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Background 

1. Article 3, paragraph 1 of the Tobacco Products Directive1 (hereinafter: the Directive) 

stipulates that: 

"1. The emission levels from cigarettes placed on the market or manufactured in the 

Member States (‘maximum emission levels’) shall not be greater than: 

(a) 10 mg of tar per cigarette; 

(b) 1 mg nicotine per cigarette; 

(c) 10 mg of carbon monoxide per cigarette."2 

2. Article 4, paragraph 1 of the Directive stipulates that: 

"1. The tar, nicotine and carbon monoxide emissions from cigarettes shall be measured 

on the basis of ISO standard 4387 for tar, ISO standard 10315 for nicotine, and ISO 

standard 8454 for carbon monoxide. 

The accuracy of the tar, nicotine and carbon monoxide measurements shall be 

determined in accordance with ISO standard 8243." 

All four of these ISO standards specify the same cigarette-smoking machine, which itself is 

also standardised in an ISO standard: ISO 3308. 

3. The limits of Article 3, paragraph 1 therefore cannot be exceeded. Application of the ISO 

measurement method prescribed by Article 4, paragraph 1 of the Directive demonstrates 

that, as a general rule, the tested cigarettes remain below the limits. However, research 

carried out by RIVM shows3 that the actual emissions are consistently two to three times 

the legal limits. 

 
1 Directive 2014/40/EU of the European Parliament and of the Council of 3 April 2014 on the approximation of the 

laws, regulations and administrative provisions of the Member States concerning the manufacture, presentation and 

sale of tobacco and related products and repealing Directive 2001/37/EC, OJ L 127/1, 29.4.2014, p. 1-38. 
2 These are the primary substances related to harm to health; usually abbreviated together as "TNCO" 
3 RIVM, Rijksinstituut voor Volksgezondheid en Milieu [National Institute for Public Health and the 

Environment], www.rivm.nl   
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4. In establishing these facts, the District Court relied on RIVM's research, which compared 

the application of the ISO measurement method outlined in Article 4, paragraph 1 to the 

application of the Canadian Measurement Method, Canadian Intense (CI), a method that is 

identical to the standard developed by the World Health Organisation's (WHO) TobLabNet 

"WHO TobLabNet SOP 01" (SOP 01).4 5 

5. SOP 01 and CI use the cigarette-smoking machine mentioned in paragraph 2, ISO 3308. 

However, the usage scheme that was applied differs in two respects from the usage scheme 

outlined in the ISO standards: 

• the applied intensity of a pull and the frequency of inhaling and the interval between 

two pulls are higher; 

• the ventilation holes in the cigarette filters are taped during measurement.6 

 

6. In 2018, RIVM applied the above-mentioned CI/SOP 01 usage scheme and concluded that: 

"No cigarette contained less tar, nicotine or carbon monoxide than was measured using 

the ISO method. With the exception of one cigarette, all measured TNCO values are 

above the legal limits. The results of this study support the conclusion that the 

prescribed ISO method underestimates the amounts of TNCO a smoker ingests. The 

committee that developed this method was significantly influenced by the tobacco 

industry. Therefore, RIVM argues that, instead of the ISO method, an independent 

measurement method should be included in the law, such as the WHO TobLabNet 

method. (Appendix 1)7  

 
4 WHO TobLabNet Official Method SOP 01, Standard operating procedure for intense smoking of cigarettes 

https://apps.who.int/iris/bitstream/handle/10665/75261/9789241503891_eng.pdf:isessionid=E33C6BFA38F1C09F

468C08671FF58074?sequence=1 
5 RIVM initially used Canadian Intense and SOP01 interchangeably, and over time began to exclusively refer to 

the WHO TobLabNet SOP 01 standard. 
6 SOP 01, see para. 12 Cigarette preparation 
7 12/6/2018, RIVM press release: https://www.rivm.nl/nieuws/rivm-meet-veel-hogere-waarden-van-teer-nicotine-

en-koolmonoxide-in-sigaretten; English version, https://www.rivm.nl/en/news/rivm-measures-much-higher-levels-

of-tar-nicotine-and-carbon-monoxide-in-cigarettes; retrieved 16/7/2020 at 5:45 p.m. 
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7. The authority in charge of enforcement, the NVWA8, has not contested the accuracy of the 

RIVM conclusions, nor does the State Secretary responsible for the NVWA and RIVM, the 

defendant in the national proceedings. 

8. The District Court of Rotterdam referred to an RIVM table that included 11 cigarettes 

studied by RIVM.9 The complete overview of the 100 studied cigarette brands that was 

published by RIVM (Appendix 2)10 makes it clear that 99 of them contain values that are 

two to three times higher than the legal limits. 

