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Titanium dioxide is currently a central topic of discussion both in the food sector and in the chemical sector.

A Food sector
A.1 Background
In 2015, the European Commission issued a request to the European Food Safety Authority (EFSA) to deliver a scientific opinion re-evaluating the safety of titanium dioxide (TiO2, E 171) when used as a food additive (Question EFSA-Q-2011-00348). Subsequently in September 2016, EFSA published a scientific opinion stating that there were no real concerns about the continued safe use of titanium dioxide (E171) as a food additive but did request more safety data. The TDMA (Titanium Dioxide Manufacturers Association) and other parties agreed to provide the required data in 2019, depending on laboratory availability. Thus, it is the view of the pharmaceutical industry that studies have been instigated to provide data that will allow EFSA to complete its safety review of titanium dioxide (E171) as a food additive.

Four scientific articles describing a potential adverse health effect of titanium dioxide used as a food additive (E 171) have been published between 2016 and 2017, after the adoption and publication of EFSA’s scientific opinion on the re-evaluation of titanium dioxide as a food additive (E 171) in 2016. The French government is convinced that these studies demonstrate that the exposition with titanium dioxide used as a food additive (E 171) increase the disposition to colorectal cancer.

On 1st February 2018, amendments to the draft general bill on sustainable food production and safe diet were submitted to the National Assembly of France requesting the ban of titanium dioxide in foods initially from 1st June 2018 and now likely by the end of the year. This was motivated by four new, non-clinical studies that suggest there may be a concern with nanoparticulate titanium dioxide. These studies are currently being reviewed by EFSA which is due to issue a scientific opinion on whether these studies merit re-opening the 2016 EFSA opinion by the end of June 2018.

Alongside this, on 17th April 2018 there was a meeting at the European Commission of the Standing Committee on Plants, Animals, Food and Feed Section ‘Novel Food and Toxicological Safety of the Food Chain’ (SCoPAFF) following receipt of a request from French authorities requesting that foods containing titanium dioxide and imports of foods containing titanium dioxide be suspended from 1st June 2018 throughout Europe. The Committee voted against the requested immediate suspension while safety studies are ongoing, with the decision to wait until completion of the EFSA review before any action is taken, and as our knowledge the current position in France is that the potential suspension of use in foods would be delayed until the end of the year.

A.2 In Detail
A.2.1 France
Based on the conviction that the four studies demonstrate an increase of the disposition of colorectal cancer, the French government submitted an amendment concerning the marketing and use in food of titanium to the legislative proposal (addressing in a broad approach the sustainability of the agri-food sector and health diet) that was adopted on Tuesday 30 May 2018 by the French National Assembly. The draft text as adopted by the French National Assembly is available on http://www.assemblee-nationale.fr/15/ta/tap0121.pdf (provisional text including links to amendments).

The amendment can be translated as follows in English:
Under the conditions laid down in Article L. 521-17 of the French Consumer Code and in Article 54 of Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January 2002 on General Food Law, establishing the European Food Safety Authority and laying down procedures for the safety of foodstuffs, the Government shall take the regulatory measures to suspend the placing on the market of the additive E 171 (titanium dioxide - TiO2) as well as foods containing it.
The Government shall, by 1 January 2019, submit a report to Parliament on all measures taken concerning the importation and placing on the market, free of charge or not, of any foodstuff containing titanium dioxide as an additive food (E 171) and consumer uses.
 
Although there is no time indication on the date of effect of the regulatory measures themselves, the second sentence of the amendment implies that measures will be taken by the end of the year at the latest to suspend the placing on the market of the additive E 171 (titanium dioxide - TiO2) as well as foods containing it.

The next step in France is the adoption by the French Senate expected in July 2018. The Senate will consider the text from 26 June 2018.

A.2.2 European Union:
The European Commission on 22 March 2018 requested EFSA to provide a scientific opinion on this matter, in accordance with Article 29 (1)(a) of Regulation (EC) No 178/2002. In particular, EFSA is requested to carry out a scientific evaluation of the four studies presented in those articles and to indicate whether they would merit re-opening the existing opinion from 2016 of EFSA related to the safety of titanium dioxide (E 171) as a food additive. EFSA should provide the requested opinion by the end of June 2018 during the 82th Plenary meeting of the Scientific Panel on Food Additives and Nutrient Sources Added to Food (ANS).

B Chemical regulation
The French Agency for Food, Environmental and Occupational Health & Safety (ANSES) suggested in a CLH-Report a new harmonised classification for Titanium dioxide: “TiO2 should be considered as being potentially carcinogenic to humans when inhaled and thus be classified Carc. Cat 1B – H350i”.

ECHA’s Committee for Risk Assessment (RAC) assessed in June 2017 the carcinogenic potential of titanium dioxide against the criteria in the Classification, Labelling and Packaging (CLP) Regulation. The committee, based on the available scientific data, concluded that there was sufficient evidence to classify titanium dioxide as suspected of causing cancer (category 2, through the inhalation route). The RAC also concluded that titanium dioxide does not meet the criteria to be classified in the more severe category for carcinogenicity (category 1B) as was originally proposed by France. 

The opinion of RAC is currently under discussion and decision-making procedures at European level. A discussion took place on the classification of titanium dioxide and of mixtures containing titanium dioxide during the Competent Authorities for REACH and CLP (CARACAL) meeting of November 2017. Various aspects of titanium dioxide classification are scientifically complex and the downstream consequences of its classification as Carc. 2 (H351, inhalation) have raised concern amongst some member states and observers. At the CARACAL meeting of February 2018, the Commission concluded that the organisation of a dedicated meeting to discuss the topic in more detail was necessary. The Commission provided a background paper for this meeting, which took place on 23 April.
A proposal for the wording of the Annex VI of CLP Regulation entry of titanium dioxide was presented at the CARACAL meeting on 12 June 2018. However, the results of this meeting have not been presented until today (15 June 2018).

BAH is going to inform its member companies as soon as BAH receives information regarding the CARACAL meeting on 12 June 2018.

C BAH’s evaluation
The in food used Titanium dioxide (E 171) affected by the above mentioned ban is also widely used in medicinal products and in medical devices. That´s why BAH express its concerns that any suspension of titanium dioxide for use in foods might also be extended in pharmaceuticals and medical devices composted of substances, would have an immediate and wide-ranging impact, affecting the majority of solid dosage forms marketed in Europe and elsewhere in the world. Titanium dioxide is an important excipient: there are very few alternative materials that confer the same degree of opacity and whiteness to products, and titanium dioxide has virtually global regulatory acceptability. Investigation and identification of suitable alternatives is not a trivial exercise: it would entail a huge effort by the industry over a number of years because of the extensive use of titanium dioxide and the need to ensure product stability and re-validate manufacturing processes etc. Even if reformulation is an option, it could adversely impact the appearance of the product (identification, markings and colour) because it will not be possible to colour match many medicinal products using alternative materials. This could cause patients significant concerns about the identity of their medicines.

In the event of a suspension of the use of titanium dioxide in foods in France, BAH sees serious concerns that there would be consequences for medicinal products and medical devices. Interest in such a ban would be spread by news and social media, leading to the need to manage any impact to medicinal products and medical devices across EU Member States, and potentially in other countries outside the EU as well. There could be widespread confusion among patients about the safety of their medicinal products and medical devices containing titanium dioxide, and this could lead to them stopping treatment, with potentially serious adverse consequences for their health. This could create pressure on the supply of medicines and medical devices that do not contain titanium dioxide which could lead to shortages of medicines and medical devices, unless industry has sufficient time to identify alternatives and reformulate products to remove or replace titanium dioxide.
