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Detailed questions on the socio-economic aspects of titanium dioxide applications
This questionnaire is also available as an online survey at: http://www.surveygizmo.com/s3/2936629/TiO2 
Background
The Titanium Dioxide Industry Consortium (TDIC) has contracted Risk & Policy Analysts Ltd (RPA), an independent consultancy, to collect information and prepare a high-level analysis of the socio-economic impacts of the proposed Carc Cat 1B harmonised classification for TiO2 (please note that this is a joint exercise between the TDIC and the Titanium Dioxide Manufacturers Association (TDMA)).  
You may have already responded to a first, short questionnaire prepared by RPA on this topic and, if so, your input has been much appreciated and has been used in the preparation of an Interim Report that has already been submitted to TDIC/TDMA.  The present questionnaire is more comprehensive and is aimed at helping present in detail (and quantify where possible) the likely socio-economic impacts from the proposed harmonised classification.
Some of the questions below may ask for information which you may have already provided to us.  If so, and you can further elaborate on your past answers, it would be much appreciated.  If you can only repeat previously submitted information, please copy/paste your past responses or at least advise us that you have already provided the information requested.  Please be assured that all information you provided in your responses to the first questionnaire will be considered in full.
Finally, please clearly highlight in your responses what information must be handled as confidential business information.  If no information is highlighted as confidential, we will assume that all information provided can be presented in our outputs in full.  If you are concerned about the handling of confidential information by RPA, please contact Panos Zarogiannis at panos.zarogiannis@rpaltd.co.uk
The deadline for returning completed questionnaires is 2 September 2016.  If you need additional time, please contact us to discuss.
Your details
	Question 1:  Please provide the name of your organisation, your name and contact details (email and telephone number)

	
BAH (German Medicines Manufacturers Association)
Dr. Heike Wollersen, e-mail: Wollersen@bah-bonn.de, Tel.: 0049-228-9574578



	Question 2:  Please indicate in which locations (EU Member States) your company is using TiO2 or TiO2-based products.  Please also list any use locations outside of the EU

	see question 3
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	Question 3:  Are you representing more than one user of TiO2 (for example, are you a trade association)? 

	Yes: We are a trade organisation. 

	If yes, please indicate the number of companies you represent 

	More than 320.


	Please indicate in which locations (EU Member States) your members are using TiO2 or TiO2-based products (NB.  it would help us if you could give us the number of companies per EU Member State)

	Some of our member companies are producing medicinal products containing TiO2 as excipient not only for the German market but also for several member state markets.


	If specific EU Member States are particularly important in the manufacture or use of TiO2-based products, please identify those here

	All EU.




	Question 4:  If you are a company, please indicate whether you are member of any trade association which may have an interest in this SEA, for example, CEPE for paints, CEPI for paper products, EuPC for plastics, etc.)  (NB. Your answer will help us avoid unnecessary overlaps and use your information in the context of any information the relevant associations submit to us)

	Association
	Sector
	Please tick if relevant

	AISE
	Detergents
	

	CaoBisco
	Food
	

	CEPE
	Paints and inks
	

	CEPI
	Paper
	

	Cosmetics Europe
	Cosmetics
	

	Domestic Glass Association
	Glass
	

	DUCC
	Downstream users
	

	ECCA
	Coil coating
	

	ECMA
	Catalysts
	

	EFCC
	Construction chemicals
	

	EFfCI
	Cosmetics
	

	EFPIA
	Pharmaceuticals
	

	EPF
	Photocatalysts
	

	EPMA
	Powder metallurgy
	

	EPPA
	Window profiles
	

	ETRMA
	Rubber
	

	EuPC
	Plastic conversion
	

	Eurocolour
	Pigments
	

	EWIMA
	Writing instruments
	

	FCA
	Food contact additives
	

	FEC
	Cutlery, ceramics
	

	FECC
	Distributors
	

	FEICA
	Sealants and adhesives
	

	FIDE
	Dental products
	

	Food Drink Europe
	Food
	

	GAMA
	Fibres
	

	I&P Europe
	Imaging, printing
	

	IGI
	Wallcoverings
	

	IMA
	Minerals
	

	IVC
	Fibres
	

	MedPharmPlas
	Plastics for pharmaceuticals
	

	Plastics Europe
	Plastics
	

	RSMA
	Road markings
	

	TEGEWA
	Textiles
	

	Other (please specify)
	
