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Issues of concern regarding TRIS no2fica2on 2024/0257/BE 
Dra$ Royal Decree amending the Belgian Royal Decree of 7 April 2019 on the traceability and 

safety features of tobacco products 
 

Execu2ve Summary 
 
On 14 May 2024, Belgium no4fied a dra8 Royal Decree amending the Belgian Royal Decree of 7 April 2019 on the 
traceability and safety features of tobacco products to the European Commission and to EU Member States through 
the EU’s Technical Regula4ons Informa4on System (TRIS). In simple terms, Belgium foresees the following changes:  
 

• The extension of the obliga4on to provide track and trace (T&T) equipment to “current and future” 
(Ar4cle 3(8) of the Royal Decree, if amended). 

 
• The introduc4on of a new obliga4on for manufacturers to reimburse economic operators the costs 

associated with the opera4on of the traceability system, inter alia, staff costs, equipment renewal 
and maintenance costs, and so8ware costs (Ar4cle 3(9) of the Royal Decree, if amended). 
 

• The introduc4on of a new requirement providing that, in order to obtain a Unique Iden4fier, tobacco 
products must figure on Belgium’s list of validated products (Ar4cle 3(1) of the Royal Decree, if 
amended). 

 
Tobacco Europe1, its members and Philip Morris Interna4onal believe that the dra8 Royal Decree clearly conflicts 
with the EU Tobacco Products Direc4ve (TPD), raises issues of compliance with general EU law, and appears 
inconsistent with certain interna4onal trade principles and obliga4ons. The dra8 Royal Decree and the envisaged 
changes to the T&T system would have a significant impact on the current well-func4oning Single-Point-Of-Contact 
(SPOC) framework, which has been created to fulfil the obliga4on of tobacco manufacturers and importers under 
Ar4cle 15(7) of the TPD to provide equipment and has been successfully adopted by over 90% of economic operators 
across the EU since 2019. The dra8 Royal Decree would lead to important challenges for economic operators, 
including for tobacco manufacturers, and would likely impact supply chains across the EU by crea4ng barriers to 
trade forcing, among others, tobacco manufacturers to significantly re-organise and modify their trading processes 
only for the Belgian market, crea4ng unequal condi4ons for manufacturers opera4ng in different EU Member States 
and introducing a trade access barrier. 
 
First of all, and most evidently, Belgium’s envisaged amendments to the Royal Decree are in conflict with the TPD 
and its transposi<on across all other EU Member States. More specifically, the extension of the scope of the 
obliga4on to provide “current and future” T&T equipment to operators, and the introduc4on of a new obliga4on for 
manufacturers to reimburse economic operators of the costs associated with the opera4on of the traceability system, 
inter alia, staff costs, equipment renewal and maintenance costs, and so8ware costs in Ar4cle 3(8) and (9) of the 
Royal Decree, if amended, would be inconsistent with the clear wording of Ar4cle 15(7) of the TPD.  
 
Ar<cle 15(7) of the TPD is clear in that it only requires tobacco manufacturers to provide the necessary equipment. 
It does not require manufacturers to cover any further opera4ng costs of economic operators involved in the trade 
of tobacco products, including the costs related to the equipment already provided, its maintenance, or the related 
so8ware or staff costs. Furthermore, Belgium’s measure would create legal uncertainty, instead of the allegedly 
pursued legal certainty, in that it does not comprehensively define the scope of the reimbursement obliga4on by 
only providing examples. From a prac4cal perspec4ve, it would also be extraordinarily difficult to separate the share 

 
1 https://www.tobacco-europe.eu/. Tobacco Europe AISBL is the umbrella organisation representing major European-based tobacco 
and nicotine products manufacturers. 

https://www.tobacco-europe.eu/
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of the opera4ng costs from the opera4ng costs of supply chain operators’ broader logis4cal, accoun4ng, and human 
resource opera4ons. 
 
Ar<cle 15(7) of the TPD does not contain an obliga<on for tobacco manufacturers to con<nuously cover the 
opera<onal costs incurred by economic operators, namely the economic operators that are responsible under the 
TPD and EU Member States’ law to collect and transmit data. Ar4cle 15(7) of the TPD clearly limits the obliga4on of 
tobacco manufacturers to the provision of equipment only. The provision of equipment should always be limited to 
the ini<al provision and must not extend to instances where operators require new equipment due to any other 
reasons under their responsibility, such as negligent conduct, improper storage, misuse, or the8. Economic operators 
must assume responsibility for the business choices they make and the relevant costs of doing business in this sector. 
 
We consider the envisaged measures to be dispropor<onate, aiming to address problems that do not exist. Given 
the involvement of the economic operators from manufacturing to the last economic operator before the first retail 
outlet, there is and must be a shared obliga<on borne by tobacco manufacturers and by economic operators, which 
would be dispropor<onately altered and imbalanced by Belgium’s envisaged regulatory changes. For instance, 
operators that were to choose solu4ons that involve periodic opera4onal costs beyond the ini4al provision of 
equipment should bear full responsibility for such autonomous business decisions, as it would be unfair, 
unreasonable, and dispropor4onate for manufacturers to bear the risk of any business decision taken by third par4es.  
 
The measures would also be dispropor4onate by having an excessive impact on tobacco manufacturers. Notably, 
Ar4cle 3(8) and (9) of the Royal Decree, if amended, would significantly expand the burden and costs imposed on 
tobacco manufacturers. Consequently, tobacco manufacturers would need to significantly re-organise and modify 
their trading processes only for the Belgian market, which would lead to market fragmenta4on and go beyond what 
is necessary to establish a well-func4oning T&T system as specified under Ar4cle 15 of the TPD.  
 
The TPD sought to harmonise the EU rules for tobacco products. Belgium now seeks to regulate differently, on its 
own ini4a4ve, which would fragment the internal market, pose significant challenges to operators on the EU 
internal market, and create unnecessary barriers to trade. Any significant devia4on from the rules harmonised by 
the TPD would lead to a disparity of requirements, crea4ng unequal condi4ons for manufacturers opera4ng in 
different EU Member States, and would risk jeopardising the very objec4ve of harmonisa4on in the EU internal 
market. 
 
The envisaged measure, by which products that do not figure on the list of validated products may not obtain a 
Unique Iden4fier, would become a trade access barrier. While, in theory, this requirement could be complied with 
for products des4ned for the Belgian market, as these products must figure on the list of validated products, it could 
create a significant problem for products manufactured in Belgium and being shipped through Belgium, but 
des<ned for other EU Member States’ markets or exported to third country markets, products which would not or 
not necessarily figure on the list of validated products and for which it would become impossible to comply with the 
mandatory TPD requirements.  
 
Finally, the amendments foreseen to Belgium’s Royal Decree should also be considered in view of Belgium’s and the 
EU’s interna4onal trade commitments, as certain elements of the proposed rules, notably that tobacco products 
must appear on the list of validated products in order to obtain a Unique Iden4fier, could be perceived as technical 
regula<ons posing unnecessary barriers to trade contrary to Ar<cle 2.2 of the TBT Agreement. So far, Belgium (i.e., 
the EU) has not no<fied the draQ Royal Decree to the WTO, thus not informing other WTO Members of the dra8 
Royal Decree and depriving them of their right to submit comments and try to minimise the trade restric4ve and 
dispropor4onate features or effects of the proposed measure. 
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Tobacco Europe, its members and Philip Morris Interna4onal respecfully request Belgium to reconsider its dra8 
Royal Decree and maintain the harmonised EU approach to the transposi4on of the relevant TPD legal requirements 
in line with other EU Member States, so as to not fragment the EU market, not impact the current well-func4oning 
SPOC framework, not trigger dispropor4onate challenges for tobacco manufacturers, and not impact supply chains 
across the EU in a way that is arguably contrary to EU law and to the EU’s interna4onal trade obliga4ons.  
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1. Introduc2on 
 
On 14 May 2024, Belgium no4fied a dra8 Royal Decree amending the Belgian Royal Decree of 7 April 2019 on the 
traceability and safety features of tobacco products to the European Commission and to EU Member States through 
the EU’s Technical Regula4ons Informa4on System (TRIS).2 
 
The dra8 Royal Decree and the envisaged changes to the track and trace system would have a significant impact on 
the current well-func4oning framework, would lead to important challenges for economic operators, including for 
tobacco manufacturers, and might impact supply chains across the EU. We believe that the dra8 Royal Decree clearly 
conflicts with the EU’s Tobacco Products Direc4ve (hereina8er, TPD), raises issues of compliance with EU law, and 
appears inconsistent with certain interna4onal trade principles and obliga4ons. 
 
