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Abstract

The European Food Safety Authority (EFSA) was asked by the European Commission to provide scientific
assistance with respect to the evaluation of applications received by the European Commission
concerning basic substances. In this context, EFSA’s scientific views on the specific points raised during
the commenting phase conducted with Member States and EFSA on the basic substance application for
extension of use for sunflower oil are presented. The context of the evaluation was that required by the
European Commission in accordance with Article 23 of Regulation (EC) No 1107/2009 following the
submission of an application for approval of sunflower oil as a basic substance for an extension of use
in plant protection as a fungicide on vegetables (common bean, cucumber), Rosaceae (like Prunus,
Fragaria, Rosa, Rubus etc.), apple, pear, grapevine, wheat, barley, potato and carrot. The current report
summarises the outcome of the consultation process organised by EFSA and presents EFSA’s scientific
views on the individual comments received.

© European Food Safety Authority, 2020

Keywords: sunflower oil, basic substance, application, consultation, plant protection, pesticide,
fungicide

Requestor: European Commission
Question number: EFSA-Q-2020-00646

Correspondence: pesticides.peerreview@efsa.europa.eu

www.efsa.europa.eu/publications EFSA Supporting publication 2020:EN-1978

sa|a1e $5320y Uad( Joy 3dadxa ‘paniwiad Jou Apduis sI uoNquUIsIp pue asn-ay ‘[zz0z/€0/0€] Uo -eiskejely aue1yr0)) Ag “wodAaimAieiqijpuljuoesa//:sdiy woly papeojumod /T ‘0202 'SZESL6ET



efsam

Outcome of the consultation on the basic substance application for sunflower oil (extension of use) EErE—

Suggested citation: EFSA (European Food Safety Authority), 2020. Technical report on the outcome
of the consultation with Member States and EFSA on the basic substance application for approval of
sunflower oil for the extension of use in plant protection as a fungicide on vegetables (common bean,
cucumber), Rosaceae (like Prunus, Fragaria, Rosa, Rubus etc.), apple, pear, grapevine, wheat, barley,
potato and carrot. EFSA supporting publication 2020:EN-1978. 39 pp. doi:10.2903/sp.efsa.2020.EN-
1978

ISSN:2397-8325
© European Food Safety Authority, 2020

Reproduction is authorised provided the source is acknowledged.

www.efsa.europa.eu/publications 2 EFSA Supporting publication 2020:EN-1978

sa|a1e $5320y Uad( Joy 3dadxa ‘paniwiad Jou Apduis sI uoNquUIsIp pue asn-ay ‘[zz0z/€0/0€] Uo -eiskejely aue1yr0)) Ag “wodAaimAieiqijpuljuoesa//:sdiy woly papeojumod /T ‘0202 'SZESL6ET



efsam

Outcome of the consultation on the basic substance application for sunflower oil (extension of use) EErE—

Summary

Sunflower oil is an active substance for which, in accordance with Article 23(3) of Regulation (EC) No
1107/2009, the European Commission received an application from Medinbio for approval of an
extension of use as a ‘basic substance’. Regulation (EC) No 1107/2009 introduced the new category of
‘basic substances’, which are described, among others, as active substances, not predominantly used
as plant protection products but which may be of value for plant protection and for which the economic
interest in applying for approval may be limited. Article 23 of Regulation (EC) No 1107/2009 lays down
specific provisions for consideration of applications for approval of basic substances.

In March 2013, the European Commission requested the European Food Safety Authority (EFSA) to
provide scientific assistance with respect to the evaluation of applications received by the European
Commission concerning basic substances.

On 4 March 2016 EFSA received a first request from the European Commission to organize a consultation
on the basic substance application submitted by the applicant Institut Technique de |'’Agriculture
Biologique (ITAB) for sunflower oil, to consult the applicant on the comments received, and to deliver
its scientific views on the specific points raised in the format of a reporting table. A Technical Report
containing the finalised reporting table was issued by EFSA on 8 April 2016.

Sunflower oil was approved on 2 December 2016 by Commission Implementing Regulation (EU)
2016/1978, in accordance with Article 23 of Regulation (EC) No 1107/2009, for the use in plant
protection as a fungicide on tomato crops in field.