	






Applications of TiO2 and relevant legislation 
	Question 5:  Please identify the TiO2 applications of relevance to your organisation by indicating the volume of your relevant products (in tonnes per year) and indicate the EU market value for each of your products (in Euros per year)?

	Application
	Tonnes produced in the EU in t/year
	EU market value of your products in €/year

	Architectural paints
	
	

	Industrial coatings for automotive, aerospace, marine, etc. uses
	
	

	Coil coatings
	
	

	Can coatings
	
	

	Road marking paints
	
	

	Recreation colours
	
	

	Construction materials (plasters, caulks, fillers, mortars)
	
	

	Flooring coatings
	
	

	Castings for electrical applications
	
	

	Castings for decorative applications
	
	

	Non-stick coatings on cookware/bakeware and their decorative exteriors
	
	

	Functional coatings (e.g. in cars to eliminate windows squeaking or on wind turbines to aid movement)
	
	

	Ablatives and fire resistant coatings and intumescents
	
	

	Adhesives
	
	

	Sealants
	
	

	Plastic masterbatches
	
	

	PVC consumer articles (e.g. window profiles)
	
	

	Engineering plastics for industrial use
	
	

	Engineering plastics for consumer goods
	
	

	Waterproofing membranes
	
	

	Plastic packaging materials
	
	

	Paper laminates
	
	

	Paper packaging incl. labels
	
	

	Paper for printing and writing
	
	

	Wallcoverings
	
	

	Printing inks and toners
	
	

	Inks for writing 
	
	

	Inks for textiles
	
	

	Pigmentation of thermotransfer coatings on textiles
	
	

	Rubber tyres
	
	

	General rubber goods
	
	

	Silicone rubber
	
	

	Fluorinated rubber
	
	

	Rubber-to-substrate parts
	
	

	Textile fibres
	
	

	Glass fibre nonwovens
	
	

	Black-out, Dim-out / Roller & vertical blinds / Decorative textile ceilings
	
	

	Colour cosmetics (make-up) and skin care products
	
	

	Liquid soaps and shower gels
	
	

	Toothpaste
	
	

	Hair colour formulations
	
	

	Nail polishes
	
	

	Sunscreens
	
	

	Human food
	
	

	Pet food
	
	

	Egg shell decoration
	
	

	Food packaging (plastics, inks, rubber, textile, coatings)
	
	

	Excipient and/or colourant in medicines
	noch zu ermitteln
	

	Pharmaceuticals packaging
	noch zu ermitteln
	

	Electroceramics
	
	

	Frits, glazes and enamels
	
	

	Electrodes
	
	

	Glass
	
	

	SCR catalysts
	
	

	Photocatalysts
	
	

	Complex Inorganic Pigments
	
	

	Dental restoration products
	
	

	Medical devices
	
	

	Laundry and cleaning products
	
	

	Toilet solid rim blocks
	
	

	Biocides
	
	

	Other (please specify)
	
	



	Question 6:  There are some key parameters which will help us estimate the impacts from the CLH proposal on a sectoral level.  One of those is the Gross Added Value (GVA) of your sector/company.  If you know what the GVA of your sector/company is, please provide this here

	
Using usually only small concentration of TiO2 in the products (usually 0,3 - 1,5 %) the total value of the manufactured products is much higher as the value of the used TiO2