On the basis of the above considera4ons, as further detailed below, we respecfully request Belgium to reconsider 
its dra8 Royal Decree and maintain the harmonised approach to the transposi4on of the relevant EU legal 
requirements in line with other EU Member States.  
 
 
2. Background and context 
 
Belgium intends to amend its transposi4on of certain elements of the EU’s Tobacco Products Direc4ve (TPD).3 
 
The TPD regulates the sale and marke4ng of tobacco products in the EU. Ar4cle 15 on ‘Traceability’ requires the 
establishment of a tracking and tracing system for tobacco products in the EU, which aims at comba4ng 
counterfei4ng and illicit trade by requiring all tobacco products to be marked with a Unique Iden4fier (UI).  
 
The Unique Iden4fier allows to track the movement of tobacco products from the manufacturer to the last economic 
operator before the first retail outlet, providing informa4on on the date and place of manufacture, the intended 
market, and the shipment route.  
 
Paragraphs 5 and 6 of Ar4cle 15 of the TPD provide that: 
 

“5. Member States shall ensure that all economic operators involved in the trade of tobacco products, 
from the manufacturer to the last economic operator before the first retail outlet, record the entry of 
all unit packets into their possession, as well as all intermediate movements and the final exit of the 
unit packets from their possession. This obligaIon may be complied with by the marking and recording 
of aggregated packaging such as cartons, mastercases or pallets, provided that the tracking and 
tracing of all unit packets remains possible. 
 
6. Member States shall ensure that all natural and legal persons engaged in the supply chain of tobacco 
products maintain complete and accurate records of all relevant transacIons”. 

 
In most relevant part, Ar4cle 15(7) of the TPD provides that: 
 

“Member States shall ensure that the manufacturers of tobacco products provide all economic 
operators involved in the trade of tobacco products, from the manufacturer to the last economic 

 
2 Dra% Royal Decree amending the Royal Decree of 7 April 2019 on the traceability and safety features of tobacco products, as no?fied through 
the EU’s Technical Regula?ons Informa?on System (TRIS), No?fica?on 2024/0257/BE (Belgium), available at hOps://technical-regula?on-
informa?on-system.ec.europa.eu/en/no?fica?on/25882 (accessed 30 July 2024). 
3 Direc?ve 2014/40/EU of the European Parliament and of the Council of 3 April 2014 on the approxima?on of the laws, regula?ons and 
administra?ve provisions of the Member States concerning the manufacture, presenta?on and sale of tobacco and related products and repealing 
Direc?ve 2001/37/EC, available at hOps://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02014L0040-20231023 (accessed 30 July 
2024).  

https://technical-regulation-information-system.ec.europa.eu/en/notification/25882
https://technical-regulation-information-system.ec.europa.eu/en/notification/25882
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02014L0040-20231023
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operator before the first retail outlet, including importers, warehouses and transporIng companies, 
with the equipment that is necessary for the recording of the tobacco products purchased, sold, stored, 
transported or otherwise handled. That equipment shall be able to read and transmit the recorded data 
electronically to a data storage facility pursuant to paragraph 8” (emphasis added). 

 
The informa4on related to the tracking and tracing system is stored electronically by a third party and can be accessed 
by authorised bodies. 
 
Commission ImplemenIng RegulaIon (EU) 2018/574 of 15 December 2017 on technical standards for the 
establishment and operaIon of a traceability system for tobacco products provides further details for the 
implementa4on of the traceability system.4 Commission ImplemenIng RegulaIon (EU) 2018/574 supplements the 
TPD by outlining the technical specifica4ons for the mandatory tracking and tracing system for tobacco products. 
Inter alia, Commission ImplemenIng RegulaIon (EU) 2018/574 mandates a secure data storage system overseen by 
an independent body to store the collected informa4on. 
 
Notably, Ar4cle 30 of Commission ImplemenIng RegulaIon (EU) 2018/574 on ‘Costs of the repositories system’ 
outlines how the costs of the repository system are to be divided between manufacturers, importers, and repository 
providers: 
 

“1. All ordinary costs related to the repositories system referred to in ArIcle 24(1), including those that 
arise from its establishment, operaIon and maintenance, shall be borne by manufacturers and 
importers of tobacco products. Those costs shall be fair, reasonable, and proporIonate: (a) to the 
services rendered; and (b) to the amount of unit level UIs requested over a given period of Ime. 
 
2. The ordinary costs, as applicable, of establishing, operaIng and maintaining the secondary 
repository and the router shall be passed onto the manufacturers and importers of tobacco products 
through the costs charged to them by the providers of the primary repositories. 
 
3. All extraordinary costs related to the reprocessing operaIons referred to in ArIcle 28(4) charged by 
the provider of the secondary repository to the provider of the primary repository that made the 
request shall be fair, reasonable and proporIonate to the services rendered. The provider of the 
secondary repository shall however itself bear any extraordinary costs of the reprocessing operaIons 
referred to in ArIcle 28(4) to the extent that it is responsible for the causes leading to the reprocessing 
operaIons” (emphasis added). 

 
According to Ar4cle 32 of Commission ImplemenIng RegulaIon (EU) 2018/574, the obliga4on to register and 
transmit traceability data to the repository system lies with the economic operator in possession of the goods.  
 
Belgium’s transposi4on 
 
Belgium has transposed the TPD’s provisions on the traceability of tobacco products in the Royal Decree on 
traceability and security features for tobacco products of 7 April 2019 (hereina8er, Royal Decree).5 
 
Notably, Ar4cle 3 on ‘Unique IdenIfier’ outlines the requirements for a UI that must be affixed to each unit of tobacco 
packaging placed on the market. The UI is used to track the movement of tobacco products from the manufacturer 
to the last operator before the first retailer. Ar4cle 3(1) and (7) provide that:  
 

 
4 Commission Implemen?ng Regula?on (EU) 2018/574 of 15 December 2017 on technical standards for the establishment and opera?on of a 
traceability system for tobacco products, available at hOps://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02018R0574-20231221 
(accessed 30 July 2024).  
5 Arrêté royal rela?f à la traçabilité et aux disposi?fs de sécurité des produits à base de tabac du 7 avril 2019, available at 
hOps://www.health.belgium.be/sites/default/files/uploads/fields/fpshealth_theme_file/2019_04_07_ar_tracabilite.pdf (accessed 30 July 2024). 

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02018R0574-20231221
https://www.health.belgium.be/sites/default/files/uploads/fields/fpshealth_theme_file/2019_04_07_ar_tracabilite.pdf
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“§ 1. Each unit packet of tobacco products placed on the market shall bear a unique idenIfier.  
In order to ensure the integrity of the idenIfier, the idenIfier shall be printed or affixed in an 
irremovable, indelible manner, and shall not be concealed or interrupted in any way, including by fiscal 
signs or price labels, or by the opening of the unit packet. 
 
§ 7. Manufacturers of tobacco products shall provide all economic operators involved in the trade of 
such products from the manufacturer to the last economic operator before the first retailer, including 
importers, warehouses and transport companies, with the necessary equipment to record tobacco 
products purchased, sold, stored, transported or otherwise handled. This equipment shall enable the 
recorded data to be read and transmiZed in electronic form to a data storage facility referred to in 
ArIcle 4 of this Decree.  
In order to ensure the compaIbility of the equipment supplied by manufacturers of tobacco products, 
economic operators shall define the technical characterisIcs of the equipment they need in the context 
of the implementaIon of this Order, as regards both the necessary hardware and so\ware” (emphasis 
added). 

