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MINUTES OF THE 13th PLENARY MEETING 
OF THE SCIENTIFIC PANEL ON 

FOOD ADDITIVES AND NUTRIENT SOURCES  
ADDED TO FOOD (ANS) 

Held in Parma on 9-11 March 2010 
 
 
 
Panel Members: 

Ute Ruth Charrondiere, Birgit Dusemund, Pierre Galtier, David Gott, Sandro Grilli, Rainer Gürtler, Jürgen 
König, Claude Lambré (1st and 2nd day), John Christian Larsen (Chair), Jean-Charles Leblanc, Alicja 
Mortensen, Iona Pratt (Vice-Chair), Ivonne Rietjens (Vice-Chair), Ivan Stankovic, Paul Tobback, Tatjana 
Verguieva, Ruud Woutersen. 

 

Apologies 

Apologies for absence were noted from Fernando Aguilar, John Gilbert, Dominique Parent-Massin. 

 

Invited experts  

Gerrit Speijers (2nd day) 

 

EFSA 

Hugues Kenigswald, Ana Maria Rincon, Kim Petersen, Stavroula Tasiopoulou and Majlinda Lahaniatis 
(scientific staff) – Anna Campanini, Maria Correia (administrative staff). 

 

European Commission 

Wim Debeuckelaere and Marina Marini  

 
 

1. WELCOME; APOLOGIES FOR ABSENCE 

The chair welcomed the participants. Apologies for absence were noted. 
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2. ADOPTION OF THE AGENDA 

The agenda was adopted without changes. 

 

3. DECLARATIONS OF INTEREST 

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual 
Declaration of Interest (ADoI) and Specific Declaration of interest (SDoI) filled in by the experts 
invited for the present meeting. For further details on the outcome of the declaration of interests, 
please refer to the Annex I. 

 

4. MATTERS ARISING FROM THE 12th
 PLENARY MEETING HELD ON 9-11 FEBRUARY 2010 

The participants were asked to confirm the minutes of the 12th Plenary meeting of the ANS Panel. The 
draft minutes were discussed and adopted. The adopted draft minutes will be made available on the 
EFSA, ANS Unit public web site:  http://www.efsa.europa.eu/en/events/event/ans100209-m.pdf 

 

5. GENERAL INFORMATION FROM EFSA, THE EUROPEAN COMMISSION AND THE CHAIR 

5.1. Chair 

The Chair did not have any specific information to report. 
 

5.2. EFSA 

A few matters regarding the organisation of the work were briefly discussed. 

H. Kenigswald informed the Panel Members that a general call for new scientific staff, has been 
published on EFSA’s website. For the ANS Unit, this call will serve to fill two positions for the 
support on exposure assessment and chemistry/specifications respectively  

5.3. Commission 

The members were informed that the Commission has asked the industry to consider their current use 
of the “Southampton study” colours. Based on the feedback from the industry and taking the 
conclusions of the opinions into consideration, the Commission together with the Member States will 
evaluate, if a reduction of the maximum use levels is needed.  
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6. REPORT FROM THE WORKING GROUPS 

The Chair of the Working Group A reported on the outcome of the 12th meeting of this Group. 

 

7. FOOD ADDITIVES 

7.1. Nitrites (Question N° EFSA-Q-2010-00097) 

Because of his potential conflict of interests and even though EFSA had concluded that he could stay 
in the meeting room to support the discussion by answering to specific questions, S. Grilli decided 
not to participate in the discussion and left the room before its start. 

The draft statement was discussed. The proposed changes to the text were noted and the statement 
was adopted. 

The Commission presented the background for their request to EFSA to asses the data provided by 
Denmark in relation to the Danish wish to continue their national provisions on addition of nitrite to 
certain meat products. 

During the discussion the Panel agreed that the interpretation of the terms of reference by the Panel 
should be presented in the statement. For the Panel, there were three separate issues to be addressed 
which can be summarized as follows: 

Firstly, the Panel addressed the issue of nitrosamine formation, which the Danish authorities argue 
not to have been properly addressed in previous evaluations. Secondly, the Panel evaluated the 
exposure assessments provided by the Danish authorities in order to conclude on whether the intake 
of nitrites by the Danish population exceeds the established ADI. Finally, the Panel addressed the 
Danish claims according to which the maximum use levels for nitrites, as set in Directive 
2006/52/EC of 5 July 2006, might not be necessary from a technological point of view. 