	Question 7:  Table A (the landscape table further below) describes the different EU-wide legislative instruments that could affect the use of TiO2 after the introduction of the harmonised classification.  After you have considered Table A, please confirm immediately below the legislation under which the manufacture, marketing and use of your products would be impacted following the classification of TiO2 as Carc Cat 1B.  If you think that relevant legislation is missing from the table, please indicate this at the bottom of the table

	Relevant legislation
	Type & Number
	Impact driven by hazard or risk?
	Please tick if you consider this legislation relevant to your TiO2-based products

	CLP
	Regulation 1272/2008/EC
	Hazard
	√

	Carcinogens and Mutagens at Work & Young Persons at Work
	Directive 2004/37/EC
	Risk
	√

	
	Directive	94/33/EC
	
	

	Waste Framework
	Directive 2008/98/EC
	Hazard
	√

	
	Regulation 1357/2014
	
	

	
	Decision 2000/532/EC
	
	

	REACH
	Regulation 1907/2006/EC 
Restriction: Annex XVII
	Hazard/Risk
	√

	
	Regulation 1907/2006/EC
Authorisation: Annex XIV
	Hazard/Risk
	√

	Cosmetics
	Regulation 1223/2009/EC
	Risk
	

	Toy Safety
	Directive 2009/48/EC
	Risk
	

	
	European Standard
EN71-3:2013
	
	

	Food Contact Materials
	Regulation on Plastics in Materials and Articles
EU/10/2011
	Risk
	

	
	Regulation on Recycled Plastic Materials and Articles 282/2008/EC
	
	

	Food Additives
	Regulation 1333/2008/EC
	Risk
	

	
	Directive 94/36/EEC
	
	

	
	Regulation 231/2102
	
	

	Colouring matters for Medicinal Products
	Directive 2009/35/EC
	Risk
	√

	
	Directive 94/36/EC
	
	

	Medical Devices
	Directive 93/42/EEC (amendment agreed in June 2016)
	Risk
	

	Biocides
	Regulation EU/528/2012
	Hazard with SEA exemptions
	

	Restriction of hazardous substances in electrical and electronic equipment
	Directive 2011/65/EU
	Hazard with SEA exemptions
	√

	
	Directive 2012/19/EU
	
	

	Other – please specify
	
	
	






	[bookmark: _Ref454353916]Table A:  Relevance of different regulatory instruments to the applications of TiO2 following a harmonised classification of Carc Cat 1B

	Relevant legislation
	Type
	Number
	Manufacture and import of TiO2
	Paints
	Plastics
	Paper
	Printing inks
	Fibres
	Cosmetics
	Food
	Pharmaceuticals
	Ceramics
	Glass
	Catalysts
	Photocatalysts
	Complex Inorganic Pigments
	Dental and medical
	Detergents
	Medical Devices
	Other
	TiO2 as impurity in minerals

	CLP
	Regulation
	1272/2008/EC
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Carcinogens and Mutagens at Work
	Directive
	2004/37/EC
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Directive
	94/33/EC
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Waste Framework
	Directive
	2008/98/EC
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Regulation
	1357/2014
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Decision
	2000/532/EC
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	REACH
	Regulation
Annex XVII
	1907/2006/EC
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Regulation
Annex XIV
	1907/2006/EC
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Cosmetics
	Regulation
	1223/2009/EC
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Toy Safety
	Directive
	2009/48/EC
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	European Standard
	EN71-3:2013
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Food Contact Materials
	Regulation
Plastics in Materials and Articles
	EU/10/2011
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Regulation
Recycled Plastic Materials and Articles
	282/2008/EC
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Food Additives
	Regulation
	1333/2008/EC
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Directive
	94/36/EEC
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Regulation
	231/2102
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Colouring matters for Medicinal Products
	Directive
	2009/35/EC
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	Directive
	94/36/EC
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Medical Devices
	Directive 
	93/42/EEC (amendment agreed in June 2016)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Biocides
	Regulation
	EU/528/2012
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Restriction of hazardous substances in electrical and electronic equipment
	Directive
	2011/65/EU
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Directive
	2012/19/EU
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


