

* Full safety review of the dossier.

« The review examines human safety, nutritional value, and
potential health risks using data such as toxicology studies,
compositional analysis, and production methods.

 EFSA may ask for further data (minimum 9 months, up to
2 years on average).

* Final opinion is published with conditions and labelling
advice.
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Recommendations from Compendium
How to prevent ‘clock stop’?

« Early engagement with competent authorities such as EFSA,
ECHA and national agencies to clarify requirements and speed up
market access.

» By registering to Connect.EFSA, potential applicants can submit
inquiries to the General Pre-Submission Advice (GPSA).

* This system helps address early hurdles before starting the
submission process.
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Recommendations from Compendium

How to prevent ‘clock stop™?

 Foster cross-sector collaboration between food, feed and
cosmetics developers to share knowledge and align compliance
approaches, especially where the same algae ingredients are
used across sectors.

* Lesson learned from CIRCALGAE partners.
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Thank you

CIRCALGAE

Irene Minio Food e Feed e Cosmetic

Policy and Project Officer,
safeoffice@safefoodadvocacy.eu

The work described in this presentation has been co-funded by the European Commission under the Horizon Europe Framework Programme,
CIRCALGAE, 101060607. Views and opinions expressed are however those of the author(s) only and do not necessarily reflect those of the European
Union or The Research Executive Agency.

www.circalgae.eu

¥ circalgae eu in CIRCALGAE CIRCALGAE
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http://www.circalgae.eu/
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