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Survey on the usage of titanium dioxide 


This survey aims to determine the possible consequences of a ban of titanium dioxide. Please answer to the survey with as much accuracy as possible. Please do not hesitate to reach out in case of need/questions. 

Deadline to submit your answers is 28th of June.

Your information
This case will only be used by the industry associations (AESGP – EFPIA – MfE) in case we need more information or clarification about your responses. It will be treated as highly confidential and in line with GDPR requirements. Should you have any question, please send it to Survey@aesgp.eu or kirsty.reid@efpia.eu. 

Please give your name:



Please indicate the association or company for which you fill the survey:



Please indicate the association which you are a member of (direct or indirect):
AESGP
EFPIA
Medicines for Europe

Please give your email address in case we need to contact you for clarifications:






List of questions on titanium dioxide (E171/TiO2)

A - information (quantitative and qualitative) of TiO2 presence in medicinal products EU/EEA

The data provided will be treated as highly confidential and may only be shared with the regulators in an aggregated and anonymized form in support of advocacy activities related to the use of titanium dioxide in the health products categories concerned by this survey.


Information of TiO2 presence in medicinal products in EU/EEA 

Please take into account that this survey relates only to products that are ingested.

Does your company manufacture: 
(multiple answers possible)
Innovative medicinal products
Generic medicinal products
Investigational Medicinal Products
Non-prescription medicines
Other (please specify)


If possible, could you please provide the total number of Marketing Authorisations in your portfolio for products which currently contain TiO2 as an excipient?



Please indicate the estimated percentage of products from your portfolio which currently contain TiO2 as an excipient. 



Please estimate the percentage of your products that contain TiO2 formulated as:
Tablets
Capsules
Pastes
Liquid forms
Other
(Write a number next to each category, all should add up to 100)

How many unit packs/year of products that contain TiO2 does your company sell in the EU/EEA?



Could you break down these sales numbers per category? (Write the answers as milllions of €)
Tablets
Capsules
Pastes
Liquid forms
Other
(Please write a number next to each category)

Could you provide us with the methodology used to gather the quantitative information?



Could you please explain the function of TiO2 in these products? Feel free to break your answer by product type.





B - TiO2 possible alternatives and timelines for human medicines

Has your company explored possible alternative excipients to titanium dioxide?
Yes
No

If you have explored possibilities, have you already identified a viable solution?
Yes
No


Please provide details on your companies activities and the viability (or the lack of) of the alternative excipients. Elaborate on the technical feasibility to replace TiO2 if alternative excipients are available (for the subset of products/which ones/are there different issues for different products/types of products?)



If no alternative excipient is found, and TiO2 has to be removed, can you elaborate, what negative influence on finished product quality it can have?



· In case an alternative for TiO2 is available, how many months do you estimate your company will need to completely replace TiO2? Please break down your estimation on as many steps as you see fit. (We are looking to understand complete phase-out of TiO2, so not only time per Market Authorisation).




C - Industry impact assessment of the situation on the pharmaceutical sector

· Could you estimate an average approximate cost per Market Authorisation related to replacing TiO2? Please give an estimate taking into account R&D, approval process, etc. 



· Do you foresee any impact on the cost of the products from this change?
· Yes
· No
· I don’t know
· What are the main problems faced when investigating possible reformulations?



· Do you forsee any special challenges for different types of products? (if for example capsules or liquid medicinal products have particularities that make TiO2 removal harder)



· Do you expect supply chain issues during and following these reformulations?
· Yes
· No
· Will the requirement to replace TiO2 for (an)other excipient(s) impact the availability of certain medicines in the market?
· Yes
· No
[bookmark: _Hlk74659167]If yes, please elaborate



· Do you believe your company might remove some products from the market instead of reformulating them?
· Yes
· No
· Will replacing/removing TiO2 from your products have an impact on the quality, safety or efficacy of said products? If yes, please elaborate
· Yes
· No
If yes, please elaborate



· Do you anticipate issues for individual products/groups of products?
· Yes
· No
If yes, please elaborate



· Would you like to add anything else?
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