* Red colour indicates relevance, while orange colour indicates specific areas where particularities exist; for instance, the CLP Regulation and the Authorisation provisions of the REACH Regulation apply to chemical inputs to food preparation and pharmaceuticals manufacture but not to the marketing and use of foodstuffs or medicines.
Guidance on which questions to answer
	Question 8:  For the analysis of possible socio-economic impacts from the harmonised classification for TiO2, we split the TiO2 application areas as follows:
· Manufacture of TiO2-based products (mixtures and articles):
· Industrial use of the substance and its mixtures as a raw material in the manufacture of mixtures and articles;
· Consumer use of TiO2-based products:
· Consumer use of the substance and its mixtures not covered by sectoral legislation;
· Consumer use of the substance and its mixtures covered by sectoral legislation (e.g. cosmetics, biocides, pharmaceuticals);
· Consumer use of articles that contain TiO2 from which the substance cannot foreseeably be released (for instance, PVC windows or paper);
· Industrial/professional use of TiO2-based products:
· Industrial/professional use of TiO2 mixtures;
· Industrial/professional use of articles that contain TiO2
The above split is based on the envisaged differences in the scale and nature of socio-economic impacts.  Please use the table below to indicate which application areas are of relevance to your TiO2 products.  The table will also show you which questions you should respond to in the remainder of the questionnaire

	Area of impact
	Example relevant applications of TiO2
	Relevant to you? (please tick)
	Question # to be answered

	Manufacture
	Impacts on manufacture of TiO2-based products (mixtures and articles)
	All
	√
	Question 9 and onwards

	Sales to consumers
	Impacts on marketing and use of consumer mixtures not covered by specific legislation
	DIY paints
DIY sealants
DIY adhesives
Writing materials
Detergents
	
	Question 12 to Question 15

Then Question 31
onwards

	
	Impacts on marketing and use of consumer mixtures covered by specific legislation
	Toys
Children’s modelling materials
Cosmetics
Foodstuff
Pharmaceuticals
Biocides
	√
	Question 16 to
Question 19

Then Question 31
onwards

	
	Impacts on marketing and use of consumer articles
	Plastic articles (PVC windows, packaging, food contact)
Laminate flooring
Wallcoverings
Printing and writing equipment
Magazines, books, labels
Paper food contact materials
Medicine packaging
Toners
Toys
Textiles (delustered fibres, blackout & ceiling textiles)
Fibre non-wovens
Acetate tow (cigarettes)
Enamelled products (cookware)
Variety of glass products
Medical devices
Leather articles
	√
	Question 20 to Question 23

Then Question 31
onwards

	Sale to industrial and professional users
	Impacts on marketing and use of mixtures for industrial/ professional use
	Paints and (functional) coatings for IND/PROF use in all sectors including automotive, aerospace, etc.
Adhesives
Sealants
Printing inks
Toners
Rubber pigments
Industrial catalysts
Photocatalytic coatings
Dental products
Biocides
Horticulture
Lubricants
	
	Question 24 to Question 27

Then Question 31
onwards

	
	Impacts on marketing and use of articles for industrial/professional use
	Plastic articles, membranes
Electroceramics
Frits, glazes, enamels
Glass products
Catalysts
Medical devices
	
	Question 28
onwards





Impacts on manufacture of TiO2-based products (mixtures and articles)
	[bookmark: _Ref456766947]Question 9:  What practical measures would you be required to take to protect your workers from exposure to TiO2 as a Carc Cat 1B during its handling and use in your manufacturing processes (taking into account the availability of feasible alternatives)? 

	Currently the use of TiO2 is based on the German MAK “Allgemeiner Staubgrenzwert”. A reclassification would lead to a much lower tolerable dust limit. Many working places must be newly evaluated, including dust measurements. In many cases new technical protective measures must be installed. Probably at least in some (if not in all cases closed systems must be used to avoid dust exposure (high costs for installing such
systems). Other regulations as protection of younger people or pregnant women must be installed (re-
organization of personnel and working structures).


