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Introduction

The use of electronic cigarettes (e-cigs), also referred to
as vaping, has been marketed as a safe alternative to
tobacco use, both entities similarly serving to deliver
the stimulant nicotine. E-cigs, packaged in a liquid
form stored in a cartridge, which can be loaded onto a
battery-operated electronic heating device, can heat up
into a vapour that users breathe in. The liquid in the
cartridge contains not only nicotine but also the
necessary organic solvents isopolypropylene glycol and
vegetable glycerin, as well as various flavours intended
to appeal to users, especially young people. E-cigs
thus delivers nicotine in aerosol via controlled heating
of liquid while avoiding tobacco leaves and burning.

A growing epidemic in e-cigarette use in the U.S.

The alarming rise in the use of e-cigs among US
adolescents is seen by the US Food and Drug
Administration (FDA) as reaching epidemic proportions.
Currently, 3.2% of the adult population in the US, while
3.6 million junior-high and high-schoolers, are e-cig
smokers.! The most recent US statistics showed that
the vaping prevalence among 8", 10" and 12%" graders
(equivalent to secondary school years 2, 4, and 6,
respectively) has doubled in each of the 3 grades from
2017 to 2019; the prevalence of use during the previous
30 days was more than 1 in 4 in 12" graders, more than
1in 5 in 10" graders and more than 1 in 11 in 8"
graders.? This trend signifies a failure of current
measures, be they at the governmental, community or
school level, in the US in curbing the vaping popularity.
Nicotine addiction in the vyoung is particularly
problematic as nicotine is a powerful central nervous
system stimulant that provides wusers with
instantaneous gratification and leads to long-term
addiction that is difficult to overcome once established.

Carcinogenicity of nicotine seen in a mouse model of
e-cigarette use

Tobacco smoke, which delivers numerous carcinogens
generated during tobacco curing and burning, has
become the leading cause of human cancers, including
lung cancer and bladder cancer.

Measuring the level of nitrosamines, the breakdown
products of nicotine, in body fluids has been a gold
standard for assessing the potential carcinogenic effect
of tobacco smoke. When a similar method is adopted
to assess the carcinogenic potential of e-cigs, it has
been noted that the levels of these nicotine breakdown
products are only 5% of the levels found in tobacco
smokers, which suggests nicotine nitrosation does not
take place in e-cig smoke (ECS). This finding has
supported the recommendation by some public health
experts that e-cigs are 95% safer than traditional

cigarettes.!

Nevertheless, it is not clear whether the marker of
carcinogenicity could be equally applied to traditional
smoking and e-cig smoking. A group of researchers at
New York University have shown that instead of
measuring body levels of nitrosamines, the study of
DNA damages may shed better light on the
carcinogenicity induced by ECS. An animal model
showed mice exposed to short-term (12 weeks) ECS
sustained extensive DNA damage in lung and bladder
mucosa and diminished DNA repair in the lungs, similar
to DNA changes observed in human lung epithelial and
bladder urothelial cells upon exposure to nicotine and
its nitrosation products. The research group went on
to study the potential carcinogenicity of nicotine using
the same mouse model. Three groups of mice were
subjected to the following chamber conditions 4 hours
each day and 5 days per week for 54 weeks:

1. Exposure to ECS generated from nicotine juice
at concentration of 36 mg/mL dissolved in
isopolypropylene glycol and vegetable glycerin
at 1:1 ratio, with a nicotine aerosol
concentration of 0.196 mg/m3 (n=45)

2. Exposure to aerosol inhalation which is free
from nicotine but at comparable level of the
vehicle solvent isopolypropyline glycol and
vegetable glycerin (n=20)

3. Exposure to ambient filtered air (n=20)

At the end of 54 weeks of exposure, it was found that
22.5% of group 1 surviving mice (9 out of 40) developed
adenocarcinoma of the lung in comparison to groups 2
(zero incidence) and 3 (one out of 18) (p<0.05); similarly,
57.5% of group 1 mice developed bladder urothelial
hyperplasia vs 1 in group 2 and 0 in group 3 (p<0.001).
The researchers concluded that the DNA damage
induced by metabolites of nicotine nitrosation products
are likely the major causes for lung as well as bladder
carcinogenesis in mice.!

Mysterious vaping illness in the US

In July 2019, the Wisconsin Department of Health
Services and the lllinois Department of Public Health
received reports of pulmonary disease associated with
the use of e-cigs. This led to a coordinated public
health investigation that resulted in a report of 53 case
patients published in the New England Journal of
Medicine.® Case patients were defined as those with
a history of vaping within 90 days before symptom
onset and had pulmonary infiltrates on imaging not
attributable to other causes.
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The key findings of these 53 case patients were as
follows:

e Median age: 19 years of age (range 16-53);
male: 83%

e Respiratory symptoms: 98%; gastrointestinal
symptoms: 81%; constitutional symptoms:
100%

e Bilateral infiltrates on chest imaging: 100%
e Hospitalization: 94%

e Intubation and mechanical ventilation: 32%
e Death: 1 case patient

e History of having used tetrahydrocannabinol:
84%

The outbreak of this mysterious pulmonary condition
pushed the US authorities to establish stricter
regulations on e-cigs. Inthe US, itis illegal for vendors
to sell e-cigs to those <18 of age; in some states and
cities, the age limitis 21. However, a good proportion
of those with this pulmonary condition were younger
than 21. The US FDA in September 2019 announced
the plan to remove flavoured e-cig devices from the
market. San Francisco, a smart city, was ahead in the
game as it was the first US city to ban e-cig sales in June
2019.4 Following the eruption of lung injuries, US
states that have banned sales of flavoured e-cigs
include New York, Michigan, Rhode Island and
Massachusetts.> The latest figures with regard to the
surge of this mysterious lung condition were reported
in Nature on 17 October 2019: 1,300 case patients and
26 deaths.®

Four imaging patterns correlated with pathological
findings have been reported based on 19 case patients:
acute eosinophlic pneumonia, diffuse alveolar damage,
organizing pneumonia and lipoid pneumonia suggestive
of various forms of lung injuries in response to
inhalational insult.”

Various scientific postulations as the culprit of such lung
injuries arising from vaping have been put forth.
Because of the diverse vaping practices, plausible
culprits include:

e tetradhydrocannabinol, although this was
absent in 16% of the original case series of 53
patients;

e various chemicals included in the flavourings,
among which the most infamous appears to be
the cinnamaldehyde, a chemical that can Kkill
lung cells;®

e the oils carrying the nicotine or the
tetrahydrocannabinol, leading to a syndrome
called lipoid pneumonia, etc.

Given the wide range of chemicals vapers are exposed,
there is a chance we may never be able to track down a

single cause for the outbreak of this respiratory illness,
says a pulmonologist at Harvard’s School of Public
Health.®

Surprisingly, in a latest report of vaping-associated lung
injury, Larsen et al. described the pathological analysis
of lung tissue taken from 17 affected vapers. Against
their expectation, they did not find exogenous lipoid
pneumonia nor eosinophilic changes. They noted
general lung damage and inflammation; the authors
hence postulated that vaping-associated lung injury
represents a form of airway-centered chemical
pneumonitis from one or more inhaled toxic substances,
the exact toxin remaining elusive up to this point.®

E-cigarettes are more addictive than traditional
cigarettes!

In addition to the harms of carcinogenesis and direct
toxic lung injury from e-cig smoke as detailed above,
one recent study highlights the hidden danger of e-cigs:
vapers can be more nicotine-addicted than users of
traditional cigarette smoking.

In a joint Polish and Canadian study, a group of highly
educated young adults at a mean age of 22.4 were
recruited into this study, including 30 cigarette smokers,
30 exclusive e-cig users and 30 dual users. A 25-item
questionnaire collected information related to the
patterns and attitudes towards the use of cigarettes and
e-cigs. Nicotine dependence was also assessed via
standard tools. It was found that nicotine
dependence levels were over 2 times higher among e-
cig users compared to traditional smokers. The
authors postulated that likely these young smokers
were using the more advanced e-cig devices which can
deliver high doses of nicotine and that the younger
brain may be more prone to nicotine addiction.® The
absence of the social stigma of traditional smoking may,
| surmise, also encourage more intense use of e-cigs and
hence higher level of addiction.