By a further specific request, received from the European Commission in October 2020, following the
application submitted by Medibio of sunflower oil as a basic substance for an extension of use in plant
protection as a fungicide on vegetables (common bean, cucumber), Rosaceae (like Prunus, Fragaria,
Rosa, Rubusetc.), apple, pear, grapevine, wheat, barley, potato and carrot, EFSA was asked to organise
a consultation on the basic substance application, to consult the applicant on the comments received,
and to deliver its scientific views on the specific points raised in the format of a reporting table within
three months of acceptance of the specific request.

A consultation on the basic substance application for the extension of use of sunflower oil, organised
by EFSA, was conducted with Member States via a written procedure in July — September 2020.
Subsequently, EFSA also provided comments and the applicant was invited to address all the comments
received in the format of a reporting table and to provide an application update as appropriate, within
a period of 30 days.

The current report summarises the outcome of the consultation process organised by EFSA on the basic
substance application for approval of sunflower oil for an extension of use in plant protection as a
fungicide on vegetables (common bean, cucumber), Rosaceae (like Prunus, Fragaria, Rosa, Rubus etc.),
apple, pear, grapevine, wheat, barley, potato and carrot, and presents EFSA’s scientific views on the
individual comments received in the format of a reporting table.

Sunflower oil (sunflowerseed oil) is derived from sunflower seeds (seeds of Aelianthus annuus L.). Its
composition is depending on the geographical and/or climatic variations. High oleic acid sunflower oil is
produced from high oleic acid oil-bearing seeds, mid-oleic acid sunflower oil is produced from mid-oleic
acid oil-bearing sunflower seeds of varieties derived from sunflower seeds. Sunflower oil is mainly a
triglyceride, but also contains lecithin, tocopherols, carotenoids and waxes. The potential phytotoxicity
of sunflower oil could not be excluded.

The proposed uses of sunflower oil are spray applications as a fungicide on vegetables (common bean,
cucumber), Rosaceae (like Prunus, Fragaria, Rosa, Rubus etc.), apple, pear, grapevine, wheat, barley,
potato and carrot against various fungal diseases.

With regard to the impact on human and animal health, it is agreed that fresh vegetable oils, such as
sunflower oil, are of no concern to human and animal health as food stuff. Sunflower oil residues in
crops can however result in degradation-, (photo)oxidation-, transformation products (e.g. by lipid
peroxidation) that may be of concern to human health (including genotoxicity and carcinogenicity
concerns). These potential degradation products were not quantified or compared with eventual natural
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background levels. Exposure to these products may be relevant to consumers, workers and possibly
residents.

Regarding environmental fate and behaviour, the information included in the application was insufficient
to address the environmental exposure that would result from the intended uses that have been applied
for. Information included in the application indicated that sunflower oil may not be considered readily
biodegradable following its use in the way being requested.

In line with EFSA (2016), insufficient information was presented to perform a robust assessment for
non-target organisms. Consequently, the risk assessment for birds, mammals, aquatic organisms, non-
target arthropods, soil organisms and non-target terrestrial plants was considered unfinalised. A low
risk to bees may be concluded only when mitigation measures are applied (i.e. treatment should be
avoided during the flowering of the crop and weeds in the field).
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1. Introduction

1.1. Background and Terms of Reference as provided by the requestor

Regulation (EC) No 1107/2009! (hereinafter referred to as ‘the Regulation”) introduced the new category
of *basic substances’, which are described, among others, as active substances, not predominantly used
as plant protection products but which may be of value for plant protection and for which the economic
interest of applying for approval may be limited. Article 23 of the Regulation lays down specific provisions
to identify a substance as a basic substance with a view to ensure that such active substances that do
not have an immediate or delayed harmful effect on human and animal health nor an unacceptable
effect on the environment can be approved as ‘basic’ and used for plant protection purposes.

Sunflower oil is an active substance for which, in accordance with Article 23(3) of the Regulation, the
European Commission received a first application from from Institut Technique de I'Agriculture
Biologique (ITAB) for approval as a *basic substance’ to be used in plant protection as an insecticide on
fruit trees, grapevine, potato, vegetables and post-harvest treatment on stored grains and as fungicide
on vegetables and grapevine.