9. These higher emission values mean that the risk of cancer (due to tar) and cerebral 

infarction (due to carbon monoxide) is considerably higher than the legal limits, and that 

also applies to the addictive effect (nicotine). The increased addictive effect leads to earlier 

and faster addiction among young people in particular and to stronger addiction for all 

smokers. 

10. With Article 3, paragraph 1, the European legislature did not intend for the TNCO ceilings 

to be loosely interpreted. On the contrary, the legislature addresses the "high level of health 

and consumer protection" defined and expressed in milligrams, which the Directive aims to 

guarantee11. Rookpreventie Jeugd would also like to point out that this emission level is not 

a "healthy" level, either; there is no such thing as "healthy smoking". 

11. Those limits were lowered in the 1990s from 15-1-15, to 12.5-1.25-12.5, then to 10-10-10 

(in the forerunner of the current directive) for emissions of tar, nicotine and carbon 

monoxide, respectively. The Directive defines emissions as "substances that are released 

when a tobacco product... is consumed as intended...".12 

  

 
8 NVWA. Nederlandse Voedsel- en Warenautoriteit [Netherlands Food and Consumer Product Safety Authority], 

www.nvwa.nl  
9 Judgment by the District Court of Rotterdam dated 20.3.2020, ROT 19/1249, ECLI:NL:RBROT:2020:2382, 

point 10.2. 
10 RIVM measurement results: SOP 01 measurement compared to ISO 

https://www.rivm.nl/sites/default/files/2018-11/Tabel%20resultaten_ratio_kleur_DEF.pdf  
11 See, inter alia, recital (59) of the Preamble to the Directive 
12 Article 2, point 21 of the Directive, italics added 
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12. Tobacco producers have known for years that, in practice, the smoker ingests two to three 

times as much TNCO as the maximum values stipulated by Article 3, paragraph 3. VSK, 

the "third party", told the District Court of Rotterdam, through their Director Strater: 

"We are open to new measurement methods, Canadian Intense is just one. If that 

becomes the new standard, that is fine. But then other emission values will also be 

needed, tailored to the new test".13 

The tobacco industry does not deny the accuracy of RIVM's findings, and VSK is therefore 

of the opinion that the tobacco industry is even "entitled" to the current substantial 

exceedance of the legal limits. It is apparently considered normal by the tobacco industry 

that smokers are currently ingesting two to three times as many harmful substances as is 

legally permitted, and also that the current addictive strength of the inhaled nicotine, which 

is two to three times higher, should remain if another measurement method is chosen. This 

amounts to the tobacco industry's desire to legalise the current exceedences, thereby 

increasing the legal 10-1-10 limits to 20-2-20 or even 30-3-30. 

13. For Rookpreventie Jeugd et al., the aim of these proceedings is for the maximum emission 

levels outlined in Article 3, paragraph 1 of the Directive (10-1-10) to be effectively 

enforced and for the measurement method specified in Article 4, paragraph 1, to no longer 

be considered the decisive measurement method. The ineffectiveness of Article 4, 

paragraph 1 is at stake in this case. 

14. The individual questions14 posed by the District Court are discussed successively below. 

Rookpreventie Jeugd et al. requests that the Court of Justice read their responses to each 

question in relation to the responses they have provided to the other questions. 

  

 
13 Source: the official record of the hearing before the District Court of Rotterdam on 11/11/2019, italics added. 

J.H.J.M. Strater is the director of the VSK, third interested party in the national proceedings. 
14 Judgment by the District Court of Rotterdam dated 20.3.2020 (see note 9), point 12. 
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Question 1 

15. The regulation outlined in Article 4, paragraph 1 of the Tobacco Products Directive consists 

- materially speaking - of the contents of the four listed ISO standards. This provision was 

raised as an objection against Rookpreventie Jeugd when they requested that the limits in 

Article 3, paragraph 1 be enforced. 

16. In Article 4, paragraph 1, only the numbers of four ISO standards are printed, which, in 

itself, is not enough information to enable one to know and appreciate this "law". But ISO 

standards are not published and can only be obtained from standardisation organizations for 

a substantial price.15 Moreover, each ISO standard always refers in its regulations to a 

handful of other ISO standards, which must also be complied with and purchased 

separately. To illustrate this, a sort of organogram of ISO standard 4387 (tar) has been 

attached to this Memorial, which easily lists dozens of offshoot ISO standards to be 

consulted (Appendix 3).16 

ISO 3308, the cigarette-smoking machine that is central in this case, is "prescribed" in the 

four ISO standards listed in Article 4, paragraph 1, but is invisible in the Directive itself. 