Conclusion

2019 has been a remarkable year in the US as far as
vaping is concerned. It is a year in which multiple
authorities are saying NO to e-cigs. Itis also a year in
which there is an outpouring of scientific data on the
harms of e-cigarette smoke, be it a mouse model
showing the carcinogenic effects of nicotine or over
2,000 patients (and 26 deaths) with a vaping lung
disease that remains to be clearly defined and
delineated. The ability of e-cigs to induce powerful
nicotine addiction in highly educated young adults is
not to be ignored. It is high time that the Hong Kong
SAR Government imposes a total ban of e-cigarettes,
taking a good lesson from the American experience.
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Date
08 April 2019

By email and by hand

Dear Sirs
Submission on the Smoking (Public Health) (Amendment) Bill 2019
We act for British-American Tobacco Company {(Hong Kong} Limited ("BATHK").

We write in connection with the deputation meeting of the Bills Committee (the "Bllls Committee")
in relation to the Smoking (Public Health) (Amendment) Bill 2018 (the "Bill") on 13 April 2019 (the
"Meeting"). Amongst other things, the Bill seeks to ban the import, manufacture, sale, distribution
and advertisement of Alternative Smoking Products (as defined in the Bill).

BATHK strongly opposes the Bill. The Bill is irrational and is not evidence-based — it bans products
that are potentially less harmful than conventional cigarettes, including tobacco heating products
("THPs") and electronic cigarettes (“e-cigarettes"), and effectively ignores the potential harm
reduction benefits associated with the use of such products, The Blll is also unconstitutional and
contravenes the Basic Law in that it violates the fundamental human right of privacy and right of
private property, disproportionately restricts the free movement of goods and impermissibly
threatens Hong Kong's guaranteed status as a free port. The Bill is inconsistent with Hong Kong's
international trade obligations. Furthermore, the Government has failed to follow a proper process
with the Bill, in breach of BATHK's legitimate expectation and its duty to consult.

Please find below a detailed submission of BATHK on the Bill for consideration by members of the
Bills Committee at the Meeting. We should be grateful if you could kindly table a copy of this
submission for the Meeting.

Reglonal Managing Partner 1] Asia A R W Aitken M C Emsley K § H Sanger Senlor Reglstered Foreign Senior Consultants:
JJ G D'Agesiino D J Byrne Hill + D A Geiser J Sung Lawyaors: 5 M Lai

J § Caen W R Hallatt G H Thomas D Logofat * MK Wallace
Managing Partner - Greater China  H E Cassidy R'W M Hunt TCPTong
MF Tai S.J Chapman WWHRKu K A Wombolt Senior Registercd

J M Copernan + HHS Lau Forelgn Lawyers:

P D Kiesselbach *
+ Mot resident in Hong Keng “Admitted in England and Wales

Herbert Smith Freehills s a Hong Kong partnarship which [s affilialed 1o Herbert Smith Freehills LLP (an English kmited liability partnership). Herbert Smith Freehills
LLP, its subsidiaries and affiiates and Herbert Smith Freehills, an Australian Parinership, are separate member firms of the international legal practice known as
Herbert Smith Freehils.
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1, EXECUTIVE SUMMARY
1.1 British American Tobacco ("BAT") has long been working to develop potentially reduced-

risk products ("PRRPs") that could help reduce the public health impact of smoking. To that
end, it has invested in a range of PRRPs, including THPs and e-cigarettes. They are
different to conventional cigarettes - they do not combust, and therefore, they produce
significantly fewer toxicants than conventional cigarettes. The reduced-risk potential of
THPs and e-cigarettes as compared to conventional combustible cigarettes has been
widely recognised by public authorities (see section 2 below).

1.2 Under the current legislative framework, it is legal to import and sell THPs and e-cigarettes
in Hong Kong, subject to certain regulations, such as payment of duties and registration.
The Government has also previously agreed that these products should continue to be
available for sale and consumption in Hong Kong, and proposed in June 2018 that they
should be regulated in a way similar to conventional cigarettes. The Chief Executive also
explained to the members of the Legislative Council on 12 July 2018 that these products,
“which [are] less harmful medically”, should be regulated, and expressed her concerns
over a blanket ban being imposed, including concerns relating to Hong Kong's trade
obligations {see section 3 and paragraphs 4.1 to 4.2 below).

1.3 However, notwithstanding her concerns, and without providing any scientific justification or
conducting any prior consultation with the industry or the general public, the Chief
Executive drastically changed her position and unilaterally announced on 10 October 2018
in her 2018 Policy Address that the Government will introduce the Bill. The Bill is effectively
a blanket ban of Alternative Smoking Products in Hong Kong, and extends even to their
private use (see paragraphs 4.3 to 4.7 below}.

04/15320084_7 2
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BATHK submits that the Bill is irrational and disproportionate in banning products that
emits substantially less toxicants than conventional cigarettes whilst at the same time
allowing people to smoke conventional cigarettes. An approach that denies harm reduction
benefits to consumers is not rational, ethical or appropriate for the protection of public
health. There are alternative regulatory approaches that are available to support smokers
in quitting conventional smoking, while minimising the potential risks presented by their
use, as proposed by many experts and implemented in other countries (see section 5
below).

BATHK also submits that:
1.5.1 The Bill is unconstitutional in that:

(A) It disproportionately restricts the fundamental human right of privacy
protected under Article 14 of the Hong Kong Bill of Rights, Article 17 of
the International Convention on Civil and Political Rights ("ICCPR") and
Article 39 of the Basic Law, by imposing a blanket ban on Alternative
Smoking Products, regardless of one's age, the place or the purpose for
which they are to be consumed. The Bill would prevent a conventional
smoker from exercising his or her freedom to consume these products
{which are endorsed by leading health regulators and experts around the
world as potentially less harmful alternatives to cigarettes) in private, in
order to switch away from smoking conventional cigarettes (see section 6
below).

(B) it amounts to a complete deprivation of private property protected under
Articles 6 and 105 of the Basic Law, including BATHK and BAT's
goodwill, registered trademarks, patents, and investments in its
Alternative Smoking Products. Such deprivation is not necessary to
achieve any legitimate aim of the Bill. It also exposes the Government to
significant risks of claims and liabilities for compensation (see section 7
below).

(C) It disproportionately restricts the free movement of goods and
impermissibly threatens Hong Kong's constitutionally guaranteed status
as a free port under Articles 114 and 115 of the Basic Law, without any
legitimate necessity to achieve the objectives sought to be pursued in the
Bill (see section 8 below).

1.5.2 The Bill is in breach of due process, by denying BATHK's legitimate expectation
that the Government will regulate, rather than impose a blanket ban on,
Alternative Smoking Products and that the Government would follow fair and
proper regulatory processes, such as conducting a formal public consultation and
Regulatory Impact Assessment to properly consider the impacts, costs and
benefits of the Bill, before introducing significant tobacco control reform (see
section 9 below).

1.5.3 The Bill is inceonsistent with Hong Kong's international obligations by
breaching the General Agreement on Tariffs and Trade ("GATT"} of the World
Trade Qrganisation ("WTO") and Hong Kong's bilateral treaties, including, infer
afia, the Investment Promotion and Protection Agreement ("IPPA"} signed
between Hong Kong and the United Kingdom (see section 10 below).

04/15320084_7 3
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BATHK therefore respectfully urges the Government to withdraw this Bill which is irrational,
in breach of due process and inconsistent with Hong Kong's international obligations. It
should then conduct a public consultation in relation to these matters and review the
responses received before deciding to introduce any regulatory reform. In doing so, it
should engage with manufacturers of such products, as well as other stakeholders. BATHK
would be happy to share their insights on best practices from their dealings with different
types of regutatory frameworks around the world.

INTRODUCTION

BATHK is a member of the BAT group of companies and is responsible for the importation,
distribution and sale of tobacco products in Hong Kong.

BAT has long been working to develop PRRPs that can help potentially reduce the public
health impact of smoking and has invested in a range of PRRPs, including THPs and e-
cigarettes. BAT is one of the major suppliers of these products in a number of countries.
BATHK has already commenced preparation to launch these products, in particular gfo,
one of BAT's THPs, in Hong Kong based on the proposed regulation of these new tobacco
products by the Government which was submitted to the Panel on Heaith Services of
Legislative Council {the "Health Panel"} in June 2018.

THPs

THPs are devices that heat rather than burn tobacco. Unlike conventional cigarettes (which
combust tobacco at a temperature higher than 800°C), THPs heat tobacco (typically at a
temperature between 240-350 °C) to produce a nicotine-containing aerosol that is inhaled.
Unlike the smoke emitted from a fit cigarette, THPs' aerosol is composed mainly of water,
humectant (e.g. glycerol), nicotine and flavourings.