 
Thus, with respect to the provision of equipment, Belgium followed the text of the TPD and pursued a very literal 
transposi4on of the requirements. It should be noted that the second subparagraph to Ar4cle 3(7) of the Royal 
Decree addi4onally requires economic operators “to define the technical characterisIcs of the equipment they need 
in the context of the implementaIon of this Order, as regards both the necessary hardware and so\ware”, which is 
not foreseen under Ar4cle 15 of the TPD.  
 
On 14 May 2024, the Government of Belgium no4fied a dra8 Royal Decree amending the Royal Decree through the 
EU’s Technical Regula4ons Informa4on System (hereina8er, TRIS).6 The no4fied amendments foresee the following 
changes to Ar4cle 3 of the Royal Decree (addi4ons underlined): 
 

“§ 1. Each unit packet of tobacco products placed on the market shall bear a unique idenIfier.  
Tobacco products which do not appear on the list of validated products published by the Service on its 
website in accordance with ArIcle 4, § 11, of the Royal Decree of 3 March 2024 on the manufacture 
and markeIng of tobacco products and herbal products for smoking cannot obtain a unique idenIfier.  
(…) 
§ 8. Manufacturers of tobacco products shall provide all economic operators involved in the trade of 
such products from the manufacturer to the last economic operator before the first retailer, including 
importers, warehouses and transport companies, with the necessary equipment (current and future) 
to record tobacco products purchased, sold, stored, transported or otherwise handled. This equipment 
shall enable the recorded data to be read and transmiZed in electronic form to a data storage facility 
referred to in ArIcle 4 of this Decree.  
In order to ensure the compaIbility of the equipment supplied by manufacturers of tobacco products, 
economic operators shall define the technical characterisIcs of the equipment they need in the context 
of the implementaIon of this Order, as regards both the necessary hardware and so\ware. 
§ 9. The costs associated with the operaIon of the traceability system shall be reimbursed to economic 
operators by tobacco manufacturers. These costs shall include, inter alia, staff costs, equipment 
renewal and maintenance costs, and so\ware costs”. 

 
According to Belgium’s TRIS no4fica4on, these amendments aim at avoiding “any risk of legal uncertainty regarding 
the costs of the traceability system” and to “provide explicitly that manufacturers of tobacco products must bear, in 
addiIon to the costs already reimbursed under the current SPOC, all costs (direct and indirect) related to the 
traceability system for tobacco products”. 
 
In simple terms, Belgium foresees the following changes:  

 
6 Dra% Royal Decree amending the aforemen?oned as no?fied by TRIS No?fica?on 2024/0257/BE (Belgium), available at hOps://technical-
regula?on-informa?on-system.ec.europa.eu/en/no?fica?on/25882 (accessed 30 July 2024). 

https://technical-regulation-information-system.ec.europa.eu/en/notification/25882
https://technical-regulation-information-system.ec.europa.eu/en/notification/25882
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• The introduc4on of a new requirement providing that, in order to obtain a Unique Iden4fier, tobacco 

products must figure on Belgium’s list of validated products (Ar4cle 3(1) of the Royal Decree, if 
amended) 
 

• The extension of the obliga4on to provide track and trace equipment to “current and future” (Ar4cle 
3(8) of the Royal Decree, if amended) 

 
• The introduc4on of a new obliga4on for manufacturers to reimburse economic operators the costs 

associated with the opera4on of the traceability system, inter alia, staff costs, equipment renewal 
and maintenance costs, and so8ware costs (Ar4cle 3(9) of the Royal Decree, if amended) 

 
A more detailed overview of the alloca4on of obliga4ons in the framework of the track and trace system and of the 
func4oning of the Single-Point-Of-Contact (hereina8er, SPOC) is provided in the Appendix to this submission.  
 
 
3. Legal review 
 
We believe that the amendments foreseen by Belgium’s dra8 Royal Decree are inconsistent with the relevant legal 
provisions at the EU and interna4onal level. Notably, we see:   
 

• Evident conflicts and inconsistencies with the EU’s Tobacco Products Direc4ve (TPD); 
 

• Evident conflicts and inconsistencies with EU law more in general; and 
 

• Evident conflicts and inconsistencies with interna4onal trade commitments and obliga4ons.  
 
 
3.1 Conflicts with the EU’s Tobacco Products Direc2ve (TPD) 
 
First of all, and most evidently, we consider that Belgium’s envisaged amendments to the Royal Decree are in conflict 
with the TPD and its transposi4on across all other EU Member States, taking into account the wording of the 
provision at issue, as well as its specific context and related objec4ves in accordance with the established method of 
EU legal interpreta4on 7.  
 
 
3.1.1 The obliga2on is limited to the provision of equipment 
 
We consider the introduc4on of a new obliga4on for manufacturers to reimburse economic operators the costs 
associated with the opera4on of the traceability system, inter alia, staff costs, equipment renewal and maintenance 
costs, and so8ware costs in Ar4cle 3(8) and (9) of the Royal Decree to contradict Ar4cle 15(7) of the TPD. 
 
In very simple and clear terms, Ar<cle 15(7) of the TPD requires tobacco manufacturers to provide equipment to 
economic operators that is necessary for the recording of the tobacco products purchased, sold, transported, or 
otherwise handled. Thus, it appears that this provision is clear in that it only requires tobacco manufacturers to 
provide the necessary equipment. It does not require manufacturers to cover any further opera4ng costs of other 
economic operators including costs related to the equipment already provided, its maintenance, or the related staff 
costs, or any future costs of any kind. 
 

 
7 Please refer to Case C-425/17 Günter Hartmann Tabakvertrieb, para 18 
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With respect to the opera4ng costs, it should also be noted that, from a prac4cal perspec4ve, it would be 
extraordinarily difficult to separate the share of the opera4ng costs associated with the track and trace system from 
the opera4ng costs of supply chain operators’ broader logis4cal opera4ons. 
 
Ar4cle 3(9) of Belgium’s Royal Decree, if amended, would provide that “the costs associated with the operaIon of 
the traceability system shall be reimbursed to economic operators by tobacco manufacturers” and that these “costs 
shall include, inter alia, staff costs, equipment renewal and maintenance costs, and so\ware costs”.  
 
In relation to the costs for software licenses, the European Commission’s Regulatory Scrutiny Board issued an 
opinion on Commission Implementing Regulation on technical standards for the establishment and operation of a 
traceability system for tobacco products and provides some relevant elements of explanations.8 In an Annex to the 
Opinion, the Board makes a distinction between the different types of costs related to the track and trace system, 
namely between capital expenditure (CAPEX), which refers to funds used by a company to acquire or upgrade 
physical assets, and operational expenditure (OPEX), which refers to funds spent on a day-to-day basis in order to 
run a business or system.9 In the same Annex, it is clearly stated that license costs represent operational costs 
(OPEX).10 Therefore, opera4onal costs, since so8ware license costs are classified as OPEX by the European 
Commission, should be covered by the economic operators taking part in the supply chain of tobacco products.  
 
Finally, it should be underlined that Belgium’s measure would create legal uncertainty instead of the allegedly 
pursued legal certainty, in that it does not comprehensively define the scope of the reimbursement obliga4on by 
only providing examples, referring to “costs associated with the operaIon of the traceability system, inter alia, staff 
costs, equipment renewal and maintenance costs, and so\ware costs” (emphasis added).  
 
 
3.1.2 There should be no indefinite obliga2on for tobacco manufacturers 
 
Ar4cle3(8) of Belgium’s Royal Decree, if amended, would provide that “Manufacturers of tobacco products shall 
provide all economic operators involved in the trade of such products from the manufacturer to the last economic 
operator before the first retailer, including importers, warehouses and transport companies, with the necessary 
equipment (current and future)” (addi4on emphasised), evidently expanding the obliga4on to provide equipment in 
the future. 
 
