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Agenda

Welcome and introduction

Presentation by the Commission of the draft Report on the establishment of a substantial change of

circumstances for heated tobacco products

Presentation by the Commission of the draft Delegated Directive with regard to exemptions for heated

tobacco products
Discussion on the draft Delegated Directive with regard to exemptions for heated tobacco products

Closing remarks and next steps
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Substantial change of circumstances

Definition (Article 2 of Directive 2014/40/EU)

(28) ‘substantial change of circumstances’ means an increase of the sales volumes by product category by at least 10 % in
at least five Member States based on sales data transmitted in accordance with Article 5(6) or an increase of the level
of prevalence of use in the under 25 years of age consumer group by at least five percentage points in at least five
Member States for the respective product category based on the Special Eurobarometer 385 report of May 2012 or
equivalent prevalence studies; in any case, a substantial change of circumstances is deemed not to have occurred if

the sales volume of the product category at retail level does not exceed 2,5 % of total sales of tobacco products at
Union level;

Regulation of ingredients (Article 7 of Directive 2014/40/EU)

12. Tobacco products other than cigarettes and roll-your-own tobacco shall be exempted from the prohibitions laid
down in paragraphs 1 and 7. The Commission shall adopt delegated acts in accordance with Article 27 to withdraw that

exemption for a particular product category, if there is a substantial change of circumstances as established in a
Commission report.

Labelling of tobacco products for smoking (Article 11 of Directive 2014/40/EU)

6. The Commission shall adopt delegated acts in accordance with Article 27, to withdraw the possibility of granting
exemptions for any of the particular product categories referred to in paragraph 1 if there is a substantial change of
circumstances as established in a Commission report for the product category concerned.
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Increase of HTPs' sales volumes by at least 10% in at

least five Member States (15! condition)

Sales volumes of HTPs, in million sticks (2018-2020)
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Main takeaway: The sales volumes of heated tobacco products at retail level increased by a
percentage higher than 10 % in more than five Member States over the defined period of 2018
to 2020. The first condition for a substantial change of circumstances for HTPs is met.
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HTPs' sales volume at retall level exceed 2,5% of total
sales of tobacco products at Union level (2" condition)

19 716.8 Sales volumes of HTPs in EU27, in
million sticks (2020)
20 765.5
Total sales of
. Roll-your-own tobacco . L Pipe and
ROl @ maveidenifier=s0  Ceee  Gasiles MR chewing e tobacco products
units) Qi) (Lo Sk units) units) sticks) s (in million sticks equivalent) (2020)

equivalent) (adjustment)

436 122.5 122 340.5 1 006.1 8 459.3 20 765.5 4 209.6 592 903.5

Main takeaway: The sales volume of HTPs at retail level corresponded to 3.33% of the total
sales of all tobacco products at Union level. The second condition for a substantial change of
circumstances for HTPs is also met.
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