Glo is composed of an electronic battery powered device which heats specially designed
tobacco sticks, Neostiks, to approximately 240°C. The consumer inserts the Neostik into
the glo device and turns it on by means of a button which initiates the heating of the
tobacco. Once the initial heating phase is completed, the Neostik is ready to be consumed.

When used as directed and intended, Neostiks neither ignite nor burn. The electronically-
controlled heating, in combination with the uniguely processed tobacco, prevents
combustion from occurring. The Neostiks are not smoked; they do not combust and
produce no ash. The reduction in temperature, and the fact there is no burning, resuits in
the production of aerosol containing fewer as well as a lower level of foxicants, the majority
of which are at significantly lower levels than in cigarette smoke. This offers the potential
for significant harm reduction when compared to cigarettes. Indeed, the smence BAT has
done to date on glo shows that it emits approximately 90-95% less toxicants' than the
smoke of a reference cigarette in terms of the nine harmful toxicants the World Health

'British American Tobacco publishes a series of studies supporting the reduced-risk potential of glo’
published by Dr Marina Murphy of British American Tobacco in November 2017, Tobacco heating
products overview of the scientific assessment of glo’ prepared by British American Tobacco (available
in enclosure 5 in LC Paper No. CB(2)1402/17-18(01) {Revised)). Also see Forster et al,, (2017)
Assessment of novel tobacco heating product THP 1.0. Part 3: Comprehensive chemical

characterisation of harmfui and potentialiy harmful aerosol emissions. This is an independently peer-
reviewed study, published in the journal of Regulatory Toxicolegy and Pharmacology.
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Organisation ("WHQ") recommends to reduce in cigarette smoke.? There is also a
substantial reduction in the number and level of second hand environmental toxicants
emission for glo use compared to cigarette smoking.

The reduced-risk potential of THPs as compared to conventional combustible cigarettes
has been recognised by public authorities and experts. For example:

2.6.1 In 2018, Public Health England ("PHE"), an executive body of the UK Department
of Health, published an evidence review of e-cigarettes and THPs in which it
concluded that "[clompared with cigareffe smoke, heated fobacco products are
likely to expose users and bystanders to lower levels of particulate matter and
harmful and potentially harmful compounds.”

26.2 In 2017, the UK Committee on Toxicity of Chemicals in Food, Consumer
Products and the Environment ("COT") published a toxicological evaluation of two
THPs on the market in the UK, in which it found that "[ijnvestigations on both
products showed a decrease in the harmful and potentially harmful compounds
(HPHCs) in the aerosol generated by the device to which the user would be
exposed, compared to the HPHCs in the mainstream smoke from a conventional
cigarette. For both products, there were some HPHCs where the reduction was
approximately 50%, but the reduction in a number of other HPHCs was greater
than 90%, with many of the compounds being below the limits of detection or
quantification for the assays used."*

26.3 A study by Caponnetto et al.® which investigated carbon monoxide in the exhaled
breath {"eCo") of participants after use of two THPs found "no eCO elevations
during inhalation testing with HTPs [Heated Tobacco Products] under
investigation in any of the study participants. Our findings concur with findings
from e-cigarette studies as well as from manufacturer and independent data on
HTPs." The authors concluded that "it is our opinion that non-combustible
nicotine sources — that are significantly less harmful than conventional cigarettes
— can be a viable solution for those who, for whatever reason, cannot or do not
want fo give up nicotine, or who want to cut back on smoking or quit altogether.
Therefore, switching to combustion-free products has the potential lo act as a
gateway out of smoking. The personal preference for a particular product (e.g., e-
cigarette vs HTP vs smokeless fobacco produclts) can play a critical role in
increasing the likelihood of successfully abstaining from cigarette smoking.. As
for e-cigarettes, heaith professionals should consider all the options available to a
smoking patient and opt for the ones that provide the greatest probability of
quitting for good, including HTPs."

This is a comparison between the smoke from combusted tobacco in a standard 3R4F reference
cigarette (approximately 9 mg tar) and the vapour from heated tobacco in glo, in terms of the nine
types of harmful components the WHO recommends to reduce. See also (1) Statement on the
toxicological evaluation of novel heat-not-burn tobacco products by Committee on Toxicity —
COT2017/04; December 2017; and (2) Toxicological evaluation of novel heat-not-burn tobacco
products — non-technical summary.

PHE (2018), Evidence review of e-cigaretfes and heated tobacco products 2018: A report
commissioned by Public Health England.

COT (2017), Statement on the toxicological evaluation of novel heai-nof-burn tobacco products.
Caponnetto et al. (2018), Carbon monoxide levels after inhalation from new generation heated tobacco
products.
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E-cigarettes

2.7 E-cigarettes contain no tobacco at all, do not rely on combustion, and, as a consequence,
no smoke or tobacco tar is formed when the e-liquid is "vaped". BAT jaunched its first
vapour product, Vype e-cigarette, in 2013 and is one of the world's leading e-cigarette
companies.

2.8 An increasing number of health experts agree that vaping e-cigarettes is less harmful than
smoking conventional cigarettes. For example:

2.8.1

2.8.2

2.8.3

284

2.8.5

A recent systematic review of the scientific literature undertaken by the National
Academies of Sciences, Engineering, and Medicine for the U.S. Food and Drug
Administration concluded, inter afia, that: "[t}jhere is conclusive evidence that
compietely substituting e-cigarettes for combustible tobacco cigarettes reduces
users' exposure fo numerous foxicants and carcinogens present in combustible
tobacco cigarettes."

The PHE (2018) report recognised that "[v]aping poses only a small fraction of
the risks of smoking and switching completely from smoking to vaping conveys
substantial health benefits over continued smoking. Based on current knowledge,
stating that vaping is at least 95% less harmful than smoking remains a good way
to communicate the large difference in relative risk unambiguously so that more
smokers are encouraged to make the switch from smoking to vaping" and that
there have been "no identified health risks of passive vaping to bystanders"
(emphasis added).”

The Scottish National Health Service in coliaboration with severat other public
heaith bodies and NGOs, including Action on Smoking and Health Scotland,
Cancer Research UK, and the UK Centre for Tobacco and Alcohol Studies,
published a statement in 2017 in which it stated that "[{}here is now agreement
based on the current evidence that vaping e-cigarettes is definitely less harmful
than smoking tobacco. Although most e-cigarettes contain nicotine, which is
addictive, vaping carries less risk than smoking tobacco Thus, it would be a good
thing if smokers used them instead of tobacco. "8 femphases in original)

A study funded by Cancer Research UK (2017} found that people who swapped
smoking regular cigarettes for e-cigarettes or nicotine replacement therapy for at
least six months had much lower levels of toxic and cancer causing substances in
their body than people who continued to use conventional cigarettes.9

A study by Levy et al., (2017)*° modelled the population impact in the future if
more smokers in the US switched to e-cigarettes. They estimated that taking into
account several parameters such as cessation, initiation and relative harm,
switching cigarette smokers to e-cigarette use over a 10-year period would lead
to 1.6 to 6.6 million fewer premature deaths in the US under a pessimistic and

The National Academies of Sciences, Engineering, and Medicine {2018), Bublic Health Consequences

of E-Cigarelles.
7 PHE (2018), Evidence review of e-cigareftes and heated fobacce products 2018: A reporf
commissioned by Public Health England, at Chapter 4.

http:fwww.healthscotland.scot/publications/e-cigarsttes-consensus-statement.
s Shahab et al., {2017) Nicotine, Carcinogen, and Toxin Exposure in Long-Term E-Cigarefte and

10

Nicotine Replacement Therapy Users. Ann Intern Med, 390-400.
Levy et al., (2017) Potential deaths averted in USA by replacing cigarettes with e-cigarettes. Tobacco

Control. Aug 30.
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optimistic scenario respectively. The authors concluded that “a strategy of
replacing cigarette by e-cigarette use can yield substantial gains, even with
conservalive assumptions about related risks. Most important, an e-cigarette
substitution strategy provides the justification fo redouble efforts to farget
cigarette use, as it is called for by the WHO Framework Convention for Tobacco
Control." {emphasis added)

In view of the reduced harm from the use of e-cigarettes, an increasing number of
governments and public health authorities support the use of e-cigarettes as an effective
way for people to quit smoking. For example!

2.9.1 The PHE (2018) report found that "[i]n the first half of 2017, quit success rates in
England were at their highest rates so far observed and for the first time, parity
across different sociceconomic groups was observed. It is plausible that EC [e-
cigarettes] have contributed to this" and that "{wlhile caution is needed with these
figures, the evidence suggests that ECs have conlributed tens of thousands of
additional quitters in England."'

