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Abstract 

Following a request from the European Commission, EFSA was asked to review the scientific comments 
received on the Scientific Opinion of the EFSA Panel on Nutrition, Novel Foods and Food Allergens (NDA) 

on the scientific substantiation of a health claim related to beta-glucans from oats and/or barley in a 

ready-to-eat cereal manufactured via pressure cooking and reduction of blood-glucose rise after 
consumption pursuant to Article 13.5 of Regulation (EC) No 1924/2006. Comments originating from the 

applicant (Nestlé S.A.) were submitted to EFSA via the European Commission Services. EFSA has 
reviewed the comments with the contribution of the chair of the NDA Working Group on Claims and the 

chair of the NDA Panel. In its opinion adopted on 25 February 2021 the EFSA Panel on Nutrition, Novel 

Foods and Food Allergens (NDA) concluded that the effect of beta-glucans in reducing post-prandial 
blood glucose responses is well established. However, the evidence provided is insufficient to establish 

an effect on reduction of post-prandial glycaemic responses at doses of 1.3 g beta-glucans per 25 g of 
available carbohydrate incorporated into ready-to-eat breakfast cereals manufactured by pressure 

cooking (i.e. either batch cooking or extrusion), as requested by the applicant. The comments received 
do not require any change in the conclusions of the NDA Panel.  
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1. Introduction  

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

Article 16(6) of Regulation (EC) No 1924/2006 on nutrition and health claims states that: “The Authority, 

in accordance with Article 38(1) of Regulation (EC) No 178/2002, shall make its opinion public. The 
applicant or members of the public may make comments to the Commission within 30 days from such 

publication”. 

The Regulation does not foresee a consultation on the EFSA opinion. It does, however, allow for the 

applicant or members of the public to make comments to the Commission relating to the EFSA opinion. 
The Commission’s services have established a practice for handling the comments provided by 

applicants and members of the public in order to allow their full consideration by the regulators in the 

health claims’ authorisation process. More particularly, whenever the comments relate to the scientific 
assessment, they are transmitted to EFSA for consideration. The Commission and the Member States 

await the EFSA response to the comments before proceeding with the final discussion and the vote in 
the Standing Committee on the Food Chain and Animal Health on the draft measure authorising or 

rejecting the health claims for which comments were made. 

The procedure briefly outlined above is in line with the procedure foreseen in Article 31 of Regulation 
(EC) No 178/2002, whereby the Authority may be requested by the Commission to provide scientific or 

technical assistance in any field within its mission, and when the matter does not require scientific 
evaluation by a Scientific Committee or a Scientific Panel. 

1.2. Terms of Reference as provided by the European Commission 

The Commission requests EFSA, within the framework of scientific and technical assistance to the 
Commission foreseen in Article 31 of Regulation (EC) No 178/2002, to evaluate the comments of a 

scientific nature received by the Commission pursuant to Article 16(6) of Regulation (EC) No 1924/2006 
and to provide the Commission with a response. 

Relevant actions performed under this mandate will be carried out in good cooperation between the 

Commission and EFSA in accordance with the procedure set out in the Annex to the Mandate (to be 
found in the OpenEFSA portal under question number EFSA-Q-2021-00457 related to mandate M-2011-

0063). 

2. Consideration 

2.1. Introduction 

On 25 February 2021, the EFSA Panel on Nutrition, Novel Foods and Food Allergens (NDA) adopted a 
scientific opinion on the scientific substantiation of a health claim related to beta-glucans from oats 

and/or barley in a ready-to-eat cereal manufactured via pressure cooking and reduction of blood-glucose 
rise after consumption (EFSA NDA Panel, 2021) pursuant to Article 13.5. of Regulation (EC) No 

1924/2006 following an application submitted by Nestlé S.A. via the Competent Authority of Belgium 

(Claims serial number: 0497_BE, EFSA-Q-2020-00447). 

In accordance with Article 16 of Regulation (EC) No 1924/2006, the applicants or members of the public 

may make comments to the European Commission on opinions published by the Authority pursuant to 
Article 16 and 18 of the Regulation. On 25 June 2021, the European Commission requested EFSA to 

respond to the scientific comments received during the commenting period specified in Article 16 of the 

Regulation. Comments submitted to EFSA via the European Commission Services originated from the 
applicant (Nestlé S.A.). 

EFSA has reviewed the comments with the contribution of Doctor Alfonso Siani, chair of the NDA 
Working Group (WG) on Claims and member of the NDA Panel, and Professor Dominique Turck, the 

chair of the NDA Panel. 
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The applicant applied for a health claim related to beta-glucans from oats and/or barley in a ready-to-
eat cereal manufactured via pressure cooking (food/constituent) and reduction of blood-glucose rise 

after consumption (claimed effect).  

The comments of the applicant related to the human intervention studies evaluated in the scientific 

opinion.   

