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Abstract

Following a request from the European Commission, the EFSA Panel on Nutrition, Novel Foods and
Food Allergens (NDA) was asked to deliver an opinion on the safety of an extension of use for
Yarrowia lipolytica yeast biomass as a novel food (NF) pursuant to Regulation (EU) 2015/2283. The
extension of use pertains to the use of the NF as a food ingredient in single meal replacement
products for weight reduction for adults at a maximum amount of 6 g NF per day, which is the same
amount of NF as already authorised in food supplements for this population group. According to the
applicant, food supplements with Yarrowia lipolytica biomass (as already authorised) should not be
consumed concomitantly with the meal replacement products in order not to exceed the 6 g NF per
day. The Panel considers that the consumption of the NF is not nutritionally disadvantageous under the
proposed conditions of use. The Panel concludes that the NF, Yarrowia lipolytica yeast biomass, is safe
under the proposed conditions of use.
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1. Introduction

On 27 July 2020, the company Skotan S.A. submitted a request to the European Commission in
accordance with Article 10 of Regulation (EU) 2015/2283 to authorise an extension of use of Yarrowia
lipolytica yeast biomass as a NF.

The application requests to extend the use of the novel food Yarrowia lipolytica yeast biomass in
additional foods.

In accordance with Article 10(3) of Regulation (EU) 2015/2283, the European Commission asks the
European Food Safety Authority to provide a scientific opinion on the extension of use of Yarrowia
lipolytica yeast biomass as a NF.

In 2019, the EFSA NDA Panel adopted a Scientific Opinion on the safety of Yarrowia lipolytica yeast
biomass as a NF pursuant to Regulation (EU) 2015/2283 (EFSA NDA Panel, 2019).

2. Data and methodologies

The safety assessment of this NF is based on data supplied in the application and information
provided following EFSA requests for additional information.

Administrative and scientific requirements for NF applications referred to in Article 10 of Regulation
(EU) 2015/2283 are listed in the Commission Implementing Regulation (EU) 2017/2469".

A common and structured format on the presentation of NF applications is described in the EFSA
guidance on the preparation and presentation of a NF application (EFSA NDA Panel, 2016). As
indicated in this guidance, it is the duty of the applicant to provide all of the available (proprietary,
confidential and published) scientific data (including both data in favour and not in favour) that are
pertinent to the safety of the NF.

This NF application does not include a request for the protection of proprietary data.

The assessment follows the methodology set out in the EFSA guidance on NF applications (EFSA
NDA Panel, 2016) and the principles described in the relevant existing guidance documents from the
EFSA Scientific Committee. The legal provisions for the assessment are laid down in Article 11 of
Regulation (EU) 2015/2283 and in Article 7 of Commission Implementing Regulation (EU) 2017/2469.

This assessment concerns only the risks that might be associated with consumption of the NF
under the proposed conditions of use, and is not an assessment of the efficacy of the NF with regard
to any (claimed) benefit.

3. Assessment

The NF, which is the subject of the request for an extension of use, is the dried and heat-killed
biomass of the yeast Y. lipolytica.

In 2019, the EFSA NDA Panel assessed the safety of Yarrowia lipolytica yeast biomass as a NF
when used as a food supplement for adults and children from 3 years of age (EFSA NDA Panel, 2019).
The Panel concluded that the NF was safe under the proposed conditions of use, i.e. up to 3 g/day for
children from 3 years to less than 10 years of age and up to 6 g/day thereafter.

! Commission Implementing Regulation (EU) 2017/2469 of 20 December 2017 laying down administrative and scientific
requirements for applications referred to in Article 10 of Regulation (EU) 2015/2283 of the European Parliament and of the
Council on novel foods. OJ L 351, 30.12.2017, pp. 64-71.
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Following the EFSA assessment, Yarrowia lipolytica yeast biomass was authorised via Commission
Implementing Regulation (EU) 2019/760° for the placing on the market in the European Union as a
novel food. The authorisation covered the use of the NF as a food supplement at maximum use levels
of 3 g/day for children from 3 to 9 years of age and 6 g/day for children from 10 years of age,
adolescents and adults.

This opinion addresses the applicant’s request to extend the use of the NF to single meal
replacement products for weight reduction for adults.

The NF is the dried and heat-killed biomass of the yeast Y. lipolytica.

According to the specifications (as authorised by Commission Implementing Regulation (EU) 2019/
760%; see Table 1 below), the NF consists primarily of proteins (45-55 g/100 g) and dietary fibre (24—
30 g/100 g). The fat content in the NF is set at 7-10 g/100 g.

In 2019, the Panel assessed the stability of the NF on the basis of results of stability testing for five
independently produced batches of the NF. The Panel considered that the data provided sufficient
information with respect to the stability of the NF.

In order to investigate the stability when the NF is used as a food ingredient, the applicant
performed two stability studies with the NF as part of a potential meal replacement product. Among
other ingredients (e.g. oat flour, pea protein, rice protein, pumpkin protein, hemp protein, grounded
linseed, xanthan gum, xylitol, coconut sugar, maca root powder, etc.) the recipe contained 6 g of the
NF per portion.