2.9.2 The UK National Health Service supports the use of e-cigarettes in quit-attempts,
referring to e-cigarettes on its "Stop smoking treatments" website, and stating that
"research has found that e-cigarettes can help you give up smoking, so you may
want to try them rather than the medications listed above..."

2.9.3 A briefing note by Cancer Research UK (20186), "E-Cigarettes in Stop Smoking
Services" recommends that "[S]top Smoking Services are currently seeing a
reduction in the number of clients and one contributing factor is likely to be the

increase in e-cigaretie use. These services should be accepting of e-cigarette

use and support those who wish to use them alongside behavioural support as an

aid to stop smoking." " (emphasis added)

2.94 The Royal College of Physicians has stated that "smokers who use nicotine
products as a means of cutting down on smoking are more likely to make quit
attempts. Promoting wider use of consumer nicotine products, such as e-
crgarettes could therefore substantially increase the number of smokers who
quit."

2.9.5 Health Canada's current tobacco control strategy states "ftjraditional cessation
approaches are not the only fools available to help Canadians transition away
from smoking cigarettes, the most deadly nicotine delivery system. A harm
reduction approach aims to reduce the negative consequences of cigarette
smoking by recognizing the potential benefits of using less harmful afternatives".
It adds "Vaping is less harmful than smoking. Completely replacing cigarettes
with a vaping product will significantly reduce a smoker’s exposure to toxic and

"

12
13

14

PHE (2018), Evidence review of e-cigareftes and heafed tobacco produgis 2018: A report
commissioned by Public Health England, at Chapier 4.

hitp:/iwww.nhs.uk/conditions/smoking-(quitting YPages/Treatment.aspx .

Cancer Research UK (2016), E-Cigarettes in Sfop Smoking Services. Available at:
hitps://www.cancerresearchuk.org/sites/defauit/liles/e-cig_in_sss 0.pdf.

UK Royal College of Physicians (2016), Nicotine without smoke: Tobagco harm reduction.
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cancer-causing chemicals. Adults can access vaping products containing nicotine
as a less harmful alternative to smoking.""® (emphasis in the original)

296 The New Zealand Ministry of Health states that "[simokers switching fo vaping
products are highly likely to reduce their health risks and for those around them"
and ‘;[s]top smoking services should stpport smokers using vaping products fo
quit.

For a detailed illustration of the reduced risk potential of PRRPs, please refer to BATHK's
previous submission to the Health Panel dated 16 May 2018 (LC Paper No. CB(2)1402/17-
18(01) (Revised)).

THE CURRENT REGULATORY FRAMEWORK

Tobacco products are currently regulated under the Smoking {Public Health} Ordinance
(Cap. 371) ("SPHO"). Under Part 3 of the SPHO, it is permissible to sell cigarettes and
tobacco products in Hong Kong, provided that certain packaging and tar yield requirements
are complied with.

THPs are a type of tobacco product. Under the current regulatory regime, it is legal to
import and sell THPs in Hong Kong, provided that appropriate duty is paid. BATHK has
therefore already commenced preparation to launch one of its THPs, i.e. glo, in Hong
Kong.

As e-cigarettes do not contain tobacco, they are not regulated under the SPHO. However,
e-cigarettes that contain nicotine may potentially be regulated under the Pharmacy and
Poisons Ordinance (Cap. 138). Nevertheless, it is still legal to import and sell e-cigarettes
containing nicotine in Hong Kong provided that the relevant regulations are complied with.

THE BILL

On 12 June 2018, the Food and Health Bureau issued a Legislative Paper to the Health
Panel in relation to its proposal to regulate e-cigarettes and new tobacco products
(including THPs) in a way similar to the current regulatory regime of cigarettes and tobacco
products, i.e. the provisions in the SPHO." In doing so, the Government agreed that the
import and sale of e-cigarettes and THPs should be [egally permitted, subject to similar
regulations that apply to conventional cigarettes and tobacco products.

On 12 July 2018, the Chief Executive explained to the members of the Legislative Council
of the Government's proposal to regulate new tobacco products. The Chief Executive
stated that:

15

16

17

Health Canada (2018), Overview of Canada's Tobacco Strategy, see;
htips://www.canada.ca/en/health-canada/services/publications/healthy-living/canada-tobacco-
strategy/overview-canada-tobacco-strateqy.htrl,

New Zeatand Ministry of Health (2018), Ministry of Health position statement — Vaping products, see:
hitps://www.health.govt.nz/cur-work/preventative-health-wellngss/tobacco-control/vaping-and-
smokeless-tobacco.

LC Paper No. CB(2)1578/17-18(05) {(https://www.legco.gov.hi/yr17-
18/english/panels/hs/papers/hs20180619ch2-1578-5-e.pdf).

04115320084 _7 8
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"... the Food and Health Bureau is proposing to strengthen regulation, such that
these products are being regulated, at least on par with the conventional cigarettes
for the protection of public health.

Right now, the Secretary for Food and Health is consulting the sector, listening fo
various views, and we hope to take info account these views and infroduce
amendments fo the Smoking (Public Health) Ordinance in the coming legisiative
session.

But as far as a complete ban is concerned, Hong Kong does have to recognize her
frade obligations in _an _international _environment, because if conventional
cigarsttes are even more harmiul_but they are allowed to be sold in Hong Kong
under certain requiation, to go into_a total ban of another form of tobacco product
which is less harmful medically would raise many challenges._So. we have fo really
strike a balance."™ (emphasis added)

The proposal was tabled at the Health Panel, and deliberations were based on the said
proposal.

Notwithstanding these remarks by the Chief Executive, on 10 October 2018, without any
prior consultation with the members of the tobacco industry or the general public, the Chief
Executive unilaterally announced in her 2018 Policy Address that the Government would
submit proposed legislative amendments fo ban the import, manufacture, sale, distribution
and advertisement of e-cigarettes and other smoking products. This is a complete change
of position from the Chief Executive's remarks that were made only three months earlier
which confirmed the Government's intention to regulate, not ban, such products.

The Bill and related Legislative Brief were then introduced to the Legislative Council and
the Bills Committee in February and March 2019 respectively without consulting the Health
Panel again.

Although the Bill does not specifically restrict the possession, purchase and use of
Alternative Smoking Products, once implemented, it would be practically impossible for any
individual to legally possess, purchase or use any of these products in Hong Kong (and in
the case of existing users, at least when they have consumed all of the existing products
that they have legally purchased) given that they would no longer be able to [egally
purchase them in Hong Kong or import them into Hong Kong for private use. In other
words, the Bill is effectively a blanket ban on the use of Alternative Smoking Products in
Hong Kong. This not only represents a drastic change in the Government's position but it is
also inconsistent with the approach taken by leading countries around the world, such as in
most countries in Europe, the UK, the US, Japan, S. Korea, Canada and New Zealand.

For the reasons explained below, it is clear that the Bill is unconstitutional, irrational, in
breach of due process and inconsistent with Hong Kong's international trade obligations.

THE BILL IS IRRATIONAL

BATHK submits that the Bill is irrational. Rather than being evidence-based, the Bill is
being driven by an irrational and outdated concept of an 'abstinence-onfy’ approach to
tobacco control that ignores both the potential public health benefits that tobacco harm
reduction strategies can bring, and undermines individual freedoms. There are alternative

18

htips:/fwww.legco.gov.hifyr17-18/english/counmig/hansard/cm20 1807 12a-translate-e.pdf.
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5.2

5.3

5.4

regulatory approaches that are available to support smokers in quitting conventional
smoking, while minimising the potential risks presented by their use, as proposed by many
experts and implemented in other countries.