The Panel concludes that the data provided by the Danish authorities do not provide a basis 
to revise the ADI of 0.07 mg/kg bw/day for nitrite.  
 
The Panel notes that in several European countries the mean exposure at Tier 2 are above 
the ADI. At Tier 3, the adult high consumers are just above the ADI while for high 
consumer children exposure is 2.5 times above the ADI, and that the higher range of the 
mean exposure of children is close to the ADI. 

The Panel concludes, in line with what has been concluded by the SCF in 1995 that 
exposure to preformed nitrosamines in food should be minimised by appropriate 
technological practices such as lowering the levels of nitrate and nitrite added to foods to the 
minimum required to achieve the necessary preservative effect and to ensure 
microbiological safety. 

Evaluation of the technological need for the maximum use levels for nitrite adopted in 
Directive 2006/52/EC of 5 July 2006 is outside the remit of the Panel. However, the Panel 
notes that this issue has been adequately assessed by others and that the technological need 
is product specific. 
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7.2. Steviol glycosides (Question N°EFSA-Q-2007-071, EFSA-Q-2008-387, EFSA-Q-2008-401) 

The draft opinion was discussed. The proposed changes to the text were noted and the opinion was 
adopted. 

There are extensive in vitro and in vivo animal studies and some human tolerance studies on 
the steviol glycosides rebaudioside A and, stevioside and their metabolite steviol. After 
considering all the data available, the Panel concludes that steviol glycosides covered by the 
proposed specifications are not carcinogenic, genotoxic or associated with any 
reproductive/developmental toxicity. The Panel considers a carcinogenicity study with 
stevioside of high purity meeting the specifications proposed by the petitioners, as pivotal 
for the present evaluation. The NOAEL in this study was 2.5% stevioside in the diet equal to 
967 mg stevioside/kg bw/day (approximately 388 mg steviol equivalents/kg bw/day), the 
highest dose tested.  

Studies in humans demonstrated that daily doses of the steviol glycosides up to 1000 
mg/person/day, equivalent to 16.6 mg/kg bw/day for a 60 kg person (corresponding to 
approximately 330 mg steviol equivalents/person/day or to 5.5 mg steviol equivalents/kg 
bw/day) were well-tolerated by individuals with normal glucose metabolism or type-2 
diabetes mellitus. 

The Panel establishes an ADI for steviol glycosides, expressed as steviol equivalents, of 4 
mg/kg bw/day based on application of a 100-fold uncertainty factor to the NOAEL for 
stevioside of 2.5% in the diet equal to 967 mg stevioside/kg bw/day (approximately 388 mg 
steviol equivalents/kg bw/day) from a 2-year carcinogenicity study in the rat. 

Conservative estimates of steviol glycosides exposure both in adults and in children suggest 
that it is very likely that the ADI would be exceeded at the proposed use levels. 

 

7.3. Brown HT (Question N° EFSA Q- 2008-224) 

The draft opinion was discussed. The proposed changes to the text were noted and the opinion was 
adopted. 

Brown HT (E 155) is a synthetic bis-azo dye allowed as a food additive in the EU and previously 
evaluated by the Joint FAO/WHO Expert Committee on Food Additives (JECFA) in 1977 and 1984 
and the EU Scientific Committee for Food (SCF) in 1975 and 1984. The JECFA established an ADI 
of 0-1.5 mg Brown HT/kg bw/day and the SCF an ADI of 0-3 mg Brown HT/kg bw/day. 

The Panel concluded that an ADI of 1.5 mg Brown HT/kg bw/day can be established based on the 
NOAEL in a long-term mouse study of 143 mg/kg bw/day and an uncertainty factor of 100 and 
rounding off the ADI of 1.5 mg/kg bw/day. 