On 4 March 2016 the European Food Safety Authority (EFSA) was requested by European Commission
to organise a consultation on the basic substance application submitted, to consult the applicant on the
comments received, and to deliver its scientific views on the specific points raised in the format of a
reporting table. A Technical Report containing the finalised reporting table was issued by EFSA on 8
April 2016 (EFSA, 2016).

Sunflower oil was approved on 2 December 2016 by Commission Implementing Regulation (EU)
2016/19782, in accordance with Article 23 of Regulation (EC) No 1107/2009, for the use in plant
protection as a fungicide on tomato crops in field.

In June 2018, the European Commission received a further application from Medinbio for approval of
the basic substance sunflower oil for the extension of use in plant protection as a fungicide on vegetables
(common bean, cucumber), Rosaceae (like Prunus, Fragaria, Rosa, Rubus etc.), apple, pear, grapevine,
wheat, barley, potato and carrot.

Following a specific mandate received on 6 October 2020, EFSA organised a consultation with Member
States on the basic substance application for the extension of use of sunflower oil, which was conducted
via a written procedure in July — September 2020. The comments received, including EFSA’s comments,
were consolidated by EFSA in the format of a reporting table. Subsequently, the applicant was invited
to address the comments in column 4 of the reporting table and to provide an application update as
appropriate. The comments received and the response of the applicant thereon, together with the
application update submitted by the applicant, were considered by EFSA in column 5 of the reporting
table.

The current report aims to summarise the outcome of the consultation process organised by EFSA on
the basic substance application for approval of sunflower oil for the extension of use in plant protection
as a fungicide on vegetables (common bean, cucumber), Rosaceae (like Prunus, Fragaria, Rosa, Rubus
etc.), apple, pear, grapevine, wheat, barley, potato and carrot, and to present EFSA’s scientific views
on the individual comments received in the format of a reporting table.

The application and, where relevant, any update thereof submitted by the applicant for approval of the
extension of use of sunflower oil as a ‘basic substance’ in the context of Article 23 of the Regulation, is
a key supporting documentation, therefore it is considered as a background documentation to this report
and will also be made publicly available, excluding its appendices (Medinbio, 2020).

1 Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing of
plant protection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC. OJ L 309, 24.11.2009,
p. 1-50.

2 Commission Implementing Regulation (EU) 2016/1978 of 11 November 2016 approving the basic substance sunflower oil in
accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the Council concerning the placing of plant
protection products on the market, and amending the Annex to Commission Implementing Regulation (EU) No 540/2011. OJ L
305, 12.11.2016, p. 23-25.
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1.2. Interpretation of the Terms of Reference

On 6 March 2013 the European Commission requested EFSA to provide scientific assistance with respect
to the evaluation of applications received by the European Commission concerning basic substances. By
a further specific request, received by EFSA on 6 October 2020, EFSA was asked to organise a
consultation on the basic substance application for approval of sunflower oil for the extension of use in
plant protection as a fungicide on vegetables (common bean, cucumber), Rosaceae (like Prunus,
Fragaria, Rosa, Rubus etc.), apple, pear, grapevine, wheat, barley, potato and carrot, to consult the
applicant on the comments received, and to deliver its scientific views on the specific points raised in
the format of a reporting table.

To this end, a technical report containing the finalised reporting table is being prepared by EFSA. The
agreed deadline for providing the finalised report is 6 January 2021.

On the basis of the reporting table, the European Commission may decide to further consult EFSA to
conduct a full or focussed peer review and to provide its conclusions on certain specific points.
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2. Assessment

The comments received on the basic substance application for approval of sunflower oil for the extension
of use in plant protection as a fungicide on vegetables (common bean, cucumber), Rosaceae (like
Prunus, Fragaria, Rosa, Rubus etc.), apple, pear, grapevine, wheat, barley, potato and carrot, and the
conclusions drawn by EFSA are presented in the format of a reporting table.

The comments received are summarised in columns 2 and 3 of the reporting table. The applicant’s
considerations of the comments, where available, are provided in column 4, while EFSA’s scientific views
and conclusions are outlined in column 5 of the table.

The finalised reporting table is provided in Appendix A of this report. In addition, an overview table on
the identity and biological properties of the substance and the list of intended uses in plant protection
(GAP table) are provided in Appendix C and D, respectively.