	Please estimate the indicative cost of implementing such measures (either in Euros or Full-Time-Equivalents (FTE))

	Due to the wide spread use in many products activities would cover many working places in the companies. 
This would increase the costs significantly. Additionally re-organization measures lead to an additional effort including some FTEs.



	Question 10:  Waste management legislation prescribes that a Carc Cat 1B classification for TiO2 would mean that a concentration that exceeds 0.1% would render any TiO2-containing waste hazardous (HP7).  Can you explain how this might impact upon your operations and how it might affect your manufacturing costs (if at all)?

	Exhausts should be installed at all work places to capture TiO2 dust. These dust wastes must be first treated and transported separately. Due to the relative low volume of such dusts (even if coming from many workplaces) the direct waste costs would not increase too much; however, the whole new requirements for trapping dust and waste management can lead to a significant increase of costs.


	Could the new Carc Cat 1B classification for TiO2 ultimately impact upon the recycling of your products?

	No: Not relevant due to practically no recycling of pharmaceutical products. Packaging Material for pharmaceutical products is recycled as every material as every cardboard based packaging material.



	Question 11:  Is it possible that the above regulatory requirements might force you to stop using TiO2?  

	Yes.

	If yes, please explain why

	See Question 17.







Impacts on marketing and use of consumer mixtures not covered by specific legislation
	[bookmark: _Ref456767064]Question 12:  This Section of the questionnaire covers consumer mixtures such as DIY paints and inks, DIY sealants, DIY adhesives, writing materials and detergents (NB. this list is not exhaustive).  Taking into account your responses to Question 5 above, please provide the value of your EU market for such products in Euros per year

	--



	Question 13:  Do you agree with the assumption that these markets would be irrevocably lost as a result of the new classification of TiO2 as Carc Cat 1B and due to the concentration of the substance exceeding 0.1% by weight? 

	--



	Question 14:  Can you explain whether reformulation of your products to eliminate the use of TiO2 or to reduce its presence to a concentration below 0.1% (w/w) would be possible?

	--

	What might the associated costs be and how long would reformulation take across all relevant products?

	--





	[bookmark: _Ref456767067]Question 15:  Do you expect that the loss of the aforementioned consumer markets could have a negative effect on other areas of your business, including sales of such mixtures to customers outside the EU? 

	--

	If yes, please elaborate

	--








Impacts on marketing and use of consumer mixtures covered by specific legislation
	[bookmark: _Ref456767086]Question 16:  This Section of the questionnaire covers consumer mixtures such as cosmetics, toy mixtures (e.g. modelling clays), biocides for consumer use, food, pharmaceuticals, etc.  Taking into account your responses to Question 5 above, please provide the value of your EU market for such products in Euros per year

	We have no figures for the EU market available.



	Question 17:  Can you explain whether reformulation of your products to eliminate the use of TiO2 or to reduce its presence to a concentration below 0.1% (w/w) would be possible?

	Yes

	What might the associated costs be and how long would reformulation take across all relevant products?

	For pharmaceutical manufacturers the fundamental problem arises, that there are no alternatives available offering the same/required characteristics of titanium dioxide (excellent white pigment, chemical inertness, high stability against UV light). Other white pigments are as well hazardous (e.g. ZnO is hazardous for aquatic organisms) or show based on their particle size in case of inhalation similar hazards as TiO2. Much higher volumes of alternative pigments should be used to obtain similar whiteness. This means complete reformulation of many products with a high effort not only in R&D. A change in the formulation of a medicinal product results in the demand for comprehensive studies of efficacy, safety and stability of the new formulations, involving enormous work and costs. This fact is of high importance because titanium dioxide is a component of nearly all solid dosage forms of medicinal products and a change in their formulations would become necessary for thousands of medicinal products. These thousands of regulatory induced variations and financial challenges would exceed unexpected dimensions – however, without any additional benefit for the patients.
Only after all these activities that take some years and have for each product a high cost volume are carried out reformulated products can be brought on the market to replace the existing portfolio in the EU. The replacement in some other countries would need re-registrations that can take additional years and lead to additional high costs.
For some small companies the costs either for further use of TiO2 or for switching to alternatives could be as high, that the companies must stop manufacturing of many of their products – possibly the end of such companies!