17. A proper publication of the content of the relevant ISO standards did not occur. The Court 

of Justice ruled in 2007 that: 

"44 The principle of legal certainty requires that a Community regime must enable the 

parties concerned to precisely ascertain the extent of the obligations which it imposes on 

them. Individuals must unequivocally be able to know their rights and obligations and to 

make provisions accordingly (judgment in Case C-158/06 ROMprojecten [2007] ECR 

pp. 1-5103, paragraph 25, and the case-law cited therein).17 

It is difficult to see how Article 4, paragraph 1 meets these requirements of the principle of 

legal certainty. This is especially true insofar as the use of ISO-3308 is prescribed in this 

provision. 

 
15 more than 100 euros, per standard 
16 ISO 4387 (tar); can be purchased at: https://www.iso.org/standard/76549.html, retrieved 3/8/2020 
17 Judgment dated 10.3.2009, Heinrich, C-345/06, ECLI:EU:C:2009:140, paragraphs 42 47; see also the judgment 

dated 11.12.2007, Skoma Lux, C 161/06, ECLI:EU:C:2007:773, paragraph 33. 
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18. The simple elevation to law of a strictly private standard, the creation of which has been 

completely concealed from public view and whose official "legal history" is not accessible 

to the public, is contrary to the general principles of the process of European regulation, 

including the "right of access to the documents of the institutions, bodies, offices and 

agencies of the Union"18 as well as the principles of openness and transparency.19 

 

19. By way of contrast, the European standardisation bodies produce standards that are created 

through a procedure regulated by EU regulations in order to meet good governance 

requirements20. The Commission fills ex ante a coordinating and supervisory role in that 

process. There are no such features and guarantees involved in the creation of the private 

ISO standards. 

Response to Question 1 
 

20. Prescribing a measurement method, including cigarette-smoking machine, in Article 4, 

paragraph 1 of the Directive by simply mentioning ISO standards is contrary to the 

principle of legal certainty, the principle of openness and transparency and to the citizen's 

right of access to (legislative) information. This provision is contrary to the provisions of 

Article 297, paragraph 1 of the TFEU (and Regulation (EU) No. 216/2013) and Article 12, 

paragraph 2 of Regulation (EU) No. 1049/2001. 

 

 

 

 

 
18 Charter of Fundamental Rights of the European Union, Article 42 and Regulation (EC) No. 1049/2001 of the 

European Parliament and of the Council of 30 May 2001 regarding public access to European Parliament, Council 

and Commission documents, OJ L 145/43, 31.5.2001, p. 43-48. See in particular the second paragraph of Article 

12 on access to legislative documents. 
19 Article 15, paragraphs 1 and 3 of the TFEU 
20 Regulation (EU) No. 1025/2012 of the European Parliament and of the Council of 25 October 2012 on European 

standardisation, OJ L 316, 14.11.2012, p. 12-33. See e.g. Articles 3, 4 and 5, 6 on transparency and stakeholder 

participation, respectively. 
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Question 2 
 

21. If, in the verification of Article 4, paragraph 2 first sentence, the legally prescribed method 

is followed, then all assessed cigarettes remain below the limits of Article 3, paragraph 1, 

see Appendix 421. But the reality is completely different. As can be seen above (see 

paragraphs 4 to 8), this is partly due to the ventilation holes in the cigarette filters. As a 

result, the cigarette-smoking machine measures highly diluted smoke. Neither the number 

of holes nor the pattern in which they are produced is regulated in the Directive, not even in 

the ISO standards. The RIVM study illustrates that the amount of TNCO that the smoker 

actually ingests is considerably higher than ISO measurements indicate. Firstly, the smoker 

blocks a significant number of holes with their fingers and lips, decreasing the applied 

dilution and increasing the amount of harmful substances being inhaled. If the smoke is still 

diluted on inhalation, the smoker compensates for this by inhaling more vigorously and 

with a higher frequency, thus ingesting a heavier dose, which also causes a more severe 

type of cancer.22 

 

22. In other words, the use of the ISO 3308 cigarette-smoking machine standard, which does 

not allow for holes to be masked and applies much less intense simulated smoking 

behaviour, is not suitable for determining whether or not the average smoker inhales more 

than the TNCO maximum with intended use. Applying the ISO measurement method 

therefore does not provide valid results to answer the question whether the limits of Article 

3, paragraph 1 are being respected. 