One study was carried out for 3 months at accelerated storage conditions (40°C and 75% humidity)
with sealed products. Microbiological and organoleptic parameters and moisture were measured at
baseline and monthly until 3 months. Proximates and fatty acids were analysed at baseline and after
3 months of storage. There were no relevant changes during storage, apart for water content which
diminished over time, which is not considered adverse. The applicant remarked that the results of the
stability testing for 3 months at accelerated conditions might allow to extrapolate the expiry date of
the product to 12 months of storage in standard conditions.

In another study, the products containing the NF were stored for 3 months at ambient conditions
(20°C and < 50% humidity) in unsealed packaging. Microbiological and organoleptic parameters and
moisture were measured at baseline, at 1.5 months and at 3 months. No relevant changes were
noticed over the storage period.

Taking into account the results of the stability studies at accelerated and at ambient conditions with
sealed and unsealed products, the Panel considers that overall, the stability data provided sufficient
information with respect to the stability of the NF for 12 months.

The specifications of the NF, as authorised in Commission Implementing Regulation (EU) 2019/
7607, are indicated in Table 1.

2 Commission Implementing Regulation (EU) 2019/760 of 13 May 2019 authorising the placing on the market of Yarrowia
lipolytica yeast biomass as a novel food under Regulation (EU) 2015/2283 of the European Parliament and of the Council and
amending Commission Implementing Regulation (EU) 2017/2470. OJ L 125, 14.5.2019, p. 13-15.
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Table 1: Specifications of the NF

Description/Definition: The novel food is the dried and heat-killed biomass of the yeast Yarrowia lipolytica.

Characteristics/Composition

Protein 45-55 g/100 g
Dietary fibre 24-30 g/100 g
Sugars <1.0g/100g

Fat 7-10 g/100 g

Total ash <12%

Water content < 5%

Dry matter content > 95%
Microbiological criteria

TAMC <5 x 10% CFU/g
TYMC < 10° CFU/g

Viable Yarrowia lipolytica cells™™) < 10 CFU/g (i.e. limit of detection)
Coliforms <10 CFU/g
Salmonella spp. Not detected in 25 g

TAMC: total aerobic microbial count; TYMC: total yeast and mould count; CFU: colony forming units.
(1): To be tested immediately after the heat-treatment step. Measures have to be in place to prevent cross-contamination with
viable Yarrowia lipolytica cells during packaging and/or storage of the NF.

The target population as proposed by the applicant is adults.

Following EFSA requests for additional information, the applicant clarified that the request for the
extension of use of the NF pertains to single meal replacement products for weight reduction (FoodEx2
code: AO3RV) for adults, at a maximum daily amount of 6 g NF.

The applicant informed that food supplements with Yarrowia lipolytica biomass (as already
authorised) should not be consumed concomitantly with the above meal replacement products in order
not to exceed the 6 g per day.

4. Discussion

The NF, which is the subject of the request for an extension of use, is the dried and heat-killed
biomass of the yeast Y. lipolytica.

Following the safety assessment by the Panel in 2019, Yarrowia lipolytica yeast biomass was
authorised for the placing on the market in the European Union as a NF. The authorisation covered the
use of the NF as a food supplement at maximum use levels of 3 g/day for children from 3 to 9 years
of age and 6 g/day for children from 10 years of age, adolescents and adults.

The applicant proposes to extend the use of the NF as a food ingredient in single meal replacement
products for weight reduction for adults at a maximum amount of 6 g NF per day, which is the same
amount of NF as already authorised in food supplements for this population group.

According to the applicant, food supplements with Yarrowia lipolytica biomass (as already
authorised) should not be consumed concomitantly with the above meal replacement products in order
not to exceed the 6 g per day.

As in 2019, the Panel considers that the consumption of the NF is not nutritionally disadvantageous
under the proposed conditions of use.

5. Conclusions

The Panel concludes that the NF, Yarrowia lipolytica yeast biomass, is safe under the proposed
conditions of use.
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Steps taken by EFSA

On 21/12/2020 EFSA received a letter from the European Commission with the request for a
scientific opinion on the safety of an extension of use of Yarrowia lipolytica yeast biomass as
a NF (Ref. Ares(2020)7822805).

On 21/12/2020, a valid application on an extension of use of Yarrowia lipolytica yeast
biomass, which was submitted by the company Skotan S.A., was made available to EFSA by
the European Commission through the Commission e-submission portal (NF 2020/1950) and
the scientific evaluation procedure was initiated.

On 16/03/2021 and on 23/09/2021, EFSA requested the applicant to provide additional
information to accompany the application and the scientific evaluation was suspended.

On 24/06/2021 and on 06/03/2022, additional information was provided by the applicant
through the Commission e-submission portal and the scientific evaluation was restarted.
During its meeting on 1 July 2022, the NDA Panel, having evaluated the data, adopted a
scientific opinion on the safety of an extension of use of Yarrowia lipolytica yeast biomass as
a NF pursuant to Regulation (EU) 2015/2283.
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Abbreviations

CFU colony forming units

NDA Panel on Nutrition, Novel Foods and Food Allergens
NF novel food

TAMC total aerobic microbial count

TYMC total yeast and mould count
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