	Question 18:  Please describe the actions you would need to take in accordance with relevant legislation (for example, the Cosmetics Regulation (EC) No. 1223/2009)) in order to secure an authorisation, derogation or exemption for TiO2 so that your  products could remain on the EU market

	DIRECTIVE 2001/83/EC


	Do you think you are well prepared to achieve the above goal?

	No: Small Companies will need many external support.
Yes: Larger Companies are able to achieve the goal.

	Do you (or your industry sector more generally) have the necessary experience, expertise and access to the required data for such an authorisation, derogation or exemption for TiO2 to be secured?

	Yes: Probably expertise of external consultants (especially toxicologists) would be required especially in SMEs.

	Can you estimate the indicative cost of preparing the required evidence and following the process through to securing an authorisation, derogation or exemption (based on past experience, or best estimates, either in Euros or Full-Time-Equivalents (FTE))?

	A significant workload and if external consultants are needed, external costs would arise especially due to the very large use of TiO2 in the field of medicinal products.
See also question 17.



	[bookmark: _Ref456767088]Question 19:  Do you expect that the loss of the aforementioned consumer markets could have a negative effect on other areas of your business (including sales to customers outside the EU)?  

	Yes

	If yes, please elaborate

	Our companies also sell the medicinal products outside the EU. An increase in the price will lead to declining sales figures also outside the EU.




Impacts on marketing and use of consumer articles
	[bookmark: _Ref456767101]Question 20:  This Section of the questionnaire covers consumer articles, not mixtures, for instance, plastic articles, paper products, packaging, flooring and wallcoverings, etc.  Taking into account your responses to Question 5 above, please provide the value of your EU market for such products in Euros per year

	We have no figures for the EU market available.






	Question 21:  Can you explain whether reformulation of your products to eliminate the use of TiO2 or to reduce its presence to a concentration below 0.1% (w/w) would be possible?

	Yes/No: noch auszufüllen

	What might the associated costs be and how long would reformulation take across all relevant products?

	noch auszufüllen




	Question 22:  Some consumer articles might be regulated under specific legislation, for example the Toy Safety Directive.  If this is of relevance to your products, please describe the actions you would need to take in accordance with relevant legislation in order to secure an authorisation, derogation or exemption for TiO2 so that your relevant products could remain on the EU market

	noch auszufüllen


	Do you think you are well prepared to achieve the above goal?

	No: Small Companies will need many external support.
Yes: Larger Companies are able to achieve the goal.

	Do you (or your industry sector more generally) have the necessary experience, expertise and access to the required data for an authorisation, derogation or exemption for TiO2 to be secured?

	Yes/No: noch auszufüllen

	Can you estimate the indicative cost of preparing the required evidence and following the process through to securing an authorisation of exemption (based on past experience, or best estimates, either in Euros or Full-Time-Equivalents (FTE))?

	noch auszufüllen




	[bookmark: _Ref456767102]Question 23:  Even if there was no restriction imposed on the marketing and use of these articles, do you believe that the harmonised classification of TiO2 would have a material adverse impact on your markets?

	Yes/No. noch auszufüllen

	Please explain the rationale behind your response to this question

	noch auszufüllen





Impacts on marketing and use of mixtures for industrial/ professional use
	[bookmark: _Ref456767112]Question 24:  This Section of the questionnaire covers mixtures for industrial/professional use, for instance, paints, coatings, adhesives, sealants, biocides, but also medical devices such as dental products, etc.  Taking into account your responses to Question 5 above, please provide the value of your EU market for such products in Euros per year

	




	Question 25:  Can you explain whether reformulation of your products to eliminate the use of TiO2 or to reduce its presence to a concentration below 0.1% (w/w) would be possible?