Article 15(7) of the TPD does not contain an obligation for tobacco manufacturers to cover continuously the 
operational costs incurred by economic operators, namely economic operators that are responsible under the TPD 
and EU Member States’ law to collect and transmit data. Ar4cle 15(7) of the TPD clearly limits the obliga4on of 
tobacco manufacturers to the provision of equipment only. While not further defining what the provision of 
equipment entails, the TPD and Commission ImplemenIng RegulaIon (EU) 2018/574 contain various obliga4ons 
referring to the coverage of all costs related to a specific obliga4on. This is not the case with respect to the equipment, 
where tobacco manufacturers are only obliged to provide the equipment.  
 

 
8 REGULATORY SCRUTINY BOARD OPINION, Commission Implemen?ng Regula?on on technical standards for the establishment and opera?on of 
a traceability system for tobacco products and Commission Implemen?ng Decision on technical standards for security features applied to tobacco 
products, 15 December 2017, available at hOps://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=PI_COM:SEC(2017)531&from=EL (accessed 
30 July 2024). 
9 REGULATORY SCRUTINY BOARD OPINION, Commission Implemen?ng Regula?on on technical standards for the establishment and opera?on of 
a traceability system for tobacco products and Commission Implemen?ng Decision on technical standards for security features applied to tobacco 
products, 15 December 2017, Annex B, p. 35, available at hOps://eur-lex.europa.eu/legal-
content/EN/TXT/PDF/?uri=PI_COM:SEC(2017)531&from=EL (accessed 30 July 2024). 
10 REGULATORY SCRUTINY BOARD OPINION, Commission Implemen?ng Regula?on on technical standards for the establishment and opera?on of 
a traceability system for tobacco products and Commission Implemen?ng Decision on technical standards for security features applied to tobacco 
products, 15 December 2017, Annex B, p. 37, available at hOps://eur-lex.europa.eu/legal-
content/EN/TXT/PDF/?uri=PI_COM:SEC(2017)531&from=EL (accessed 30 July 2024). Each set of ac?vi?es includes: 1) Capital costs (equipment 
and infrastructures, including installa?on); and 2) Opera?onal costs (repair and maintenance, supplies, office and facility expenses, salaries and 
wages, and licences and registra?on). 

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=PI_COM:SEC(2017)531&from=EL
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=PI_COM:SEC(2017)531&from=EL
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=PI_COM:SEC(2017)531&from=EL
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=PI_COM:SEC(2017)531&from=EL
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=PI_COM:SEC(2017)531&from=EL
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While it is clear that tobacco manufacturers must provide the necessary equipment, their obliga4on is fulfilled once 
the equipment has indeed been provided. Given that the TPD did not provide further rules or guidance regarding the 
implementa4on of this obliga4on, tobacco manufacturers established their own system, which does not foresee the 
physical provision of the necessary equipment, but a system of compensa4on that allows economic operators to 
purchase the equipment of their choice. Given this approach, which has been successfully in place for several years 
(see Appendix), tobacco manufacturers have fulfilled their obliga4on under Ar4cle 15(7) of the TPD once they have 
reimbursed the economic operator. The provision of the equipment should always be limited to such ini4al provision 
and should not extend to instances where operators require new equipment due to any other reasons, such as 
negligent conduct, misuse or the8. 
 
Such interpreta4on, namely limi4ng the provision of equipment to the ini4al provision, is supported by various 
documents detailing the func4oning of the traceability system and is confirmed by the transposi4on in all other EU 
Member States. Notably, the European Commission’s Inception Impact Assessment regarding the implementation 
of Articles 15 and 16 of the TPD demonstrates that the European Commission assumed a division of the obligations 
resting on manufacturers and on other economic operators, which is based on a differentiation between the 
obligations during the deployment phase and the operational phase. During the deployment phase, the European 
Commission clearly refers to, inter alia, the manufacturers’ obligation to provide equipment, while other economic 
operators are responsible for the integration of the equipment into their procedures. More specifically, the Inception 
Impact Assessment provides that:  
 

“Stakeholders affected during the deployment phase: 
• Manufacturers – will have to adapt the production lines in order to print or affix a unique identifier and a 

security feature and adapt the procedures/infrastructure to provide the information related to the unique 
identifier. They will also have to provide all other economic operators involved in the trade of tobacco 
products (before the first retail outlet) with the equipment that is necessary for the recording of the tobacco 
products purchased, sold, stored, transported or otherwise handled. 

• Importers – will have to secure that the supplies from non-EU manufacturers comply with Articles 15 and 
16 of the TPD. 

• Wholesalers and distributors will have to adapt their procedures in line with the tracking and tracing 
requirements (e.g. the entry and exit scanning of the products). 

• Public authorities – will have to take the measures necessary for implementation and overview of the 
system deployment and to create any necessary links between the system and other parts of the control 
environment. 

• Suppliers of equipment and services – will be asked for the supply of equipment and services necessary in 
the deployment phase, including the establishment of the data storage facility(ies) for all the relevant data. 

• Transport – may be, depending on the ultimate design of the system, affected in a similar way to 
wholesalers and distributors; however the scope of required actions may be very limited given the likely 
overlaps with wholesalers and distributors (e.g. the same tracking and tracing event may not need to be 
recorded twice)”.11 

 
During the operational phase, namely the phase when the system is in operation, the European Commission no 
longer refers to any obligation of manufacturers in relation to the provided equipment. Rather, it underlines the 
obligation of other economic operators regarding the recording of data on the movement of goods. This 
differentiation clearly shows that the European Commission intended from the outset to limit the provision of 
equipment obligation only to the deployment phase and not perpetually. 
 

“Stakeholders affected in the operational phase: 
• Manufacturers – will have to adapt to a system of printing, affixing and verifying a unique identifier and a 

security feature and of recording the moves of tobacco products and the related information. Their legal sales 
will be better protected from counterfeit and other illicit sales. 

• Wholesalers and distributors – will have to record the moves of tobacco products and the related information. 

 
11 European Commission, Incep?on Impact Assessment, Implemen?ng and delegated acts under Ar?cles 15(11), 15(12) and 16(2) of the Tobacco 
Products Direc?ve 2014/40/EU, 5 July 2016, p. 4-5, available at hOps://ec.europa.eu/smart-
regula?on/roadmaps/docs/2015_sante_694_695_696_ia_da_tpd_en.pdf (accessed 30 July 2024). 

https://ec.europa.eu/smart-regulation/roadmaps/docs/2015_sante_694_695_696_ia_da_tpd_en.pdf
https://ec.europa.eu/smart-regulation/roadmaps/docs/2015_sante_694_695_696_ia_da_tpd_en.pdf
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• Public authorities – will have to oversee and control the operations of the system, and be able to replicate the 
data for systematic use in control and risk management tasks. The existence of the system is likely to create 
savings in terms of higher efficiency of the control measures and the cross-border compatibility of the 
systems. Public health will gain from the reduction of illicit trade and the consequent lower accessibility of 
the products not in compliance with the TPD requirements and being sold at artificially low prices. As a 
positive side effect, the fiscal authorities may expect an increase in the tax revenues from the legal sales. 

• Retailers – will have better reassurance about the legal status of their products. 
• Consumers – will have access to more controlled products. 
• Suppliers of equipment and services – will service the equipment and provide other services required for the 

functioning of the system, including the data storage. 
• Transport – may be, depending on the ultimate design of the system, affected in a similar way to wholesalers 

and distributors; however the scope of required actions may be very limited given the likely overlaps with 
wholesalers and distributors (e.g. the same tracking and tracing event may not need to be recorded twice)”.12 

 
In order to function, the EU TPD’s track and trace system requires the engagement and compliance from all actors 
in the supply chain, not only from tobacco manufacturers. Economic operators beyond the tobacco manufacturers 
are entrepreneurs and, as such, they must assume responsibility for the business choices they make and the relevant 
costs of doing business in this sector. In this sense, it must be highlighted that all operators were free to choose how 
to organise compliance with the traceability obligations. Operators that were to choose solutions that involve 
periodic operational costs beyond the initial provision of the equipment should bear full responsibility for this 
autonomous business decision, as it would be unfair, unreasonable, and disproportionate for manufacturers to bear 
the risk of any business decision taken by third parties.  
 