Internationally, it is accepted that most of the harm associated with tobacco is caused by
inhaling the smoke produced by the combustion of tobacco and not nicotine itself.'® There
is also recognition that different tobacco and nicotine products can have vastly different risk
profiles, and that PRRPs have an important role in reducing the projected harms of
smoking. For example, the findings of the 2007 report of the Royal College of Physicians
(one of the oldest and most prestigious medical societies in the world) were unequivocal:
"liln this report we make the case for harm reduction sirategies to protect smokers. We
demonstrate that smokers smoke predominantly for nicotine, that nicotine itself is not
especially hazardous, and that if nicotine could be provided in a form that is
acceptable and effecﬂve as a cigarette substitute, millions of lives could be saved."
{emphasis added)

Sweanor? et al. summarised the global public health implications of tobacco harm

reduction, stating: "The relative safety of smokeless tobacco and other smokefree systems
for delivering nicotine demolishes the claim that abstinence-only approaches fo tobacco
are rational public health campaigns" and concluded that "Applying harm reduction
principles to public health policies on tobacco/nicotine is more than simply a
rational and humane policy. It is more than a pragmatic response to a market that is,
anyway, already in the process of undergoing significant changes. It has the
potential to lead to one of the greatest public heaith breakthroughs in human history
by fundamentaHy changmg the forecast of a billion cigarette-caused deaths this
century." (emphasis added)®

A recent letter from a group of 72 independent specialists in nicotine science, policy and
practice, calling on the WHO to embrace innovations in technology in the fight against
diseases caused by smoking, also states: "[iln the field of tobacco control and public
health, the world has changed significantly since the Framewark Convention on Tobacco
Control was signed in 2003. It is impossible to ignore or dismiss the rise of Alternative
Nicotine Defivery Systems (ANDS). These are established and new technologies that
deliver nicotine to the user without combustion of tobacco leaf and inhalation of tobacco
smoke. These technologies offer the prospect of significant and rapid public health gains
through ‘tobacco harm reduction’. Users who cannot or choose not fo quit using nicotine
have the optlion to switch from the highest risk products (primarily cigarettes) to producits
that are, beyond reasonable doubt, much lower risk than smoking products (e.g. pure
nicotine products, low-toxicity smokeless ftobacco products, vaping or heated tobacco
products). We believe this strategy could make a substantial contribution to the Sustainable

19

20

21

22

For a detailed discussion of the reduced risk potential of THPs and e-cigarettes, please refer to
BATHK's previous submission to the Health Panel of the Legislative Council dated 16 May 2018 (LC
Paper No. CB(2)1402/17-18(01} {(Revised)).

Royal College of Physicians {2007). 'Harm reduction in nicotine addiction: helping people who can't
quit. A report by the Tobacco Advisory Group of the Royal College of Physicians'.

David Sweanor, J.D., is a renowned public heaith advocate and Advisory Committee Chair of the
University of Ottawa Centre for Health Law, Policy and Ethics. He has over 30 years' experience in
public health policy, including spearheading the development of efforts to reduce cigaretle smoking in
Canada and globally.

Sweanor D, Alcabes P, Drucker E (2008), Tobacce harm reduction: how rational public policy could
transform a pandemic, International Journal of Drug Policy 18 (2007) 70-74.
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Development Goal to reduce premature deaths through non-communicable diseases (SDG
Target 3.4)."%

The concept of tobacco harm reduction is also firmly embedded in the WHO Framework
Convention on Tobacco Control ("FCTC"). Specifically, in defining tobacco control, Article
1(d) of the FCTC recognises that "fobacco controf’ concerns not just "a range of {tobacco]
supply, demand" measures, but also the adoption of "harm reduction strategies that aim to
improve the health of a population by eliminating or reducing their consumption of tobacco
products and exposure to tobacco smoke". Accordingly, the Government, as a party to
which the FCTC applies (through China}, is obliged to consider harm reduction measures
as part of an overall tobacco control strategy.

The Bill is also irrational in the following aspects:

56.1 As explained in paragraphs 2.5 and 2.8 above, the use of THPs (such as gfo and
Neostiks) and e-cigarettes result in the emission of substantially less toxicants
than conventional cigarettes. It is unreasonable, and indeed illogical, for the
Government to adopt a blanket ban on all Alternative Smoking Products, whilst at
the same time allowing people to smoke conventional cigarettes;

5.6.2 The Bill implements a blanket ban on all Alternative Smoking Products, the
definition of which is extremely wide under the current Bill and does not take into
account the specific health impacts of each such product. For example, it is wide
enough to cover a device which generates an aerosol that contains no tobacco
whatsoever;

56.3 The Government has not considered or responded to the significant volume of
scientific evidence of the harm reduction benefits offered by THPs and e-
cigarettes. BATHK has previously made public submissions to the Heaith Panel
on 16 May 2018 enclosing a large volume of evidence which has apparently not
been considered.? The Government has not explained why a blanket ban is
required and favoured over regulation, notwithstanding the evidence submitted;
and

5.6.4 We note that the Government only chose to conduct testing on one of the THPs
among the many different THPs manufactured by different manufacturers and
available in the international market, and each product could be very different and
carry different risk levels. For example, whilst the Government noted that iQOS
(the only product tested) burns the tobacco stick at about 260°C, we are
instructed that BAT's glo would heat Neostiks at a lower temperature of
approximately 240°C and consequently would be likely to produce fewer toxicants
and lower levels of those toxicants. The substance and composition of Neostiks
may also be different with that of iQOS. BATHK in fact provided samples of its
THPs (i.e. gfo and Neostiks) to the Government for laboratory testing in Agpril
2018. However, all samples were returned untested by the Government in
November 2018, The Government's approach in relying on only one product to
impose a blanket ban on other products from a range of different manufacturers
(which they have ignored and refused to test) is plainly unfair to other market
participants, and is irrational. This approach also illustrates that the Government

23

Abrams et al. (2018}, 'Letter from seventy-two specialists in nicotine science, policy and practice’.

LC Paper No. CB(2)1402/17-18(01}: https:/fwww.legco.gov.hkfyr17-
18/english/paneis/hs/papers/hs20180521cb2-1402-1-e.pdf.
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has not properly considered the health effects of all types of Alternative Smoking
Products before deciding to introduce the Bill.

BREACH OF THE FUNDAMENTAL HUMAN RIGHT OF PRIVACY

The Bill is a clear restriction gn the right to privacy

The right to privacy is a fundamental human right protected by Article 14 of the Hong Kong
Bill of Rights, Article 17 of the ICCPR and Article 39 of the Basic Law, which provide, inter
alia, that "[n]o one shall be subjected to arbitrary or unfawful interference with his privacy”.

Privacy is the "secluded part of gvery person 's life in which, without outside interference, he
or she may act independently".?® The Hong Kong Court has recognised that the concept of
"privacy" under the ICCPR is mdxstmgmshable to the concept of "private life” under Article 8
of the European Convention of Human Rights.?

The European Court of Human Rights has considered the nature of the right to privacy /
private life as follows:

6.3.1 "[tlhe concept of "private life" is a broad term... I/t covers the physical and
psychological integrity of a person";

6.3.2 "the notion of personal autonomy is an important principle underlying the
interpretation of [the guarantees of right to private life]";

6.3.3 "The very essence of the [European Convention of Human Rights] /s respect for
human dignity and human freedom... the Court considers that it is under Article 8
that notions of the quality of life take on significance”; and

6.3.4 "The Courf would observe that the ability to conduct one's life in a manner of
one's _own _choosing may also include the opportunity fo pursue acfivitfies
perceived to be of a physically or morally harmful or dangerous nature for the
individual concerned. The extent to which a State can use compulsory powers or
the criminal law fo protect people from the consequences of their chosen lifestyle
has long been a topic of moral and jurisprudential discussion, the fact that the
interference is often viewed as trespassing on the private and personal sphere
adding to the vigour of the debate. However, even where the conduct poses a
danger to health, or arguably, where it is of a life-threatening nature, the case-law
of the Convention institutions_has regarded the State's imposition of compulsory
or criminal measures as impinging on the private life of the applicant within the
scope of Article 8(1) and requiring justification in terms of the second paragraph”
(emphasis added).

In other words, a person's autonomy in respect of one's own private life is constitutionally
guaranteed in Hong Keng. A person should be free to conduct one's own life in a manner
of one's own choosing. This includes, for example, the food and drink that cne consumes,
as well as the activities that one chooses to do, even if the food/drink might negatively
impact one's own health or if the activity might pose danger to one's own life.

The Government now intends to implement the Bill which is effectively a blanket ban on the
use of Alternative Smoking Products. This has the practical effect of prohibiting an

28 Democratic Party v Secretary for Justice [2007] 2 HKLRD 804,
2 Demaocratic Party v Secretary for Justice [2007] 2 HKLRD 804.
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individua! (capable of understanding the risks involved in the same and exercising his or
her own autonomy) from using Alternative Smoking Products, even privately in one's own
home, and even when alone (and therefore not affecting any members of the public).
Whilst the use of these products might affect one's own health, the same is also true for
smoking conventional cigarettes and the consumption of food or drink, notably alcohol,
neither of which are banned. Indeed in this case, the proposed ban cannot be justified in
any way because the Hong Kong Government is denying smokers the opportunity to move
away from conventional cigarettes to PRRPs. The intended ban clearly intrudes such
person's autonomy and human dignity and is in clear violation of the fundamental human
right to privacy.