 
23. The tobacco industry acknowledges this, and at the beginning of these proceedings, they 

made statements in the media saying that 

  

 
21 TNCO values for cigarettes 2017 - appendix to the Government Information (Public Access) Decree dated 

15/3/2019 - Verification by RIVM, carried out in accordance with the ISO method outlined in Article 4, paragraph 

1 
22 see, among others: Cigarette Filter Ventilation and its Relationship to Increasing Rates of Lung 

Adenocarcinoma, Miv-Ae Song and 10 others, JNCI Journal of the National Cancer Institute, 22/5/2017, 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6059254/. last retrieved 9/8/2020; also mentioned in the national 

proceedings: Judgment by the District Court of Rotterdam dated 20.3.2020 (see footnote 9), paragraph 6.2. 
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"...the EU measurement method [was] never developed to measure 'the actual exposure' 

of smokers to tar, nicotine and carbon monoxide. "The method is intended to make 

comparisons between cigarette brands that are smoked in an identical manner. ""23 

 

24. The use of European standardisation standards does not count as proof of conformity, but 

only as a presumption of conformity24. That means there may be proof to the contrary. A 

similar possibility is not explicitly given for the four ISO standards in Article 4, paragraph 1 

in the Directive, but the ISO standards themselves leave room for this. In paragraph 9.1, the 

District Court of Rotterdam quotes the preliminary considerations of ISO 3308, which 

recommend "that cigarettes also be tested under conditions of a different intensity of 

machine smoking than those specified in this International Standard".25 

 

25. The inclusion of the ISO standards in the Directive makes them part of European law and 

therefore open to interpretation by the Court.26 In that case, the Court may or perhaps even 

must also interpret the ISO standards in Article 4, paragraph 1, including ISO 3308. 

Rookpreventie Jeugd et al. therefore believe, following in the footsteps of RIVM, that the 

WHO TobLabNet SOP 01 should at least be used as a control standard.27 

 
 

 

 
23 Trouw [Newspaper], 31/7/2018, https://www.trouw.nl/nieuws/patienten-en-medici-eisen-verbod on-cheat 

cigarette~bb9dfl_led/  
24 See paragraphs 5, 29, 49 and 50 of the preamble to Regulation (EU) No. 1025/2012 of the European Parliament 

and of the Council of 25/10/2012, https://eur-

lex.europa.eu/legal=content/NL/TXT/PDF/?uri:CELEX:32012R1025&from=NL. 
25 Judgment by the District Court of Rotterdam dated 20/3/2020 (see note 9), paragraph 9.1. 
26 See also the judgment dated 27/10/2016, James Elliot Construction, C-613/14, ECLI:EU:C:2016:821, 

paragraphs 34-40, 

http://curia.europa.eu/juris/document/document.jsf?text=&docid=18489l&pagelndex^O&doclang^NL&modeHst&

dir=&occ=first&part=l&cid=10872861; that judgment concerns standardisation standards 
27 RIVM goes beyond a control measurement: "The results of this study support the conclusion that the prescribed 

ISO method underestimates the amounts of TNCO that a smoker ingests (...) Therefore, instead of the ISO method, 

RIVM advocates inserting an independent measurement method in the law, such as the WHO TobLabNet 

method," https://www.rivm.nl/nieuws/rivm-meet-veel-hogere-waarden-van-teer-nicotine-en-koolmonoxide-in-

sigaretten. 
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Response to Question 2 
 

26. Article 4, paragraph 1 of the Directive must be interpreted and applied in such a way that 

the emissions of tar, nicotine and carbon monoxide must not only be measured and verified 

using the prescribed method, but also that control measurements must be carried out using a 

valid method. 

Question 3a 
 

27. The underlying principle of the Directive is that legislative acts must always be based on a 

high level of public health protection.28 This is neither an obligation of conduct nor an 

obligation of result, but a guaranteed starting point.29 In that regard, Article 24, paragraphs 

2 and 3 of the Directive state that "...the high level of protection of public health established 

by this Directive" shall be taken into account. Article 3, paragraph 1, translates the 

guaranteed high level of public health protection into caps on tar, nicotine and carbon 

monoxide emissions set at 10, 1 and 10 mg per cigarette respectively. "Emissions" refers to 

substances released during "intended use".30 In the context of the high level of public health 

protection, it therefore refers to the amount of these harmful substances that people ingest 

when they smoke. 

 

28. The ISO method, which has been elevated to legal status in Article 4, paragraph 1, does not 

provide emissions data at "intended use", which renders effective enforcement of the 

maximum TNCO values impossible. See more under question 3b, which primarily concerns 

the role of the tobacco industry and its consequences for the meaning of Article 4, 

paragraph 1. 

 
29. To say that the tobacco industry played a role in setting the relevant ISO standards is an 

understatement: 

 
28 see recitals 8, 36, 43 and 54 in the Preamble to the Directive 
29 see also recital 59 in the Preamble to the Directive 
30 Article 2 of the Directive, under 21 



13 

• the tobacco industry has - and has had from the beginning - a predominant influence in 

the development of the relevant ISO standards (Appendix 5)31; the Dutch NEN tobacco 

committee claims in its 2018 Committee Plan to have had a decisive influence on the 

ISO process. This committee consists exclusively of representatives of the tobacco 

industry.32 The "independent" Chairman of the committee worked for Phillip Morris 

prior to his retirement and was already on this committee at that time; 

• The cigarette-smoking machine (ISO 3308) prescribed by the ISO standards in Article 

4, paragraph 1, was developed by Coresta, the scientific institute of the tobacco 

industry. Coresta also developed the tobacco ISO standards.33 

 

30. Article 4, paragraph 2 of the Directive defines the qualifications for verification 

laboratories. RIVM is the only laboratory in the Netherlands certified for this purpose. 