The Panel concludes that at both the maximum permitted level of use (Tier 2) and at the maximum 
reported levels of use of Brown HT (Tier 3), mean intake estimates are generally below the ADI of 
1.5 mg/kg bw/day. However, in both adults and 1-10 years old children, the high percentile of 
exposure for both tiers can be higher than the ADI at the upper end of the range. 

The Panel notes that no cases of intolerance/allergenicity have been reported after oral exposure to 
Brown HT and that no data on sensitivity to Brown HT are available. 

The Panel further notes that the specifications for Brown HT need to be updated with respect to the 
percentage of material not accounted. Thus, if the existing specifications would be extended to 
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include < 30% of sodium or calcium chloride and/or sodium or calcium sulphate as the principal 
uncoloured components, most of the material would be accounted for. 

The Panel notes that the JECFA specification for lead is ≤ 2 mg/kg whereas the EC specification is 
≤10 mg/kg. 

The Panel notes that the aluminium lake of the colour could add to the daily intake of aluminium for 
which a TWI of 1 mg aluminium/kg bw/week has been established and that therefore specifications 
for the maximum level of aluminium in the lakes may be required. 

 

7.4. Brown FK (Question N°EFSA-Q-2008-243) 

The draft opinion was discussed. The proposed changes to the text were noted and the opinion was 
adopted. 

Brown FK (E 154) is a multi-component mixture of mono-, di- and tri-azo dyes allowed as a food 
additive in the EU, which has been previously evaluated by both the SCF in 1984 and JECFA in 
1977 and 1985.  

The SCF in its evaluation of Brown FK in 1984 established an ADI of 0.15 mg/kg bw/day based on a 
NOAEL of 15 mg/kg bw/day, determined in a rat multi-generation study, while JECFA allocated a 
temporary ADI of 0.075 mg/kg bw/day for Brown FK based on pigment accumulation in tissues with 
a NOAEL of 15 mg/kg bw/day in a 2-year chronic toxicity study in rats. The ADI was made 
temporary pending further results from a 2-year carcinogenicity study in CD rats with an in utero 
exposure phase. In this study, while a range of treatment-related effects were reported at the highest 
dose of 250 mg/kg bw/day, the authors had concluded that the no-effect level (including for pigment 
deposition) in this study was 50 mg/kg bw/day. JECFA noted however that histopathology had not 
been carried out on tissues from animals receiving 15 or 50 mg/kg bw/day. JECFA therefore 
requested a complete histopathological examination of these animals in order to confirm the NOAEL 
from the study. At the time of the last evaluation of Brown FK by JECFA in 1987, the requested data 
had not been provided and the temporary ADI of 0.075 mg/kg bw/day for Brown FK was withdrawn. 

The Panel concludes that there are considerable uncertainties surrounding the NOAELs derived by 
the authors of any of these studies, including the relative contributions of treatment-related changes 
such as myopathy, myocardial fibrosis and pigment deposition in establishing effect and no-effect 
levels. The Panel did not have access to the reports of any of these studies and could not confirm the 
reported findings. In particular the Panel noted that according to JECFA, while a range of treatment-
related effects were reported in the 2-year carcinogenicity study in rats with an in utero exposure 
phase at the highest dose of 250 mg/kg bw/day, histopathological examination of the animals in the 
low and intermediate dose groups had not been carried out. Since treatment-related effects had been 
observed at the top dose level of 250 mg/kg bw/day in this study, the Panel considered, in line with 
the view of JECFA, that histopathological examination of the relevant organs and tissues of (at least) 
the intermediate dose group animals should have been carried out.  

The Panel therefore concludes that based on the uncertainties in the available data sets, it is not 
possible to derive an appropriate NOAEL from these studies that could be used to establish an ADI. 
Therefore the Panel is unable to conclude on the safety of Brown FK given the deficiencies in the 
available toxicity database on the colour.  

Based on the fact that Brown FK is permitted in kippers only, at a maximum concentration of 20 
mg/kg, the Panel calculated an anticipated refined dietary exposure (Tier 2), for the European 
population ranging from 0.03 (in average) up to 0.14 mg/kg bw/day at the 95th percentile in children 
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(aged 1-10 years old and weighing 15-30 kg) and ranging from 0.002 (in average) up to 0.14 mg/kg 
bw/day at the 95th percentile in adults (aged >18 years old and weighing 60 kg).  