Given the involvement of the economic operators from manufacturing to the last economic operator before the first 
retail outlet, there is and must be a shared obliga<on borne by tobacco manufacturers and by other economic 
operators, which would be dispropor<onately amended by Belgium’s envisaged regulatory changes.  
 
The TPD places obliga4ons on all economic operators involved in the trade of tobacco products, all of which 
par4cipate in the track and trace system. According to Ar4cle 15(5) of the TPD and Ar4cles 32 and 33 of Commission 
ImplemenIng RegulaIon (EU) 2018/574, the obliga4on to register and transmit traceability data to the repository 
system rests with the economic operator in possession of the goods (e.g., distributors, wholesalers etc.). 
Consequently, these operators must also assume the costs related to their business ac4vi4es that have not been 
assigned to the manufacturers and importers by TPD or by Commission ImplemenIng RegulaIon (EU) 2018/574. 
 
Such interpreta4on is supported by various documents detailing the func4oning of the traceability system and is 
confirmed by the transposi4on in all other EU Member States. Prior to the application of the traceability rules and 
in the context of the preparation of the relevant implementing rules, the European Commission’s Report on the 
Analysis and Feasibility Assessment Regarding EU T&T systems of March 2015 clarified that, while certain costs 
would be borne by tobacco manufacturers, certain costs would have to be assumed by the other economic operators 
in the supply chain as a cost of doing business.13 More specifically, the report provides that, except for the investment 
in equipment, which is required from tobacco manufacturers, the operational impact of compliance with the 
scanning and transmitting requirements would be expected to have an impact on the business processes of the 
economic operators involved in the trade of tobacco other than the tobacco manufacturers.14 
 
 

 
12 European Commission, Incep?on Impact Assessment, Implemen?ng and delegated acts under Ar?cles 15(11), 15(12) and 16(2) of the Tobacco 
Products Direc?ve 2014/40/EU, 5 July 2016, p. 5, available at hOps://ec.europa.eu/smart-
regula?on/roadmaps/docs/2015_sante_694_695_696_ia_da_tpd_en.pdf (accessed 30 July 2024). 
13 European Commission, Analysis and Feasibility Assessment Regarding EU systems for Tracking and Tracing of Tobacco Products and for Security 
Features, Final Report, p. 218, available at hOps://health.ec.europa.eu/system/files/2016-11/2015_tpd_tracking_tracing_frep_en_0.pdf 
(accessed 30 July 2024).  
14 The report provides that: “While TPD ArTcle 15(7) takes into account that the compliance burden for distributors is at least parTally shiYed to 
manufactures, it is anTcipated that beyond the investment in equipment for the operaTon of the traceability soluTon itself, that the operaTonal 
impact on business processes to comply with requirements to record the receipt, movement and dispatch of tobacco products may result in some 
operators determining that the cost of the impact does not jusTfy the revenue contribuTons of tobacco products in their distribuTon por]olio”.  

https://ec.europa.eu/smart-regulation/roadmaps/docs/2015_sante_694_695_696_ia_da_tpd_en.pdf
https://ec.europa.eu/smart-regulation/roadmaps/docs/2015_sante_694_695_696_ia_da_tpd_en.pdf
https://health.ec.europa.eu/system/files/2016-11/2015_tpd_tracking_tracing_frep_en_0.pdf
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3.1.3 The EUTPD does not contemplate the reimbursement of costs 
 
Ar4cle 3(9) of Belgium’s Royal Decree, if amended, would provide that “the costs associated with the operaIon of 
the traceability system shall be reimbursed to economic operators by tobacco manufacturers” and that these “costs 
shall include, inter alia, staff costs, equipment renewal and maintenance costs, and so\ware costs”.  
 
On the mere basis of the TPD and current transposi4ons across EU Member States, tobacco manufacturers would be 
legally allowed to physically provide the necessary equipment to the other relevant economic operators. For 
purposes of facilita4on and given the considerable number of operators involved, tobacco manufacturers set up the 
SPOC, which provides economic operators with the possibility to purchase themselves the relevant equipment, but 
to be compensated for such purchase by the tobacco manufacturers. This system was en4rely set up on a private 
basis to allow for the proper and efficient implementa4on of the legal requirements.  
 
Notably, the TPD and current transposi4ons across EU Member States do not rely on any concept of reimbursement 
but require tobacco manufacturers to “provide” equipment. The SPOC approach was developed by tobacco 
manufacturers in their pursuit of finding a prac4cal way of implemen4ng the obliga4on of  providing equipment. 
Belgium now intends to introduce the concept of “reimbursement” into its legal framework, leading to a 
misalignment of the TPD and the Belgian transposi4on. This could cons4tute an important precedent of EU Member 
States developing different approaches to implement the obliga4ons under the TPD, jeopardising the current 
framework, which has proved workable and simple to use.  
 
 
3.1.4 The role of the Sub-Group on ‘Traceability and Security Features’ 
 
While we recognise the relevance and importance of the Expert Sub-Group on “Traceability and Security Features”, 
composed of officials from the European Commission and from EU Member States, we object to referring to this 
Sub-Group as an alternative legislator or, at least, delivering the blueprint for legislative or regulatory initiatives by 
individual EU Member States.  
 
With respect to the envisaged amendments of the Royal Decree, Belgium largely relies on discussions within the 
EU’s Expert Sub-Group on “Traceability and Security Features”. More specifically, in its notification, Belgium notes 
that:  
 

“During the meetings of the expert sub-group on “Traceability and safety features” on which the European 
Commission and the Member States jointly sit, it was clarified that the obligation to reimburse tobacco tracing 
equipment is not limited to a single payment for the purchase of equipment. On the contrary, it is a permanent 
and continuous obligation on the part of manufacturers of tobacco products. 
 
The report of 14 February 2019 states as follows: “The group agreed that a one-time payment to economic 
operators would not be compliant with the obligations set out in that provision. (…). Reading and transmitting of 
data was an ongoing obligation that applied to economic operators for as long as they would be involved in the 
trade of tobacco products. The group regarded it was unlikely that any equipment provided would be able to fulfil 
this obligation over a longer period without requiring maintenance, or even replacement.” 
 
The additional costs necessary to maintain, refurbish or replace the installed equipment therefore also fall under 
the obligation to reimburse the tobacco manufacturer. The maintenance, refurbishment and replacement of 
equipment is indeed necessary to enable economic operators to register tobacco products, and therefore fall 
within the scope of the obligation on manufacturers of tobacco products to provide all economic operators 
involved in the trade in those products with the equipment necessary to register those products. The related costs 
must therefore be considered necessary for the registration of tobacco products within the meaning of Article 
15(7) of the Tobacco Directive”.15 

 
15 TRIS, No?fica?on Detail, Royal Decree amending the Royal Decree of 7 April 2019 on the traceability and safety features of tobacco products, 
available at hOps://technical-regula?on-informa?on-system.ec.europa.eu/en/no?fica?on/25882 (accessed 30 July 2024). 

https://technical-regulation-information-system.ec.europa.eu/en/notification/25882
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On this basis, Belgium then concludes in its notification that: 
 

“In order to avoid confusion and any risk of legal uncertainty regarding the costs of the traceability system, it is 
appropriate to amend the Royal Decree of 7 April 2019 and to provide explicitly that manufacturers of tobacco 
products must bear, in addition to the costs already reimbursed under the current SPOC, all costs (direct and 
indirect) related to the traceability system for tobacco products. It will then be up to economic operators to agree 
how these costs are to be borne by manufacturers of tobacco products, for example through a fixed fee per unit 
of sale of tobacco products”.16 

 
Despite being a relevant forum for discussion, the Expert Sub-Group on “Traceability and Security Features” does 
not have any authority to legislate and regulate and should not serve as a ‘blueprint’ for regulatory changes by 
individual EU Members States, without first consulting with the other EU Member States on a harmonised approach. 
If the European Commission and EU Member States gathered in the Expert Sub-Group were to identify an issue in 
the applicable legislation, such as in the TPD and related transposition measures in EU Member States, such issue 
should be collectively addressed at the EU level and then implemented in a harmonised way across all EU Member 
States.  
 