Documentation provided to EFSA

1. Medinbio, 2020. Basic substance application extension on sunflower oil submitted in the context
of Article 23 of Regulation (EC) No 1107/2009. February 2020, updated in October 2020.
Documentation made available to EFSA by the European Commission (initial application) and by
the applicant (updated application).

References

EFSA (European Food Safety Authority), 2016. Technical report on the outcome of the consultation with
Member States and EFSA on the basic substance application for sunflower oil for use in plant
protection as insecticide on fruit trees, grapevine, potato, vegetables and post-harvest treatment on
stored grains and as fungicide on vegetables and grapevine. EFSA supporting publication 2016:EN-
1023. 51 pp.
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Abbreviations

a.s.
BBCH
DTso
GAP
GRAS

IPM
MS
OEPP
oD
PAHs
PEC
PHI
PECseq
PECsi
PECs
PPP
RED
USEPA

active substance

growth stages of mono- and dicotyledons species
period required for 50% dissipation

good agricultural practice

Generally recognised as safe, terminology of the United States environmental protection
agency

integrated pest management

Member State

Organisation Européenne et Méditerranéenne pour la Protection des Plantes
oil dispersion formulation

polycyclic aromatic hydrocarbons

predicted environmental concentration

pre-harvest interval

predicted environmental concentration in sediment
predicted environmental concentration in soil

predicted environmental concentration in surface water
plant protection product

reregistration eligibility decision

US Environmental Protection Agency
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Outcome of the consultation on the basic substance application for sunflower oil (extension of use) E

Appendix B — Used compound codes
Co:ae;t;(i;ial Chemic:cl)tr;:'l;ﬁ{b?MILES Structural formula(©
Oleic acid (92)-octadec-9-enoic acid H,C

Linoleic acid

example of a
triglyceride

O=C(0)CCcccec/c=c\ccececce
ZQPPMHVWECSIRI-KTKRTIGZSA-N

(92,12.2)-octadeca-9,12-dienoic acid
0=C(0)CCcccecc/c=Cc\c/c=C\cccc
C

OYHQOLUKZRVURQ-HZIYTTRNSA-N

3-[(92)-octadec-9-
enoyloxy|propane-1,2-diyl
(92,122,9'Z,12' 2)di-octadeca-9,12-
dienoate

0=C(CCCCCCC/C=C\C/C=C\CCCCC)

0C(COC(=0)CCCCCCC/C=C\C/C=C\

CCCCC)COC(=0)CCCCCCC/C=C\CC
ccecec

VVEBTVMIPTZDHO-WECKWCTPSA-
N

\kHW\\WYO
OH
Q
HOL’\/\/;jj
HaC

(a): The metabolite name in bold is the name used in the report.
(b): ACD/Name 2019.1.1 ACD/Labs 2019 Release (File version NO5E41, Build 110555, 18 Jul 2019)
(c): ACD/ChemSketch 2019.1.1 ACD/Labs 2019 Release (File version C05H41, Build 110712, 24 Jul 2019)
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Outcome of the consultation on the basic substance application for sunflower oil (extension of use)

Appendix C —

Identity and biological properties

Common name (IS0)
Chemical name (IUPAC)
Chemical name (CA)
Common names

CAS No

EINECS/ELINCS No

FAO specification

Minimum purity

Relevant impurities

Molecular mass and structural formula
Mode of Use

Preparation to be used

Function of plant protection

Helianthus annuus (Sunflower) seed oil (not ISO)
Not relevant, the substance is a complex mixture
Not relevant, the substance is a complex mixture
sunflower oil
8001-21-6
232-273-9

none

Purity is depending on the origin.
oleic acid: 14-40%
linoleic acid: 48-74%
mid-oleic acid sunflower oil: min. 70% oleic acid (as
% of total fatty acids)
high oleic acid sunflower oil: min. 75% oleic acid (as
% of total fatty acids)

none
Not relevant, the substance is a complex mixture
foliar application by spraying
Qil dispersion (OD) (0.5 - 1 % (v/v))

fungicide

www.efsa.europa.eu/publications

37

EFSA Supporting publication 2020:EN-1978
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