The Panel notes that no cases of intolerance/allergenicity have been reported after oral exposure to 
Brown FK and that no data on sensitivity to Brown FK are available. 

The Panel notes that the JECFA specification for lead in Brown FK is < 2 mg/kg whereas the EC 
specification is < 10 mg/kg. 

The Panel noted that the aluminium lake of the colour could add to the daily intake of aluminium for 
which a TWI of 1 mg aluminium/kg bw/week has been established and that therefore specifications 
for the maximum level of aluminium in the lakes may be required. 

 

7.5. Amaranth (Question N°EFSA-Q-2008-227) 

The Rapporteur introduced the draft opinion. Proposed revisions based on the comments provided by 
the Panel members were noted. Subject to these revisions the draft opinion will be scheduled for 
discussion in a forthcoming Plenary meeting. 

 

7.6. Brilliant Black BN (Question N°EFSA-Q-2008-241) 

The draft opinion was discussed. The proposed changes to the text were noted and the opinion was 
adopted. 

Brilliant Black BN (E 151) is a bis-azo dye allowed as a food additive in the EU and has previously 
been evaluated by JECFA in 1975, 1978 and 1981, and by the SCF in 1984. The JECFA and SCF 
committees have established different ADIs of 1 mg/kg bw/day and 5 mg/kg bw/day, respectively. 

Due to the differences in ADIs derived by JECFA (1978) and SCF (1984), the Panel has considered 
the basis of their respective settings. Because the report considered by SCF is a long-term study in 
rats fed with diets containing Brilliant Black BN, it appeared to constitute more convincing 
arguments for establishing an ADI than the short-term study considered by JECFA in pigs receiving 
bolus administration of Brilliant Black BN. The Panel concluded that the present database does not 
give reason to revise the ADI of 5 mg/kg bw/day, based on a long-term carcinogenicity and toxicity 
study in rats.  

The Panel concludes that at the current maximum reported levels of use of Brilliant Black BN, 
refined intake estimates (Tier 3) are generally below the ADI of 5 mg/kg bw/day. However in 
children under 10 years, the 95th percentile can be 6.9 mg/kg bw/day and thus exceeds the ADI at the 
upper end of the range. 

The Panel further notes that the specifications of Brilliant Black BN need to be updated with respect 
to the percentage of material not accounted for that may represent sodium chloride and/or sodium 
sulphate as the principal uncoloured components. 

The Panel notes that the JECFA specification for lead is ≤ 2 mg/kg, whereas the EC specification is 
≤10 mg/kg. 

The Panel notes that the aluminium lake of the colour could add to the daily intake of aluminium for 
which a TWI of 1 mg aluminium/kg bw/week has been established and that therefore specifications 
for the maximum level of aluminium in the lakes may be required. 



 

 9

 

7.7. Litholrubine (Question N°EFSA-Q-2008-257) 

Due to lack of time this item was not discussed. 

 

7.8. OSA modified acacia gum (Question N° EFSA-Q-2008-002) 

The draft opinion was discussed. The proposed changes to the text were noted and the opinion was 
adopted. 

The Panel considers that reading across from available data on gum acacia (E 414) and food 
starch sodium octenyl succinate (E1450) there would be no requirements for additional 
toxicity data on OSA modified gum acacia.  

The Panel notes that the allergenicity of OSA modified gum acacia might be similar to that 
of other gums. 

The Panel considers that the available toxicological dataset is insufficient to derive an ADI.  

The estimated worst case exposure (97.5th percentile) to OSA modified gum acacia from its 
proposed combined uses as emulsifier in flavour-oil emulsions and as emulsifier in specified 
food categories is equal to 12 mg/kg bw/day in male adults, and to 33 mg/kg bw/day for 
children (age 1.5-4.5 years). Given these exposure estimates and taking the lowest NOAEL 
derived from a 90-day study (3411 mg/kg bw/day), the Panel calculated a margin of safety 
of about 280 for male adults and of about 100 for children. The Panel considers these 
margins of safety resulting from the proposed use levels of OSA modified gum acacia 
adequate. 