However, RIVM is not at liberty to actually investigate, on the basis of its expertise, 

whether the cigarettes sold in the Netherlands meet the high level of public health 

protection guaranteed by the Directive in Article 3, paragraph 1; RIVM is bound by the four 

ISO standards, including ISO-3308. Consequently, when applying Article 4, paragraph 1, 

there is no way for RIVM to escape or oppose direct, let alone indirect, control by the 

tobacco industry. After all, the verification process itself is, as a whole, directly or indirectly 

controlled by the tobacco industry with the prescribed ISO measurement method. 

 

31. The fact that following the law leads to a serious underestimation of the amount of TNCO 

that the smoker ingests (with "intended use") was demonstrated by RIVM in its 2018 study, 

for which it used its independent expertise and carried out the verification according to the 

CI / SOP 01 method.34These truly independent measurements demonstrate that the 100 

verifications that were carried out yielded only one cigarette that fell within the maximum 

TNCO values. The TNCO values for the rest of the cigarettes tested were two to three times 

the permitted maximum. 

 
31 S.A. Bialous & D. Yach, 'Whose Standard is it, anyway? How the tobacco industry determines the International 

Organization for Standardization (ISO) standards for tobacco and tobacco products,' Tobacco Control, 2001/10, 

https://pubmcd.nebi.nlm.nih.gov/l1387528/ 
32 2019 Committee Plan, https://docplaver.nl/l45999387-Commissieplan-2019-normcommissie-tabak-en-

tabaksproducten.html 
33 See Appendix 5 and footnote 31 
34 See introduction above, paragraphs 3 to 5 
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32. The prescribing of ISO standards in Article 4, paragraph 1 therefore automatically leads to a 

conflict with Article 4, paragraph 2, second sentence of the Directive: the independence of 

the verification envisaged in this paragraph 2 is nothing more than illusion from the outset, 

thanks to compulsion of technical regulations that happen to be completely designed, nota 

bene, by the group being regulated. 

 

33. Question 3a also relates to Article 5.3 of the WHO Framework Convention on Tobacco 

Control (hereinafter: FCTC), to which both the European Union and all EU Member States 

are parties.35 The preamble of this convention states, among other things: 

 
"Recognizing also that cigarettes and some other products containing tobacco are highly 

engineered so as to create and maintain dependence, and that many of the compounds 

they contain and the smoke they produce are pharmacologically active, toxic, mutagenic 

and carcinogenic, and that tobacco dependence is separately classified as a disorder in 

major international classifications of diseases, 

… 

Recognizing the need to be alert to any efforts by the tobacco industry to undermine or 

subvert tobacco control efforts and the need to be informed of activities of the tobacco 

industry that have a negative impact on tobacco control efforts, ..." 

 

and Article 5, paragraph 3 stipulates that: 

 

"In setting and implementing their public health policies with respect to tobacco control, 

Parties shall act to protect these policies from commercial and other vested interests of 

the   

 
35 World Health Organisation Framework Convention on Tobacco Control, signed in Geneva on 21 May 2003 ('the 

WHO Convention'), approved by Council Decision 2004/513/EC of 2 June 2004 (OJ 2004 L 213, p. 8), PB L 

213/8 of 15.6.2004, p. 8-11. 
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tobacco industry in accordance with national law."36 

 

34. Establishing maximum emission levels in Article 3, paragraph 1 and making arrangements 

to monitor tobacco industry compliance in Article 4, paragraphs 1 and 2 are both covered 

by "setting and implementing their public health policies with respect to tobacco control". 

The ISO measurement method outlined in Article 4 paragraph 1 is, according to the tobacco 

industry, also intended to compare cigarette brands, but not to verify that the tobacco 

industry complies with the limits set out in Article 3, paragraph 1. Given that the design of 

that measurement method, including the cigarette-smoking machine and its associated usage 

scheme, originated in the tobacco industry, its inclusion in this Directive should be 

considered an ultimate violation of Article 5, paragraph 3 of the FCTC. The RIVM study 

illustrates the significant deviations from the guaranteed high level of public health 

protection that this ultimate violation leads to.37 

 

35. Rookpreventie Jeugd et al. realise that a question could be raised here about the direct effect 

of Article 5, paragraph 3 of the FCTC, but in this case, that seems to be an academic 

discussion. After all, the European legislature's choice in favour of ISO standards 

unfortunately cannot be qualified as "to act to protect these policies...", but is more in line 

with "to act to subordinate these policies to commercial and other vested interests of the 

tobacco industry". It seems undeniable that this constitutes a serious and complete violation 

of the EU's obligation to protect its own policies from influence by the tobacco industry. 