 
3.2 Conflicts with general EU law 
 
Beyond the evident issues with respect to the TPD and the transposi4ons in other EU Member States, there are also 
a number of more general EU law considera4ons that should be factored in. 
 
The amendments pursued by Belgium contradict provisions of the Treaty on the Func4oning of the EU (hereina8er, 
TFEU) on the harmonisa4on and approxima4on of rules within the EU Single Market, as well as the provisions on the 
free movement of goods, and contradict general principles of EU law, notably on propor4onality.  
 
 
3.2.1 Propor2onality  
 
The general principles of EU law include the principle of propor4onality, set out in Ar4cle 5 of the Treaty on European 
Union (TEU) and Ar4cle 52 of the Charter of Fundamental Rights of the European Union, and recognised by the Court 
of Jus4ce of the EU (CJEU) as a general principle of EU law.17 
 
According to this principle, measures adopted by EU ins4tu4ons must not exceed the limits of what is appropriate 
and necessary in order to amain the objec4ves legi4mately pursued by the legisla4on in ques4on. This principle must 
also be applied to the transposi4on of EU legal instruments into na4onal EU Member States’ legal systems. 
Depending on the measure and the legal provisions at issue, the considera4ons by the CJEU have varied over 4me, 
but can be summarised in a three-step test: 
 

1) Whether the measure is appropriate to amain a legi4mate objec4ve? 
 

2) Whether the measure is beyond necessary / Whether there are any less restric4ve means to achieve 
it? 

 
3) Whether the measure has an excessive impact on the applicant’s interests? 

 

 
16 TRIS, No?fica?on Detail, Royal Decree amending the Royal Decree of 7 April 2019 on the traceability and safety features of tobacco products, 
available at hOps://technical-regula?on-informa?on-system.ec.europa.eu/en/no?fica?on/25882 (accessed 30 July 2024). 
17 See for instance paragraph 13 of C-331/88 R v Minister of Agriculture, Fisheries and Food ex parte Fedesa, available at hOps://eur-
lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A61988CJ0331 (accessed 30 July 2024).  

https://technical-regulation-information-system.ec.europa.eu/en/notification/25882
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A61988CJ0331
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A61988CJ0331
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Legi4mate objec4ve?  
 
Belgium’s dra8 Royal Decree pursues the stated objec4ve of avoiding “confusion and any risk of legal uncertainty 
regarding the costs of the traceability system”.18 As noted above, Ar4cle 15(7) of the TPD, as currently transposed by 
Belgium in Ar4cle 3(7) of the Royal Decree, it appears clear in that it only requires the provision of the equipment.  
 
Beyond necessary / less restric4ve means 
 
This proposed amendments and addi4onal requirements appear unnecessary and more restric<ve than necessary, 
given that the system currently func4ons well without such requirements. This concerns the significant expansion of 
the costs to be borne by tobacco manufacturers, as well as the requirement for tobacco products to figure on 
Belgium’s list of validated products in order to obtain a Unique Iden4fier. 
 
Less restric<ve and less ‘business invasive’ alterna<ve means are clearly available, given that the system currently 
in place in Belgium and throughout the EU works well, has been delivering effec4ve ‘tracking and tracing’, has not 
placed a dispropor4onate burden on economic operators, and has allowed EU Member States and the tobacco 
industry to pursue the underlying objec4ve of figh4ng illicit trade. 
 
Excessive impact 
 
The measures proposed by Belgium to amend the Royal Decree are dispropor4onate, as they have an excessive 
impact on tobacco manufacturers. Notably, Ar4cle 3(8) and (9) of the Royal Decree, if amended, would significantly 
expand the burden and costs imposed on tobacco manufacturers. Consequently, this would require tobacco 
manufacturers to significantly re-organise and modify their trading processes only for the Belgian market, which is 
beyond what is necessary to establish a well-func4oning tracking and tracing system as specified under Ar4cle 15 of 
the TPD. 
 
Implemen4ng the requirements of Ar4cle 3(8) and (9) of the Royal Decree, if amended, would be prohibi<vely costly 
and unworkable for manufacturers, since the envisaged amendments would require manufacturers to not only 
reimburse the provision of the equipment necessary for compliance with the traceability requirements, but would 
also extend the reimbursement to any “costs associated with the operaIon of the traceability system”, such as “staff 
costs, equipment renewal and maintenance costs, and so\ware costs”. 
 
Notably, the monitoring, calcula4on, and review of these costs would be impossible or complex and costly on the 
part of the tobacco manufacturers, as there would be, de facto, no limits to such costs. In fact, economic operators 
might not have incen4ves to manage costs efficiently if they know that they would be reimbursed, poten4ally leading 
to inflated costs and, consequently, poten4ally nega4vely impac4ng consumers due to the impact on pricing across 
the supply chain. 
 
Thus, the proposed measure would lead to significant commercial unpredictability for tobacco manufacturers. 
Addi4onally, tobacco manufacturers would not be able to influence several of these cost items, especially as they 
relate to equipment maintenance, staff costs, so8ware development or licenses, or so8ware and hardware 
parameters. The cost of performing a legi4mate business ac4vity in Belgium would be outside of the control of 
tobacco manufacturers, crea4ng unstable condi4ons for them. 
 
As noted above, in addi4on to the obliga4on to provide the necessary equipment to the economic operators, tobacco 
manufacturers also bear all reasonable and propor4onate costs for the repository system. Since economic operators 
send their traceability data directly to the router and secondary repository, the costs for the transfer of such data 
from them to the repository system are already borne, in their en4rety, by tobacco manufacturers. 
 

 
18 Dra% Royal Decree amending the aforemen?oned as no?fied by TRIS No?fica?on 2024/0257/BE (Belgium), available at hOps://technical-
regula?on-informa?on-system.ec.europa.eu/en/no?fica?on/25882 (accessed 30 July 2024). 

https://technical-regulation-information-system.ec.europa.eu/en/notification/25882
https://technical-regulation-information-system.ec.europa.eu/en/notification/25882
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In view of the above, any claimed alloca4on of economic operators’ further opera4onal costs would contradict the 
EU principle of propor<onality that governs the obliga4ons of manufacturers and would not take into account that 
other economic operators, beyond the tobacco manufacturers, also have to assume opera4onal costs related to their 
own obliga4ons to record and transmit data to the repository systems. 
 
 
3.2.2 Contrary to the principle of harmonisa2on and approxima2on 
 
The ‘ApproximaIon of Laws’ refers to a process where na4onal laws of EU Member States are harmonised to align 
with a broader set of regula4ons. It ensures consistency and understanding between different jurisdic4ons across 
the EU. 
 
In fact, one of the legal bases for the TPD is Ar4cle 114 of the TFEU, which allows the European Parliament and the 
Council of the EU to adopt measures that standardise regula4ons across EU Member States, “which have as their 
object the establishment and funcIoning of the internal market.”, preven4ng or removing obstacles to trade within 
the internal market. The principle of Ar4cle 114 of the TFEU is replicated in Ar4cle 24 of the TPD on ‘Free movement’, 
which provides that: 
 

“Member States may not, for consideraIons relaIng to aspects regulated by this DirecIve, and subject 
to paragraphs 2 and 3 of this ArIcle, prohibit or restrict the placing on the market of tobacco or related 
products which comply with this DirecIve.” 

 
An objec4ve of the TPD is the approxima4on of laws to ensure the func4oning of the EU internal market, as evidenced 
by Ar4cle 1 of the TPD: 
 

“The objective of this Directive is to approximate the laws, regulations and administrative provisions 
of the Member States concerning:  
(…)  
(b) certain aspects of the labelling and packaging of tobacco products including the health warnings to 
appear on unit packets of tobacco products and any outside packaging as well as traceability and 
security features that are applied to tobacco products to ensure their compliance with this Directive;  
(…)  
in order to facilitate the smooth functioning of the internal market for tobacco and related products, 
taking as a base a high level of protection of human health, especially for young people, and to meet 
the obligations of the Union under the WHO Framework Convention for Tobacco Control (‘FCTC’).” 