Based on the results of the available studies, the information on gum acacia itself and on 
other OSA modified starches, the Panel considers the use of OSA modified gum acacia as an 
emulsifier in foods at the proposed uses and use levels of no safety concern. 

 

7.9. Curcumin (Question N° EFSA-Q-2008-220) 

Due to lack of time this item was not discussed. 

 

8. NUTRIENT SOURCES 

8.1. Heme Iron (blood peptonates) (Question N° EFSA-Q-2009-00375) 

Due to lack of time this item was not discussed. 
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9. ANY OTHER BUSINESS 

The Panel was informed that the scientific opinion on the use of calcium lignosulphonate (40-
65) as a carrier for vitamins and carotenoids was adopted on 26 February by written 
procedure. 

The Panel considers that the available data on calcium lignosulphonate (40-65) were 
insufficient to establish an ADI. Furthermore, the Panel considers the 90-day study with a 4-
week recovery period to be inadequate for evaluating the safety of calcium lignosulphonate 
(40-65). Therefore, the Panel considers that long term toxicity studies are needed to elucidate 
whether the histiocytosis observed in the mesenteric lymph nodes of the rats of the 
inadequate 90-day toxicity study may progress into a more adverse status with time. 

Overall, based on the available information, the Panel concludes that the safety of use of 
calcium lignosulphonate (40-65) as a carrier for vitamins and carotenoids intended to be 
added to foods for colouring and nutrient purposes cannot be assessed. 

NEXT MEETINGS 

The next ANS Panel Plenary meetings will take place on the following dates: 

13 - 15 April 2010 

22 – 24 June 2010 

6 - 8 July 2010 

5 - 7 October 2010 

7 - 9 December 2010 
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Annex I 

 
INTERESTS AND ACTIONS RESULTING FROM THE SCREENING OF SPECIFIC 

DECLARATION OF INTERESTS 
 

Dr. J.Ch. Larsen has declared an interest related to the agenda item 7.1 "Nitrites Denmark notification". Dr. 
Larsen has been involved in the preparation of the risk assessment that serves as a basis for the Danish 
position on Nitrites. In accordance with EFSA’s Policy on Declarations of Interests and Implementing 
documents thereof, and taking into account the specific matters discussed at the meeting in question, the 
interest above was deemed to represent a conflict of interest (level C) for the expert concerned. Dr. Larsen 
was not invited to participate in the corresponding discussion. 

Dr. A. Mortensen has declared an interest related to the agenda item 7.1 "Nitrites Denmark notification". 
The expert is employed by the Technical University of Denmark (DTU) which advises the Danish 
Authorities on nitrites. In accordance with EFSA’s Policy on Declarations of Interests and Implementing 
documents thereof, and taking into account the specific matters discussed at the meeting in question, the 
interest above was deemed to represent a conflict of interest (level C) for the expert concerned. Dr. 
Mortensen was not invited to participate in the corresponding discussion. 

Prof. S. Grilli has declared an interest related to the agenda item 7.1 "Nitrites Denmark notification". Prof. 
Grilli has declared in his annual declaration of interest that on agreement with the University of Bologna, 
Italy, he has provided consultancy on nitrates and nitrites in food to an Italian Private distribution 
Company. In accordance with EFSA’s Policy on Declarations of Interests and Implementing documents 
thereof, and taking into account the specific matters discussed at the meeting in question, the interest above 
was deemed to represent a conflict of interest (level B) for the expert concerned. Pursuant to EFSA’s 
Procedure on Identifying and Handling Declarations of Interest, the said expert incurs in the limitations 
identified under point C.III.b1 that is he cannot participate actively in the corresponding discussion but he 
can be present to answer questions addressed directly to him.  

 

                                                 
1  Procedure for identifying and handling potential conflicts of interest 
http://www.efsa.europa.eu/en/keydocs/docs/doiconflicts.pdf 