Apart from this, the Directive also seems to be based on the idea that further legislation is 

not necessarily necessary for Article 5, paragraph 3, since this subject does not appear in 

recital 7 of the preamble nor in the listing included in Article 1 of the Directive. In any case, 

the text of Article 5.3 is sufficiently concrete and unconditional to be able to conclude, 

without further regulation, that this treaty obligation has been violated. 

 
36. When the predecessor of the current directive was established, the FCTC did not exist. That 

predecessor was repealed by Article 38 of the current directive. When the current directive 

was drafted, the FCTC had been in force for nearly ten years. 

 
36 The English language is one of the authentic languages of the Convention, see Article 38 FCTC 
37 See Background, paragraph 3 
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Response to Question 3a 
 

37. = Article 4, paragraph 1 is contrary to the basic principle of the Directive that it guarantees 

a high level of public health protection, since the ISO measurement method is not designed 

to measure emissions in intended use, nor does it do so. 

= The fact that the tobacco industry designed the measurement method, including the 

corresponding cigarette-smoking machine, of Article 4, paragraph 1 

makes the independence of verification envisaged by Article 4, paragraph 2 nothing 

more than illusion from the outset, which means that Article 4, paragraph 1 conflicts 

with Article 4, paragraph 2; and  

makes its inclusion in the Directive an ultimate violation of Article 5, paragraph 3 of the 

FCTC. 

 

Question 3b 
 

38. The emissions capped in Article 3, paragraph 1 relate to "substances released when a 

tobacco product or related product is used as intended"38 RIVM concludes that the ISO 

method "does not provide an accurate picture of the amount of TNCO actually ingested by 

smokers"39 and that a measurement method that much more closely approximates 'intended 

use' demonstrates that the maximum emissions in Article 3, paragraph 1 are exceeded by 

100% to 200%. This hits the heart of the Directive: the guaranteed, high level of protection 

is not being achieved. The provisions in Article 4, paragraph 1 in fact constitute the 

opposite of guaranteeing the high level of protection for public health. 

 

39. The Directive, Article 114, paragraph 3 of the TFEU and Article 35 of the Charter consider 

and reiterate that legislative acts must always ensure a high level of protection of public 

health. When it comes to the use of cigarettes, that high level of protection is defined in the  

  

 
38 Article 2 of the Directive, under 21, italics added 
39 RIVM website, 'Measurement methods for TNCO', paragraph 2, 
https://www.rivm.nl/tabak/filterventilatie/meetmethoden-voor-tnco. 
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maximum emissions values for tar, nicotine and carbon monoxide. Application of the ISO 

standards does not provide a picture of what a smoker is inhaling. Nor are the standards 

intended to capture emissions under "intended use" conditions. Application of the ISO 

standards merely gives the appearance that the cigarettes verified using their methods 

remain below the limits, while in reality they have been found to very seriously exceed 

those limits. Both SOP 01 and CI were designed to come as close as possible to what the 

average smoker inhales. 

 

40. The Dyson case addressed how the energy efficiency of vacuum cleaners is measured and 

the question of what the phrase "during use" meant for that measurement. The Court found 

that the element "during use" when measuring energy consumption was an essential part of 

the relevant directive. The Court therefore ruled that the Commission was obliged ".... to opt 

for a method of calculation capable of measuring the energy performance of vacuum 

cleaners in conditions as close as possible to actual conditions of use".40 In our case, it is 

clear that ensuring a high level of health protection is the basis of the Directive and that in 

that context capping TNCO values plays the leading role. These emission caps are an 

essential part of the Directive, which is demonstrated by the fact that the Commission has 

not been empowered in the Directive to adopt delegated acts (with the exception of 

lowering the ceilings) on this point. The "emissions" are defined in the Directive in terms of 

"intended use", which refers to the inhalation of cigarette smoke by humans. Given the 

definition in the Directive, it is in line with the approach developed by the Court in Dyson 

to choose a measurement method that comes as close as possible to the intended use. RIVM 

found that the ISO method seriously underestimates the amount of TNCO the smoker 

ingests, and concluded that, for example, the WHO TobLabNet standard should be the 

preferred measurement method.41 

 

41. It has already been established that the right to life is at stake in regulating smoking that 

leads to premature death for more than half of smokers. Since 9 December 1994, the  

  