	Yes/No

	What might the associated costs be and how long would reformulation take across all relevant products?

	




	Question 26:  Some mixtures might be regulated under specific legislation, for example the Biocidal Products Regulation.  If this is of relevance to your products, please describe the actions you would need to take in accordance with relevant legislation in order to secure an authorisation, derogation or exemption for TiO2 so that your relevant products could remain on the EU market

	


	Do you think you are well prepared to achieve the above goal? 

	Yes/No

	Do you (or your industry sector more generally) have the necessary experience, expertise and access to the required data for an authorisation, derogation or exemption for TiO2 to be secured?

	Yes/No

	Can you estimate the indicative cost of preparing the required evidence and following the process through to securing an authorisation of exemption (based on past experience, or best estimates, either in Euros or Full-Time-Equivalents (FTE))?

	





	[bookmark: _Ref456767114]Question 27:  Even if there was no restriction imposed on the marketing and use of these mixtures, do you believe that the harmonised classification of TiO2 would have a material adverse impact on your markets?

	Yes/No

	Would it have a significant adverse impact on the operating costs faced by current users of these mixtures, for example, due to the need to move to more costly alternatives or to adopt different processes or products? 

	Yes/No

	Please explain the rationale behind your responses to this question

	






Impacts on marketing and use of articles for industrial/professional use
	[bookmark: _Ref456767125]Question 28:  This Section of the questionnaire covers articles for industrial/professional use, for instance, plastics.  Taking into account your responses to Question 5 above, please provide the value of your EU market for such products in Euros per year

	






	Question 29:  Can you explain whether reformulation of your products to eliminate the use of TiO2 or to reduce its presence to a concentration below 0.1% (w/w) would be possible?

	Yes/No

	What might the associated costs be and how long would reformulation take across all relevant products?

	





	Question 30:  Even if there was no restriction imposed on the marketing and use of these articles, do you believe that the harmonised classification of TiO2 would have a material adverse impact on your markets?

	Yes/No

	Would it have a significant adverse impact on the operating costs faced by current users of these articles, for example, due to the need to move to more costly alternatives or to adopt different processes or products? 

	Yes/No

	Please explain the rationale behind your responses to this question

	








Social impacts
	[bookmark: _Ref456781577]Question 31:  How many workers do you employ in the activities relevant to the use of TiO2?  Please split your answer by EU Member State if the relevant operations are taking place in more than one country

	We have no figures in relation to the use of TiO2 available.

	If you represent a company, can you provide the value of your employee wages per country?  THIS INFORMATION WILL BE TREATED AS STRICTLY CONFIDENTIAL

	----



	[bookmark: _Ref456767074]Question 32:  Can you estimate the number of EU jobs that might be at risk as a result of the impacts you have described above?  Would employment impacts be particularly severe in specific locations/Member States of the EU, and if yes, in which Member States?

	In the pharmaceutical industry in Germany many companies are SMEs. Due to the high costs for either implementation of safety measures for TiO2 handling during manufacturing or the costs for replacement of TiO2 especially smaller companies could be overwhelmed by such a regulation and there is a risk that some of these companies cannot survive.




	Question 33:  Can you envisage that the classification of TiO2 as Carc Cat 1B might result in a significant adverse impact on the welfare of consumers?  You may wish to comment on: 

The loss of certain types of consumer products from the market

	If patients are regarded as consumers, the major impacts would be:
Either in case of further use of TiO2:
The classification as carcinogenic would cause a substantial uncertainty among patients and will lead to a refusal of any product containing titanium dioxide.
Or in case of replacement of TiO2:
The replacement will not contribute to an improvement in health, patient's safety and environmental protection, but will has serious and disproportionate problematic effects on almost all product categories. (and the correspondent regulations, too). The unsightly appearance of medicinal products without any health benefit (no significant inhalative exposure and real risk expected)

	The cost and technical performance/characteristics of possible alternative consumer products

	We have no figures in relation to the use of alternative consumer products (medicinal products) available.