6.6 Indeed, the UK Supreme Court (whose decisions are highly persuasive in Hong Kong) has
recently held that a comprehensive ban on smoking in a hospital (in which convicts with
mental dlsorder were detained) engaged the right to private life under Article 8 of the
ECHR.?” The present case is even stronger — the Bill seeks to Impose a comprehensive
ban on the use of products that are potentially less harmful than the use of conventional
cigarettes.

6.7 We wish to note that the Bill gives rise to an issue that is of fundamental public importance
and with far-reaching implications. The issue is not just relevant to the ban on Alternative
Smoking Products. The Bill sets precedent and opens a gateway to any future proposal of
the Government to ban other personai activities, including private consumption of
unhealthy food/alcohol and the private participation of life-threatening activities, with the
same purported rationale — to restrict Hong Kong residents from taking part in activities that
the Government considers harmful, even in circumstances where the individual concerned
understands and accepis the risk involved in the activities and where the activities do not
affect any other people. Hence, the Government's purported restriction of the right to
privacy under this Bill must be carefully considered.

The restriction on the fundamental right to privacy is disproportionate

6.8 Since the Bill imposes a restriction on the fundamental right to privacy, the Government
must discharge the burden to demonstrate that the restriction Is proportionate, i.e.:

6.8.1 the restriction must pursue a legitimate aim,
6.8.2 the restriction must also be rationally connected to that legitimate aim;
6.8.3 the resfriction must be no more than necessary to accomplish that legitimate aim;,

and
6.8.4 the social benefit gained is not outweighed by the detrimental impact of the
restriction.
6.9 In respect of the aim of the BIll, the Government noted the following in its Legislative

Council Brief for the Bill:

6.9.1 "4, The Food and Health Bureau submitted a proposal o the Legislative Council
("LegCo”} Panel on Health Services (“HS Fanel”) on the regulation of afternative
smoking products in June 2018. The proposal was heavily criticised by the

2 McCann v State Hospitals Board for Scotfand [2017] 1 WLR 1455,
= Hysan Development Company Limited and Others v Town Planning Board and Another (FACV
21/2015, 26 September 2016).
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medical professions, education sector, parents and many members of the pubfic.
They were worried that allowing the sale of alfernative smoking products with
restrictions would not be adequate to protect public health, and would bring about
very negative impact and pose health risks on children and adolescents in
particufar. A non-binding motion was passed at the HS Panel meeting on 19 June
2018, urging the Government to impose a full ban." (emphasis added),

6.9.2 "5. Meanwhile, there is increasing evidence that both e-cigarettes and HNB

products are definitely harmful to health and may bring about gateway effects..."
{emphasis added);

6.9.3 "7. International studies have also concluded that the tar and nicotine yields in
HNB products are comparable to conventional cigarettes. Even Fhilip Morris
International’s ("PMI") in vivo clinical data failed to show a statistically detectable
difference between iQOS (short for “i Quit Ordinary Smoking”, the HNB product
developed by PMI) and conventional cigarette users for 23 of the 24 biomarkers
of potential harm among American adufts...." (emphasis added);

6.9.4 "8. While awaiting studies on the gateway effect of the newly introduced HNB
products to accumulate, a US study examined consumers’' perception about
iIQOS in Japan and Switzerland. Through expert interviews, product and
marketing analysis and focus groups, the study concluded that iQOS was

marketed as a “sophisticated, high tech and aspirational” product. Youth and

young adults are more interested in such product positioning and this approach
raises concern about youth appeal..." (emphasis added);

6.9.5 "9. On the other hand, WHO has tightened its guidelines on tobacco control.
Further to the seventh session of the Conference of the Parties ("COP’) to the
WHO Framework Convention on Tobacco Control (“FCTC”") which proposed, in
November 2016, to its Contracting Parties fo consider applying regulatory
measures to, inter afia, prohibit the manufacture, importation, distribution, sale,
presentation, etc., of e-cigarettes, the eighth session held in QOctober 2018
proposed the same for HNB products.”

6.10 It appears that the aim of the Bill is to:

6.10.1 Prevent children and adolescents from using Alternative Smoking Products (the
"Children Concern");

6.10.2 Prevent the opening of a gateway to the consumption of conventional cigareties
(the "Gateway Concern");

6.10.3 prevent access o products with tar and nicotine yields that are comparable to
conventional cigarettes (the "Harm Concern"); and/or

6.10.4 Respond to the alleged guideline of the WHO to prohibit Alternative Smoking
Products (the "FCTC Concern").

6.11  However, in respect of:

6.11.1  The Children Concern — it is essential to have careful regard for the evidence and
to properly assess to risks and benefits of any proposed intervention. Such an
assessment would need to include, identifying the extent and patterns of any
youth usage; assessing the extent to which any such usage is harmful, including
whether the use Is merely experimental or long term; and assessing the extent to

04/15320084_7 14
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which any increased usage of PRRPs is displacing more harmful cigarette use by
youth and adult smokers. In failing to undertake such an assessment, the
Government cannot demonstrate that the Bill is adequate, necessary or
proportionate. Indeed, contrary to the position asserted by the Chief Executive,
the PHE (2018) report found that "[d]espite some experimentation with these
devices among never smokers, EC are alfracting very few young people who
have never smoked into regular use” and that "EC use among never smokers in
GB remains very rare at less than 1%, similar to the level of use of NRT. Among
never smokers who have ever used EC, a minority have used mcorme -containing
liquids and the vast majority have not progressed to regular use." 2 A US study
published by Kozlowski et al., (2017)% also concluded that "risks for youth posed
by e-cigarettes likely fall far shorr of those feared by the products' opponents" and
that, currently "youth use of e-cigarettes is uniikely to increase the ranks of future
cigarette smokers.” Other studies also mdtcate that regular youth use is
concentrated in young people who smoke® and there is ewdence that young
people use vaping products to reduce harm and to quit smoking®. In the 2018
United States Annual Review of Public Health, the authors also note: “[uinder alf
but the most implausible scenarios, popufation simulation modeling estimates
miflions of life years saved by employing the pnncrples of harm minimization and
switching smokers to safer ANDS products."® In any event, it is clear that a
blanket ban of these products is not necessary at all and is excessive. A
prohibition of sale of these products based on the age, similar to the restriction
imposed on sale of conventional cigarettes, would be more than sufficient
to achieve this purpose;

6.11.2 The Gateway Concern — the Government only claimed that the use of THPs "may
bring about gateway effects" (emphasis added) and stated in paragraph 28 of
Annex B of the Legislative Council Brief that "[t]he presence of nicotine from the
heating of real tobacco in HNB should bring about possibly stronger gateway and
renormalisation effect, despite the lack of scientific evidence at this stage"
(emphasis added). In other words, the Government has openly admitted that
there is currently no scientific evidence on any alleged gateway effect from the
use of THPs. To the contrary, evidence suggests that e-cigarettes and THPs
have provided a gateway out of smoking for millions of smokers. As a number of
public health experts recently noted in a letter calling on the WHO to reject
prohibition and embrace ‘tobacco harm reduction' and risk-proportionate
regulation of tobacco and nicotine products: “[m]iffions of smokers have moved
from cigarettes to less harmful alternatives where the laws allow it. Where ANDS

29

30

i

32

33

McNeill A, Brose LS, Calder R, Bauld L & Robson D., Evidence review of e-cigarettes and heated
fobacco products 2018. A report commissioned by Public Health England. London: Public Heaith
England, 2018

Kozlowski et al. (2017), Adolescents and e-cigareties: Objects of concern may appear larger than they
are. Drug & Alcohol Dependence, 174:209-14,

Villanti et al. (2016), Frequency of Youth E-Cigarette and Tobacco Use Patlerns in the United States:
Measurement Precision is Critical to Inform Public Health, Vol. 19, Nicotine and Tobacce Research.
Oxford University Press.

Shiffman S and Sembower MA {2017), PATH Data: Harm Reduction is Teens' Top Reason for Using e-
cigarettes.