 
40 Judgment dated 11/5/2017, Dyson Ltd v European Commission, C-44/16 P, ECLI:EU:C:2017:357, paragraph 
68. http://curia.europa.eu/juris/document/document.jsf?text=&docid=190587&paaeindex=0&doclang-
nl&mode=lst&dir=&occ=first&part=&cid=11529674 (italics added) 
41 See Appendix 1 and 
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European Court of Human Rights has handed down a long series of judgements in which 

insufficiently effective action was taken against life-threatening situations and activities.42 

Öneryildiz v. Turkey is still a leading precedent for that Court.43 With regard to the 

necessary arrangements to be made, the Human Rights Court found, in paragraph 90, that it 

"must make it compulsory for all those concerned to take practical measures to ensure the 

effective protection of citizens whose lives might be endangered by the inherent risks". The 

intended protection must therefore be effective. 

 

42. In short, the Charter stipulates that the scope of the rights in the European Convention on 

Human Rights44 sets the bottom limit for the scope of the fundamental rights regulated in 

the Charter.45 

 
43. The FCTC, Article 24 of the Charter and the Directive itself put the importance of young 

people's health first. This is certainly appropriate to this topic given that two thirds of 

smokers start smoking well before the age of 19 and that young people become addicted far 

more quickly than adults. More than half of the number of smokers die prematurely as a 

result of smoking. That fact is the raison d'être for Rookpreventie Jeugd and the spearhead 

for the city of Amsterdam's anti-smoking policy. This extra attention being paid to the 

interests of young people is incompatible with the fact that legally sold cigarettes contain 

two to three times as many addictive substances as permitted by Article 3, paragraph 1. 

Response to Question 3b 
 

44. = Part a) of the response to Question 3a also serves as the answer to Question 3b. 

= The identified inconsistency applies not only to the principles of the Directive, but also to 

Article 114, paragraph 3 of the TFEU, the scope of the WHO Framework Convention on 

Tobacco Control and Articles 24 and 35 of the Charter. Moreover, this violation also 

constitutes a violation of Articles 2 and 7 of the Charter. 

 
42 López Ostra v. Spain, no. 16798/90, 9 December 1994, Guerra and Others v. Italy, no. 14967/89, 19 February 
1998 and Öneryildiz v. Turkey [GC], no. 48939/99, 30 November 2004. 
43 See previous footnote 
44 European Convention for the Protection of Human Rights and Fundamental Freedoms, Articles 3 and 8, in the 
Charter, Articles 2 and 7, respectively 
45 Charter, Article 52, paragraph 3 
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Question 4a 
 

45. This question is based on the assumption that the conclusions of the Court of Justice will 

mean that Article 4, paragraph 1 will no longer be applied, at any rate – in the case of 

question 2 – not exclusively be applied. It is obvious that the WHO TobLabNet SOP 01 

standard must then be chosen, given that the RIVM study, the basis of the national 

proceedings, is essentially based on the application of the Canadian Intense method, which 

is identical to the WHO TobLabNet SOP 01 standard. No serious criticisms have been 

levied against the RIVM study, not even by the tobacco industry. The WHO recently 

published an Information Sheet that includes the content, background and purpose of SOP 

01 (Appendix 6).46 

Response to Question 4a 
 

46. WHO TobLabNet SOP 01. 

Question 4b 
 

47. The VSK has combined their explicit non-refuting the accuracy of the RIVM findings with 

their statement that applying a different measurement method entails adjusting (read: 

increasing) the maximum values of Article 3, paragraph 1. But that is impossible, given that 

the limits of Article 3, paragraph 1 are the expression of what the EU legislature has 

established and guarantees as a high level of protection of public health. It is not possible to 

see how such a fundamental protection of public health could be, let alone must be 

weakened if a measurement method that simply complies with the law (Article 2, paragraph 

21 of the Directive) were to come into force. In this case, therefore, only the consequences 

for the ISO method of measurement are at stake. 

 

  

 
46 WHO TobLabNet methods for measuring priority contents and emissions in tobacco and related products, 
https://www.who.into/publications/i/item/WHQ-HEP-HPR-2020.1 
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48. A negative answer to question 1 and/or question 3a) and/or 3b) should not lead to the 

invalidation of the entire Directive, but only to a partial invalidation, since the specific 

measurement method is not a defining element for the fate of the Directive47 (question 4a 

addresses the situation that would arise as a consequence). 