	The loss of consumer satisfaction with use of specific products (due to poorer quality and durability of the alternatives)

	There are no alternatives available offering the same/required characteristics of titanium dioxide. In the pharmaceutical industry TiO2 is inter alia applied as a white pigment for film coatings of tablets, dragees or in capsule shells (solid dosage forms). The quality of TiO2 used in medicinal products is regulated in the European Pharmacopoeia and therefore subjected to strict requirements. In addition to its excellent property as a white pigment, its chemical inertness plays an important role. Moreover, it shows a very high stability against UV light enabling a further protection of the active pharmaceutical ingredients (APIs) of medicinal products as for example in the capsule shell of opaque capsules. 
The costs of the replacement of TiO2 could result in maybe less medicinal products, possibly with reduced performance e.g. unsightly appearance, chemical inertness.


	Any potential adverse impacts on public health from the loss of TiO2-based products

	Titanium dioxide is a component of nearly all solid dosage forms of medicinal products and a change in their formulations would become necessary for thousands of medicinal products. Replacement of TiO2 as well as further use of TiO2 would lead to increased manufacturing cost. This could result in less medicinal products and therefore in negative results for public health.



	Any other societal impacts that you consider relevant

	--



	Question 34:  Is it possible that a potential inability to use TiO2 might result in adverse impacts on the environment (relevant examples here could include the  use/role of TiO2 in energy saving, sustainable energy, resource efficient, emissions reduction technologies but also the increased frequency of repainting when lower durability TiO2-free paints are used, etc.)?

	Yes

	Please elaborate

	Some of the potential alternatives are ZnO or BaSO4/ ZnS or other Zn-based pigments. Such Zn-based pigments are known as toxic for the environment.








Competition and competitiveness
	Question 35:  Taking into account the impacts you have described above, do you believe that a Carc Cat 1B harmonised classification for TiO2 would have adverse impacts on your competitiveness vis-à-vis non-EU companies?   

	Yes

	If yes, please elaborate but also remember that any restrictions on the marketing and use of mixtures or articles in the EU would also apply to equivalent products imported into the EU by non-EU manufacturers* 

	Our companies also sell the medicinal products outside the EU. An increase in the price will lead to declining sales figures also outside the EU.

* It is assumed that presence of TiO2 would either be evident or could be easily verified by testing

	Please explain whether the envisaged impacts could result in increased outward business mobility (i.e. businesses relocating out of the EU).  Important note:  any such claims should be robustly justified if they are to be included in the socio-economic analysis. The statement that business would relocate is not accepted by regulators unless it is justified 

	See above






	Question 36:  Do you expect the impacts you have described under the questions above to have repercussions for the level of competition within the EU?

	Yes

	Please elaborate

	Especially for SMEs it will be very hard to invest in the higher safety requirements for manufacturing or to reformulate products. It could be that some small companies cannot hold their full portfolio on the market or must even close. A concentration of the business to some larger companies will be promoted by such a decision.







Other
	Question 37:  If you have undertaken or have access to any sector level socio-economic analysis which is of relevance to our work and which you could share with us, please provide the relevant information (for example, by separate email)

	
--




	Question 38:  Finally, feel free to discuss any other impacts that the above questions may have not adequately captured or provide any other information you consider relevant

	In general, substances (active substances or excipients) which are used for medicinal product manufacturing and applied unchanged in medicinal product are excluded from REACH regulation. However, a classification as carcinogenic would cause a substantial uncertainty among patients and will lead to a refusal of any product containing titanium dioxide. Furthermore, the manufacturers of titanium dioxide have to approve the substance within a specific application if the substance would become part of Annex XIV of the REACH regulation. This approval would result in enormous costs and the question arises whether titanium dioxide will still be commercially available in future.
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