 
The traceability system under the TPD is a measure that is, inter alia, des4ned to facilitate the func4oning of the EU 
Internal market and to promote the free movement of tobacco products, including by strengthening the fight against 
illicit trade in tobacco products.  
 
In view of these objec4ves related to the func4oning of the EU Internal market and the harmonisa4on of 
requirements throughout the EU and across EU Member States, an EU Member State should not impose any 
addi4onal requirements or amend the alloca4on of obliga4ons (and related costs) foreseen by the TPD and by 
Commission ImplemenIng RegulaIon (EU) 2018/574.  
 
Any significant devia4on from the rules harmonised by the TPD would lead to a disparity of requirements crea4ng 
unequal condi4ons for manufacturers opera4ng in different EU Member States and would risk jeopardising the very 
objec4ve of harmonisa4on and fragmen4ng the EU internal market. Tobacco manufacturers relying on logis4cs 
chains in Belgium would not be indifferent to these changes, as tobacco manufacturers opera4ng in other EU 
Member States where this requirement would not be imposed, would not be subject to the same ongoing costs and 
logis4cal challenges, leading to a compe44ve imbalance. 
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The envisaged rules would put economic operators in Belgium in an advantageous posi4on compared to economic 
operators in other EU Members States and this would create an important misalignment among EU Member States. 
 
With its envisaged amendments to the Royal Decree, Belgium would not merely “clarify”, as it asserts, the rules 
contained in the TPD and in Belgium’s transposi4on, but it would instead establish new rules and obliga<ons, notably 
for tobacco manufacturers. While it is indeed not uncommon that EU Member States legislate to a certain degree 
beyond the confines of a Direc4ve (an occurrence known as ‘gold-plaIng’), such legisla4ng may not contradict the 
Direc4ve being transposed. Belgium is doing just that with its envisaged measures, which would go significantly 
beyond the provisions of the TPD as currently transposed in Belgium.  
 
 
3.2.3 Implica2ons for the EU freedoms in the EU internal market 
 
As detailed above, Ar4cle 15(7) of the TPD clearly provides that “the manufacturers of tobacco products provide all 
economic operators involved in the trade of tobacco products (…) with the equipment that is necessary for the 
recording of the tobacco products”. By significantly expanding the obliga4ons for tobacco manufacturers, notably 
regarding the costs to be borne by tobacco manufacturers that move their goods within and through Belgium, there 
would be a difference between the costs borne by tobacco manufacturers pursuing ac4vi4es in Belgium, on the one 
hand, and by tobacco manufacturers pursuing ac4vi4es in another EU Member State, on the other hand. The extra 
costs would not be incurred for the same ac4vi4es in other EU Member States. 
 
The increased costs to be borne by tobacco manufacturers,  encroach on and restrict certain freedoms guaranteed 
within the EU internal market and enshrined in the EU treaty. Belgium’s envisaged amendments should notably be 
considered in light of the free movement of goods within the EU internal market.  
 
Ar4cles 34 and 35 of the TFEU provide that quan4ta4ve restric4ons on imports and exports and all measures having 
equivalent effect are to be prohibited between EU Member States. The CJEU has rather broadly defined “measures 
having an effect equivalent to quanItaIve restricIons” as “All trading rules enacted by Member States which are 
capable of hindering, directly or indirectly, actually or potenIally, intra-Community trade”.19 
 
By expanding the obliga4ons imposed on tobacco manufacturers, contrary to what is foreseen under Ar4cle 15(7) of 
the TPD, the proposed amendments of the Royal Decree could be considered as cons4tu4ng a measure having an 
effect equivalent to quan<ta<ve restric<ons and could, therefore, violate Ar4cles 34 and 35 of the TFEU. This system 
would increase the opera4ng costs and reduce the ability of tobacco manufacturers to have seamless logis4cs and 
supply chains within the EU given that, when and if their products are distributed through Belgium, the addi4onal 
costs incurred because of the applica4on of the proposed measure would make the use of Belgium as a hub 
prohibi4ve or no longer tenable. Tobacco manufacturers would face higher costs and would likely need to change 
their distribu4on processes and paths, thereby nega4vely impac4ng the free movement of goods across the EU, 
notably by avoiding manufacturing and/or shipping goods through Belgium.  
 
 
3.2.4 Linking the Unique Iden2fier with the list of validated products creates a barrier to 

trade 
 
The new proposed requirement that, in order to obtain a Unique Iden4fier, tobacco products must figure on 
Belgium’s list of validated products, would pose problems for products not intended for the Belgian market but being 
intended to be manufactured and/or shipped through or from Belgium. 
 
The measure by which products that do not figure on the list of validated products may not obtain a Unique Iden4fier 
could be considered a market barrier. While, in theory, this requirement could be complied with for products des4ned 

 
19 Case C-8/74 Dassonville. 
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for the Belgian market, as these products must figure on the list of validated products on the basis of Ar4cle 4(11) of 
Belgium’s Royal Decree relaIng to the manufacture and markeIng of tobacco products and herbal smoking products, 
it could create a significant problem for products manufactured in Belgium and being shipped through Belgium, but 
des4ned for other EU Member States’ markets or exported to third country markets, products which would not or 
not necessarily figure on the list of validated products and for which it would become impossible to comply with the 
mandatory TPD requirements.  
 
Furthermore, paragraph 1 of Ar4cle 4 of Commission ImplemenIng RegulaIon (EU) 2018/574 on ‘Competent ID 
issuers for generaIng and issuing unique idenIfiers’ defines the competent ID issuer as follows:  
 

“For tobacco products manufactured in the Union, the competent ID issuer shall be the enIty appointed 
for the Member State in which the products are manufactured.  
 
By derogaIon to the first subparagraph, the competent ID issuer shall be the enIty appointed for the 
Member State on whose market the products are placed, where such a requirement is imposed by that 
Member State.” 

 
Thus, it is unclear how the proposed requirement to link the issuance of the Unique Iden4fier with the list of validated 
products for Belgium could be complied with even for products intended to be place on the Belgian market for which: 
(i) Unique Iden4fiers are obtained by an ID issuer in another EU Member State on the basis of the first sub-paragraph 
Ar4cle 4(1) of Commission ImplemenIng RegulaIon (EU) 2018/574; or (ii) Belgium has appointed an ID issuer by 
deroga4on on the basis of Ar4cle 4(1), second sub-paragraph, in case the ID issuer is not a Belgium-based legal en4ty. 
Thus, it remains unclear on what legal basis the business ac4vity of such en44es based outside of Belgium, whose 
ac4vi4es as ID issuers are regulated by the local legisla4on in the respec4ve EU Member States, would be condi4oned 
with respect to the requirements related to the list of validated products in Belgium, given that there would be no 
such requirement neither in the EU track and trace legisla4on nor in the local legisla4on of any other EU Member 
State. If implemented, Belgium’s dra8 Decree would cause significant opera4onal issues on the EU internal market.  
 
Under Ar4cle 36 of the TFEU, Belgium would need to jus4fy any such restric4ons, but it is not clear to what extent, 
if at all, the proposed amendments are necessary to achieve the relevant objec4ves of the overall measure, namely 
those of addressing illicit trade and the related threats to public health, and how they could be jus4fied. Given that 
the currently used system (i.e., based on the SPOC and the provision of the equipment through reimbursement) can 
be considered as a reasonably available alterna4ve that is less trade restric4ve and that has so far adequately 
contributed to the fulfilment of the objec4ve of preven4ng illicit trade, it would be difficult for Belgium to 
demonstrate that the proposed measure is indeed needed and jus4fied. 
 
 
3.2.5 Freedom to conduct a business 
 
Ar4cle 16 of the Charter of Fundamental Rights of the EU on ‘Freedom to conduct a business’ provides that: 

 
“The freedom to conduct a business in accordance with Community law and naIonal laws and pracIces 
is recognised”. 

 
The freedom of individuals and enterprises to engage in economic ac4vity, to enjoy freedom of contract and to 
compete freely in the market is, therefore, protected as an EU fundamental right. 
 