 
49. Another relevant point here is that the measurement method of Article 4, paragraph 1 has 

been considered non-essential by the legislature. Indeed, the Directive explicitly provides 

the Commission with the power to adopt delegated acts in accordance with Article 27. This 

power is based on Article 290 of the TFEU48, which only "supplements or amends certain 

non-essential elements of the legislative act".49 On the other hand, it is clear that the 

Commission does not have the power to raise the limits set out in Article 3, paragraph 1; 

decreasing them is permitted.50 These maximum limits are therefore, unlike the 

measurement method, an essential part of the Directive. This also goes without saying, 

since the EU legislature has defined the high level of protection of public health by setting 

maximum levels. This status obviously does not apply to a measurement method. 

 
50. The answers to questions 1 and 3a and 3b as discussed here should therefore, in the opinion 

of Rookpreventie Jeugd et al., lead to the invalidation of Article 4, paragraph 1. 

The answer to question 2 as discussed here does not lead to the invalidation of Article 4, 

paragraph 1, because in that case, the Court interprets the meaning of the four ISO 

standards, including ISO 3308, in such a way that a control verification must always be 

carried out using a measurement method that fits within the Directive's definition of 

intended use. In the latter case, cigarettes can only be brought to market if both verifications 

produce results that are below the limits of Article 3, paragraph 1. 

 
51. Thus, the approach expressed in the previous point leads to a situation in which the 

immediate consequence of answering the questions is that there is no longer a measurement 

method, or that there is an absence of a control measurement method, respectively. At that 

point, the Commission will have to, if necessary at the instruction of the Court, exercise its 

 
47 Judgment dated 11/12/2008, Commission of the European Communities vs. Département du Loiret and Scott SA, 
C-295/07, ECLI:EU:C:2008:707, paragraphs 104-106 
48 See also recital (51) of the preamble to the Directive 
49 Article 290, paragraph 1 of the TFEU 
50 Article 3, paragraph 2 of the Directive 
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power under Article 4, paragraph 3 of the Directive in order to immediately, or at a time 

determined by the Court, fill that gap by adopting delegated acts. 

Response to Question 4b 
 

52. If the Court's answer to question 4a means that the Directive no longer contains a definition 

of a primary measurement method, or that a control measurement method is lacking, the 

Commission will need to adopt the necessary delegated acts pursuant to Article 4, 

paragraph 3 immediately, or at least at a time to be determined by the Court. 

Overview of all responses proposed by Rookpreventie Jeugd et al. 
 

Response 1 
 

53. Prescribing a measurement method, including cigarette-smoking machine, in Article 4, 

paragraph 1 of the Directive by simply mentioning ISO standards is contrary to the 

principle of legal certainty, the principle of openness and transparency and to the citizen's 

right of access to (legislative) information. This provision is contrary to the provisions of 

Article 297, paragraph 1 of the TFEU (and Regulation (EU) No. 216/2013) and Article 12, 

paragraph 2 of Regulation (EU) No. 1049/2001. 

Response 2 
 

54. Article 4, paragraph 1 of the Directive must be interpreted and applied in such a way that 

the emissions of tar, nicotine and carbon monoxide must not only be measured and verified 

using the prescribed method, but also that control measurements must be carried out using a 

valid method. 

Response 3a 
 

55. = Article 4, paragraph 1 is contrary to the basic principle of the Directive that it guarantees 

a high level of public health protection, since the ISO measurement method is not designed 

to  
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measure emissions in intended use, nor does it do so. 

= The fact that the tobacco industry designed the measurement method, including the 

corresponding cigarette-smoking machine, of Article 4, paragraph 1 

makes the independence of verification envisaged by Article 4, paragraph 2 nothing 

more than illusion from the outset, which means that Article 4, paragraph 1 conflicts 

with Article 4, paragraph 2; and  

makes its inclusion in the Directive an ultimate violation of Article 5, paragraph 3 of the 

FCTC. 

Response 3b 
 

56. = Part a) of the answer to question 3a also serves as the answer to question 3b. 

= The identified inconsistency applies not only to the principles of the Directive, but also to 

Article 114, paragraph 3 of the TFEU, the scope of the WHO Framework Convention on 

Tobacco Control and Articles 24 and 35 of the Charter. Moreover, this violation also 

constitutes a violation of Articles 2 and 7 of the Charter. 

Response 4a 
 

57. WHO TobLabNet SOP 01. 

Response 4b 
 

57. If the Court's answer to question 4a means that the Directive no longer contains a definition 

of a primary measurement method, or that a control measurement method is lacking, the 

Commission will need to adopt the necessary delegated acts pursuant to Article 4, 

paragraph 3 immediately, or at least at a time to be determined by the Court. 

        Amsterdam, 14 August 2020 

A.H.J. (Phon) van den Biesen, 

Attorney for Rookpreventie Jeugd et al. 

+++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++ 
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Appendix 4 

2019-03-15 TNCO values for cigarettes 2017 -- appendix to Government Information (Public 

Access) Decree  

Overall summary of results monitoring maximum emission standards for cigarettes 2017: 
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