Abrams et al (2018), Harm Minimization and Tebacco Conirol: Reframing Societal Views of Nicoline
Use to Rapidly Save Lives, Annu. Rev. Public Health 2018. 39:193-213,
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have been popular, we have seen rapid decfines in adult smoking, for example in
the United Kingdom, Sweden, the United States, and in Japan where cigarette
consumption fell by 27 percent in the two years between first quarter 2016 and
the same period in 2018 following the introduction of heated tobacco products.” 3,

The Harm Concern — as stated in paragraphs 2.6 and 2.8 above, the reduced-risk
potential of Alternative Smoking Products as compared to conventional
combustible cigarettes has been widely recognised by international public
authorities. Although the Government appears to disagree with this view, the
Government admitted in paragraph 7 of the Legislative Council Brief that certain
THPs are at least "comparable to conventional cigarettes”, as opposed to being
more harmful. The Government has not explained what "comparable” means (e.g.
whether the Government considers a difference of, say 30%, to be "comparable").
In any event, even if, on the Government's view (which is disagreed by BATHK),
they are "comparable”, the Government has not provided any justification as to
why THPs should be banned whilst "comparable” conventional cigarettes should
be permitted; and

The FCTC Concern — other than prohibition, the FCTC Conference of the Parties
in fact also proposed its Contracting Parties to consider other types of regulation
as appropriate (such as restrictions or regulations) on new generation products
such as THPs. It did not require Contracting Parties to only consider prohibition
as the only means.

Further, in considering whether the restriction is proportionate, it is important to bear in
mind that:

6.12.1

6.12.2

The right to privacy is a fundamental human right concerning a person's dignity
and autonomy, a right which must be respected by the Government. The role of
the Government is to protect the welfare of the general public, but not to interfere
with an individual's autonomy; and

The Bill effectively imposes a blanket restriction on the use of Alternative
Smoking Products. A person is prohibited from using these products at all
regardless of one's age, the place or the purpose for which they are to be
consumed. A person cannot even exercise one's freedom to consume these
products alone, in private, for the purpose of switching away from smoking
conventional cigarettes. The extent of the constitutional right which the Bill seeks
to restrict is therefore very significant.

In view of the above, it is clear that the Bill disproportionately infringes the fundamental
human right to privacy, and is therefore unconstitutional.

DEPRIVATION OF CONSTITUTIONALLY PROTECTED PROPERTY RIGHTS

The Court of Final Appeal acknowledged that Articles 6 and 105 of the Basic Law
expressly protect private property rrghts ® These rights are fundamental to a capitalist
economy which is protected by Article 5 of the Basic Law.

24
s

Abrams et al. (2018), 'Letter from seventy-two specialists in nicotine science, policy and practice’.
Hysan Development Company Limited and Others v Town Planning Board and Another (FACV

21/2015, 26 September 2018).
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In Michael Reid Scott v The Government of HKSAR,* the Court found that property for the
purposes of Article 105 of the Basic Law is a very wide concept and requires a "wide and
purposive interpretation”. Similar to property rights protected under Article 1 of the First
Protocol to the Convention for the Protection of Human Rights and Fundamental
Freedoms, the protection of property rights clearly extends to intangible properties, such as
goodwill in a business.

Although BATHK has not yet completed its launch of its THPs, glo, as explained in
paragraph 2.2 above, these products are currently widely available for purchase outside
Hong Kong (including in countries such as Japan and Korea) and can be brought into Hong
Kong legally by individuals as long as appropriate duties are paid. It has been_held that a
manufacturer of goods sold abroad, but whose goods were brought into the local
jurisdiction by private individuals, would be considered as having established
sufficient market within the local jurisdiction to have its goodwill protected in the
local_market,™ The goodwill attached to glo and Neostiks is therefore constitutionally
protected in Hong Kong. The trademarks of gfo and Neostiks are also registered under
Trade Mark Ordinance {Cap. 559), and hence, legally protected as personal property in
Hong Kong together with the registered patents.

If the Bill is passed, BATHK would not be permitted to sell, nor could Hong Kong residents
legally purchase or import, and thus use, glo or Neostiks in Hong Kong. All of BAT and
BATHK's goodwill, patents, and investments in gfo and Neostiks will become of no
meaningful or economic use, and hence, worthless in Hong Kong. Hence, the Bill does not
merely restrict BAT and BATHK's property rights — it goes as far as to completely deprive
BAT and BATHK of their goodwill, trademarks and investments in glo and Neostiks, which
are property rights constitutionally protected under Articles 6 and 105 of the Basic Law. As
such, similar to the infringement of the right to privacy, the Government must demonstrate
that the Bill is proportionate to the extent of it imposing restrictions on those constitutional
rights.

As demonstrated in paragraphs 6.8 to B.13 above, it is clear that the Bill is
disproportionate. In this connection, we wish to add that the restriction of property rights to
be imposed by this Bill is even more disproportionate than the Government's previous
reform relating to the increase in size of the graphic health warnings on cigarette packets —
BATHK will be effectively denied the right to apply any of the gfo and Neostiks trademarks
(which are specific to THPs) at all to its THPs. There would remain absolutely no
commercial value or utility in these trademarks in BAT/BATHK's Hong Kong market if the
blanket ban was implemented.

Apart from the protection mentioned above, Article 105 of the Basic Law also requires the
Government to protect the "right to compensation for fawful deprivation of their property”
(emphasis added). This means that, even if the Bill is proportionate, the Government will
still be liable to pay compensation for the complete deprivation of BAT and BATHK's
goodwill, trademarks and investments in glo and Neostiks. The same also applies to other
Alternative Smoking Products manufactured by other tobacco companies, exposing the
Government to significant risks of claims and substantial liabilities.

% HCAL 188/2002, 7 November 2003.

38

7 See for example, R (Nicholds) v Security Industry Authority [2007] 1 WLR 2067 at [73].
La Soc/EtE Anonyme Des Anciens ETablissements Panhard Et Levassor v Panhard Levassor Motor

Company, Limited [1901] 2 Ch. 513.
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BREACH OF HONG KONG'S CONSTITUTIONALLY GUARANTEED STATUS AS A
FREE PORT

Articles 114 and 115 of the Basic Law expressly guarantee Hong Kong's status as a free
port and protect free trade and free movement of goods:

Article 114

The Hong Kong Special Administrative Region shall maintain the status of a free port and
shall not impose any tariff unless otherwise prescribed by faw.

Artlcle 115

The Hong Kong Special Administrative Region shall pursue the policy of free trade and
safeguard the free movement of goods, intangible assets and capital.

The Bill imposes a blanket ban on all import of smoking products. It is indisputable that the
Bill engages Articles 114 and 115.

Indeed, prohibitions on the sales/import of tobacco and alcohol products have been found
to engage the European counterpart to Articles 114 and 115 of the Basic Law, i.e. Article
34 of the Treaty on the Functioning of the European Union ("TFEU"), which provides that
"Quantitative restrictions on imports and all measures having equivalent effect shall be
prohibited between member states."

For example, in R (Sinclair Collis Ltd) v Secretary of State for Heaith™, a prohibition on the
sale of tobacco from automatic vending machines in the United Kingdom was found to
engage Article 34 TFEU for impeding on the claimant's ability to import tobacco vending
machines into the United Kingdom. The European Court of Justice (the "ECJ") similarly
found in Rosengren and Others v Riksaklagaren® that a ban imposed by the Swedish
Government on the importation of alcoholic drink by private individuals into Sweden
engaged Article 34 TFEU.

Where the free movement of goods is restricted, the ECJ held that “it is for the national
authorities to demonsirate that those rules are consistent with the principle of
proportionality, that is to say, that they are necessary in order to achieve the declared
objective, and that that objective could not be achieved by less extensive prohibitions or
restrictions, or by prohibitions or restrictions having less effect on intra-Community trade”
{emphasis added).”

Applying this proportionality analysis, the ECJ in Rosengren found that the Swedish
Government could not show that the complete ban on import of alcoholic drink by private
individuals was necessary in order to achieve the declared objective of protecting public
health, or that the public goal could not be achieved by a less extensive prohibition, such
as a restriction based on age. Hence, the ban was held to be a disproportionate restriction
on the free movement of goods, and therefore, unconstitutional.

Similar considerations apply to the Bill. As explained in paragraphs 6.8 to 6.13 above, it is
plainly not necessary to impose a blanket ban on these products. Less extensive restrictive
measures are available, including age restriction on sale and use (held in Rosengren to be
an alternative means) and appropriate marketing restriction.

38

[2012] QB 394,
{Case C-170/04) [2007] ECR 1-4071.
Rosengren and Others v Riksaklfagaren (Case C-170/04) [2007} ECR [-4071 at [50}.
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As such, the Bill disproportionately restricts the free movement of goods protected under
the Basic Law, and impermissibly threatens Hong Kong's constitutionally guaranteed status
as a free port.