The proposed amendments would infringe on tobacco manufacturers’ freedom to engage in economic ac<vity, as 
they would require tobacco manufacturers to reimburse the costs of doing business incurred by other economic 
operators, notably by extending the reimbursement obliga4on also to staff costs, as well as with respect to 
equipment maintenance, so8ware development or licenses, or other so8ware and hardware parameters. Given the 
way that the SPOC system has been conceptualised, tobacco manufacturers are not party to the contracts between 
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economic operators and the suppliers of the hardware and the so8ware, which prevents them from being able to 
nego4ate these costs as a mamer of freedom of contract. The amendments proposed by Belgium would 
fundamentally interfere with the usual business conduct.  
 
The proposed amendments look poised to significantly impact the business decisions by tobacco manufacturers. 
When deciding where and how to conduct business ac4vi4es, businesses naturally consider a mul4tude of factors, 
such as logis4cal, geographical, and fiscal aspects. While tobacco manufacturers could s4ll decide to establish or 
maintain a distribu4on centre in Belgium, they would then see their freedom to conduct business significantly 
curtailed by the addi4onal costs entailed by doing business in Belgium, due to the different rules on the elements 
covered by the reimbursement obliga4on.  
 
Addi4onally, the new obliga4ons imposed on tobacco manufacturers with respect to the reimbursement of costs 
associated with the opera4on of the traceability system (i.e., inter alia, staff costs, equipment renewal and 
maintenance costs, and so8ware costs) would interfere with the current compensa4on system under the SPOC.  
 
 
3.2.6 Nega2ve implica2ons for market compe22on  
 
It should also be noted that the proposed amendments would likely create a situa4on where manufacturers dealing 
with a single distributor (or fewer distributors) incur significantly lower traceability related costs compared to those 
that supply many wholesale customers. This would cons4tute a direct interference with the compe<<on on the EU 
market and a poten4al distor4on of the EU single market. 
 
Addi4onally, the dispropor4onate obliga4ons on tobacco manufacturers opera4ng in Belgium could deter 
manufacturers from other EU Member States from entering (or staying in) the market, reducing market compe44on 
and limi4ng consumer choice. 
 
 
3.3 Conflicts with interna2onal trade rules – Barriers to trade 
 
The amendments foreseen to Belgium’s Royal Decree should also be considered in view of Belgium’s and the EU’s 
interna4onal trade commitments, notably as certain elements of the proposed rules could be perceived as technical 
regula4ons posing unnecessary barriers to trade. 
 
 
3.3.1 The dra[ Royal Decree is a technical regula2on that should be no2fied to the WTO and 

WTO Members 
 
The dra8 Royal Decree contains technical regula4ons within the meaning of Annex 1 paragraph 1 of the World Trade 
Organiza4on’s Agreement on Technical Barriers to Trade (hereina8er, TBT Agreement) because the proposed Ar4cle 
3(1) establishes a product characteris4c by requiring that each unit packet of tobacco products placed on the Belgian 
market must bear a Unique Iden4fier and because compliance with that requirement is mandatory for the tobacco 
products to be placed on the market.  
 
Ar4cle 2.9 of the TBT Agreement requires WTO Members to no4fy other WTO Members of a proposal to introduce 
or amend a par4cular technical regula4on and to “allow reasonable Ime for other Members to make comments in 
wriIng, discuss these comments upon request, and take these wriZen comments and the results of these discussions 
into account”. The TPD and Commission ImplemenIng RegulaIon (EU) 2018/574 have both been no4fied to the WTO 
TBT Commimee. However, it appears that, despite containing technical regula4ons, Belgium’s draQ Royal Decree has 
not been no<fied to the WTO, thus not informing other WTO Members of the dra8 Royal Decree and depriving them 
of their right to submit comments and try to minimise the trade restric4ve and dispropor4onate features or effects 
of the proposed measure. 
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3.3.2 Linking the Unique Iden2fier with the list of validated products creates unnecessary 

obstacles to trade 
 
On the substance, under Ar4cle 2.2 of the TBT Agreement, WTO Members must “ensure that technical regulaIons 
are not prepared, adopted or applied with a view to or with the effect of creaIng unnecessary obstacles to 
internaIonal trade”.  
 
Belgium’s dra8 Royal Decree unjus4fiably exceeds the requirements of the TPD and of Commission ImplemenIng 
RegulaIon (EU) 2018/574 by providing that tobacco products must appear on the list of validated products in order 
to obtain a Unique Iden4fier. This provision implies that, if a tobacco product is not validated and has not been added 
to the list, it may not be legally placed on the market, as it would not be able to obtain the Unique Iden4fier. The 
requirement for Unique Iden4fiers also concerns products manufactured in Belgium but des4ned for other EU 
Member States’ markets and for products manufactured in the EU and later exported from the EU to third country 
markets, with those products not necessarily figuring on the list of validated products. For instance, a product 
manufactured in Belgium and des4ned for the US market with specific characteris4cs (e.g., ingredients) not allowed 
for the Belgian market, would not figure on the list of validated products, would not be eligible to obtain a Unique 
Iden4fier and would, therefore, not be able to be shipped within and exported from the EU.  
 
Therefore, the measure, notably that tobacco products must appear on the list of validated products in order to 
obtain a Unique Iden4fier, creates unnecessary obstacles to interna<onal trade contrary to Ar<cle 2.2 of the TBT 
Agreement. When adop4ng technical regula4ons, Belgium is required to ensure that they are not more trade-
restric4ve than necessary to fulfil the stated objec4ve in order not to create unnecessary obstacles to interna4onal 
trade. The word “necessary” requires a test of propor4onality regarding the trade-restric4veness of the measure; as 
the track and trace system has been func4oning well in Belgium un4l now, the new requirement cannot be 
considered as propor4onate for these purposes. 
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Appendix: Brief overview of the func2oning of the Single-Point-Of-Contact (SPOC) 
 
Ar4cle 15(7) of the TPD requires tobacco manufacturers to provide all economic operators involved in the trade of 
tobacco products, from the manufacturer to the last economic operator before the first retail outlet, including 
importers, warehouses and transpor4ng companies, with the equipment that is necessary for the recording of the 
tobacco products purchased, sold, stored, transported, or otherwise handled. 
 
This requirement has been transposed into the local legisla4on of EU Member States. In the absence of any applicable 
procedure on how this requirement is to be implemented and complied with, the manufacturers of tobacco products 
have established the Single Point of Contact (SPOC) as an EU-wide, joint industry reimbursement model, which has 
been opera4ng since 2019. 
 
SPOC is a model that is open for the en4re tobacco manufacturing industry and, currently, 25 tobacco manufacturers 
across Europe (18 of which in Belgium) par4cipate. The single objec4ve of SPOC is to provide an efficient way for 
manufacturers to fulfil their legal obliga4ons under the TPD and na4onal EU Member States’ law to the benefit of 
eligible economic operators who are able to receive sufficient financing to equip themselves with the equipment of 
their choice required to comply with their traceability obliga4ons for tobacco products. 
 
SPOC provides economic operators with the possibility to submit claims for reimbursement for equipment through 
an easy-to-use and en4rely online process on the OnTrack website. The portal is operated by SGS as an independent 
third-party provider, thus ensuring a professional and objec4ve approach. The model considers the business needs 
of each applicant while applying the same reimbursement principles to all operators in the EU in a transparent and 
fair manner. The reimbursement is provided to the reques4ng economic operators at once from all par4cipa4ng 
manufacturers instead of operators having the need to reach out to each individual tobacco manufacturer. The same 
equipment can be used to scan all products irrespec4ve of their type or manufacturer, which requires the cost for 
the equipment to be shared among manufacturers. While the applicable legisla4on does not give an answer to the 
ques4on how this should be done in prac4ce, the SPOC model offered a solu4on for manufacturers to comply with 
the law and for economic operators to receive their reimbursement. 
 
To date, the SPOC model has been successfully u4lised by nearly 14,000 economic operators, which is es4mated to 
represent over 90% of the relevant economic operators across the EU. By making monetary payments, SPOC provides 
economic operators with maximum flexibility to choose their preferred suppliers of equipment including with regard 
to different condi4ons related to the so8ware for the opera4on of the equipment. 