A claim on beta-glucans from oats and barley and reduction of post-prandial glycaemic responses had 

already been assessed by the NDA Panel in 2011 with a favourable outcome. The conditions of use 

proposed in 2011 were that 4 g of beta-glucans from oats or barley for each 30 g of available 
carbohydrate should be consumed per meal (EFSA NDA Panel, 2011). 

In the context of the application to which this technical report refers, the applicant proposed that at 
least 1.3 g of beta-glucans per 25 g of available carbohydrates in ready-to-eat breakfast cereals 

manufactured via pressure cooking (i.e. either by batch cooking or extrusion) should be consumed to 

obtain the claimed effect. The applicant claimed that the reason for the lower amount of beta-glucans 
needed to exert the claimed effect relative to the amount of available carbohydrates consumed is due 

to the manufacturing process (i.e. the pressure cooking) of these ready-to-eat breakfast cereals. 

2.2. The need to provide evidence to show that beta-glucans 
incorporated into cereals processed using pressure cooking would 
exert a higher effect on post-prandial glucose responses than beta-
glucans added to other carbohydrate containing foods 

The applicant asked whether one study [SUGiRS, 2018 (unpublished)] could be sufficient for the 

substantiation of the claim as the submitted health claim application was not for a new claim, but for 
beta-glucans incorporated into a specific food product for which the conditions of use could be lower 

than the ones previously established. 

EFSA notes that, for the application in question, there was only one human intervention study from 

which scientific conclusions could be drawn. The evidence provided by this single study was insufficient 

for the Panel to conclude on whether beta-glucans at the suggested conditions of use could exert the 
claimed effect.  

In the Opinion, the NDA Panel listed all the reasons why the evidence submitted was treated as 
insufficient, i.e.  1) the absence of a dose-response analysis of the SUGiRS, 2018 (unpublished) study, 

2) not clear mechanism why beta-glucans in pressure cooked cereals exert the claimed effect at lower 

doses than in other foods, and 3) no replication of the results by another research group in independent 
second human intervention study.  

These considerations could be addressed in a potential new application. The possible new application 
would be assessed again by EFSA NDA Panel taking into account all the evidence that will be submitted 

and by weighing the evidence. The outcome of this assessment cannot be anticipated. 

The comments received do not provide evidence which would warrant a change in the conclusions of 

the NDA Panel.   

2.3. The dose-response relationship between the intake of beta-glucans 
and post-prandial glycaemic responses in the SUGiRS 2018 study 

Nestlé provided a post-hoc dose-response analysis of the results of the SUGiRS, 2018 (unpublished) 

study presenting a statistically significant linear relationship between the dose of beta-glucans and the 
placebo-adjusted percent reduction in the post-prandial glucose response.  

EFSA notes that this dose-response analysis was not present in the initial application. It should be 
submitted in the context of a potential new application that ideally also contains additional information 

to further strengthen the evidence.   

The comments received do not provide evidence which would warrant a change in the conclusions of 
the NDA Panel. 
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2.4. The need for a corroborating study 

Nestlé asked whether indeed an additional corroborating study to the one already submitted [SUGiRS, 

2018 (unpublished)] is needed taking into account that the claim on the effect of beta-glucans from 
oats and/or barley and reduction of blood-glucose rise after consumption has been already authorised 

and the present application is related to changing the conditions of use (different matrix and lower 

doses).  

EFSA notes that EFSA’s General scientific guidance for stakeholders on health claim applications (EFSA 

NDA Panel, 2021) states that ‘there is no pre-established rule as to how many or which types of studies 
are needed for substantiation’ and examples are depicted. However, in the light  of the experience 

gained in the evaluation of previous health claim applications, in the situation in which there is only one 
human intervention study from which scientific conclusions can be drawn, a second study  conducted 

by a different research group and/or in different settings would strengthen the evidence. 

The comments received do not provide evidence which would warrant a change in the conclusions of 
the NDA Panel. 

3. Conclusions 

In its opinion adopted on 25 February 2021, the EFSA Panel on Nutrition, Novel Foods and Food 
Allergens (NDA) concluded that the effect of beta-glucans in reducing post-prandial blood glucose 

responses is well established. However, the evidence provided is insufficient to establish an effect on 
reduction of post-prandial glycaemic responses at doses of 1.3 g beta-glucans per 25 g of available 

carbohydrate incorporated into ready-to-eat breakfast cereals manufactured by pressure cooking (i.e. 
either batch cooking or extrusion), as requested by the applicant. The comments received do not require 

any change in the conclusions of the NDA Panel. 

Documentation provided to EFSA  

Comments submitted to EFSA via the European Commission Services originating from Nestlé S.A. 
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EC European Commission 
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NDA Nutrition, Novel Foods and Food Allergens  
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