BREACH OF DUE PROCESS

The Government's previous representation to regulate new tobacco products, rather than
ban them outright, gave rise to a legitimate expectation that it will still be legal to import and
sell Alternative Smoking Products in Hong Kong. In reliance of this legitimate expectation,
BATHK has commenced preparation for the launch of its THPs, namely, glo and Neostiks,
in Hong Kong and incurred considerable expenses as a result.

The Government's unilateral and complete change in position in October 2018 represents a
clear departure from the legitimate expectation. The Government has not at any time
sought to consult BATHK or other members of the tobacco industry. The introduction of the
Bill is therefore in breach of due process.*

Further, the Bill represents a significant departure from the Government's existing policy on
regulation of tobacco and nicotine products. BATHK, as well as other members of the
tobacco industry, has a legitimate expectation that the Government would follow fair and
proper regulatory processes, such as conducting a formal public consultation and
Regulatory Impact Assessment (to properly consider the impacts, costs and benefits of the
Bill) before any significant tobacco control reform such as the Bill. However, the
Government had neither produced any consultation document for the public to consider the
Bill nor invited the public to submit their views on the same before introducing the Bill,
which deviates from the long-established standards and consultation practices adopted by
the Food and Health Bureau. Moreover, notwithstanding that the Government first
introduced its proposal to regulate Alternative Smoking Products in the Health Panel, it
proceeded to introduce the Bill directly in the Legislative Council without any attempt to
consult with members of the Health Panel.

The Bill is therefore introduced by the Government in breach of due process and the
legitimate expectation of BATHK.

INCONSISTENCY WITH HONG KONG'S INTERNATIONAL OBLIGATIONS

As referred to in paragraph 4.2 above, the Chief Executive explained to the members of the
Legislative Council on 12 July 2018 that:

"But as far as a complete ban is concerned, Hong Kong does have to recognize her trade
obligations in_an_international environment, because if conventional cigarettes are even
more harmful, but they are allowed to be sold in Hong Kong under certain regufation, to go
into a total ban of another form of tobacco product which is less harmful medically would
raise many challenges. So, we have to really strike a balance." (emphasis added)

In other words, the Chief Executive is aware that the Bill, constituting a blanket ban of
Alternative Smoking Products, is inconsistent with Hong Kong's trade obligations.

Indeed, as will be illustrated below, the Bill is:

42

Ng Siu Tung & Others v Director of Immigration (2002) 5 HKCFAR 1,
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10.3.1  In breach of the GATT of the WTO;

10.3.2 In breach of Hong Kong's bilateral treaties, including the IPPA signed between
Hong Kong and the United Kingdom; and

10.3.3 In any event not required by the WTO FCTC,

The Bill is in breach of the GATT
Article X| of the GATT of the WTQ, of which Hong Kong is a member, provides that:

"No prohibitions or restrictions other than duties, taxes or other charges, whether made
effective through quotas, import or export licences or other measures, shall be instituted or
maintained by any contracting party on the importation of any product of the territory of any
other contracting party or on the exportation or sale for export of any product destined for
the territory of any other contracting party."

Uniike the current legislative regime for conventional cigarettes which includes the
imposition of duties (which is permissible under Article XI), the Bill constitutes a complete
and absolute ban on the importation of Alternative Smoking Products. This is clearly
captured by Article XL

Further, in view of the following factors, the Bill cannot be saved by the general exceptions
permitted under Article XX{b) of the GATT for measures that are necessary to protect
human health:

10.6.1 The threshold for the "necessity" test is high — the WTO Appellate Body has
recognised that a "necessary" measure is "/located significantly closer to the po!e
of i ndrsgensable than fo the opposite pole of simply 'making a contribution to™
(emphasis added).*

10.6.2 The WTO Appellate Body has recognised that an import ban is "by design as
trade-restrictive as can be" and that "when a measure produces restrictive effects
on international trade as severe as those resulting from an import ban, it appears
to us that it would be difficult for a panel to find that measure necessary unfess i
is_satisfied that the measure is apt to make a maferial contribution to the
achisvement of its objective” (emphasis added).*

10.6.3 To demonstrate that an import ban brings about a material contribution or is
indispensable to the achievement of its objective, the Government has to support
it by evidence, data, quantitative projections or qualitative reasoning based ona
set of hypothesis that are tested and supported by sufficient evidence.” The
Government has, however, adduced none of these. To the contrary, there is a
significant volume of evidence showing that THPs and e-cigarettes emit
significantly lower level of toxicants than conventional cigarettes and are
potentially less harmfu! alternative to conventional smokers (see paragraphs 2.5

43

44

45

Appellate Body Report, Korea — Measures Affecting Imports of Fresh, Chilled and Frozen Beef,
WT/DS161/AB/R, WT/DS169/AB/R (11 December 2000), para. 161; see also Appellate Body Report,

Brazil — Measures Affecting Imports of Reireaded Tyres, WT/DS332/AB/R (3 December 2007), para.
141,

Appellate Body Report, Brazil — Measures Affecting Imports of Retreaded Tyres, WT/DS332/AB/R (3

December 2007), para 150.

Appellate Body Report, Brazil — Measures Affecting Imports of Retreaded Tyres, WT/DS332/ABIR (3

December 2007), para 151.
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and 2.8 above). These all point against any suggestion that the Bill brings about
any material contribution or is indispensable to the protection of public health.

10.6.4 Further, less restrictive alternative measures are available, such as setting
appropriate product safety standards and ensuring that robust laws are put in
place that prevent the sale of Alternative Smoking Products to minors. The
availability of these far less restrictive alternative measures plainly illustrates that
it iIs not necessary to implement a blanket ban on the import of Alternative
Smoking Products.

In light of the above, the Government faces considerable difficulties to justify that an import
ban of these potentially reduced risk products is necessary to protect public health. The Bill
is therefore in breach of the GATT.

The Billis in breach of international bilateral agreements

The Bill is also in breach of the bilateral agreements signed by Hong Kang. For example,
the IPPA signed between Hong Kong and the United Kingdom provides that:

10.8.1  "Investments and returns of investors of each Confracting Party shall at alf times
be accorded fair and equitable treatment... Neither Confracting Party shall in any
way impair by unreasonable or discriminatory measures the... use, enjoyment...
of investment in its area of the other Contracting Party”" (IPPA Article 2(2)).

10.8.2 "“Investors of either Contracting Party shall not be deprived of their investment...
except lawfully, for a public purpose related to the internal needs of that Party on
a non-discriminatory basis and against compensation.” (IPPA Article 5).

For reasons explained in section 5 above, the Bill is not only unreasonable but also
irrational. The unreasonable measure to be introduced by the Bill, which results in
effectively a complete deprivation of the investments of foreign investors, such as BAT
(which is based in the United Kingdom)}, is in clear breach of IPPA Article 2(2).

Further, IPPA Article 5 requires any lawful deprivation of foreign investment to be
compensated. For reasons similar to paragraph 7.6 above relating to Article 105 of the
Basic Law, the Bill would expose the Government to potentially significant liability for
compensation to foreign investments in Alternative Smoking Products.

OTHER POLICY CONSIDERATIONS

Apart from the above legal issues, BATHK wishes to highlight the following policy
considerations, all of which militate against the introduction of the Bill:

1111  There is ample evidence from many developed government departments or
authoritative bodies on the reduced risk potential of Alternative Smoking
Products, indicating that these products can be a less harmful option for many
conventional cigarette users:*®

11.1.2 The WHO FCTC Conference of the Parties merely recommended In the eighth
session that Contracting Parties should consider regulatory measures as

48

For a detailed discussion of the reduced risk potential of THPs and e-cigarettes, please refer to our
previous submission to the Health Panel dated 16 May 2018 (LC Paper No. CB{2)1402/17-18(01)
{Revised)).
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12.1

12.2

appropriate to local laws. Hong Kong has one of the lowest rates of smoking
around the world.”” Further, Hong Kong adult consumers are sensible and can
and should not be unfairly prevented from making their own decision as to what
products to consume. The current proposed extreme measure does not suit Hong
Kong local circumstances; |

11.1.3 There are around 40 countries around the worid (mostly developed countries)
that have allowed the sales of these Alternative Smoking Products;

11.1.4 As stated in paragraph 5.6.4 above, the Government's testing of THPs was tilted
towards one company's product, and excluding BAT's THPs. In any event, the
Government has not disclosed the testing methodology. It should be noted that
the testing methodology for THPs should not be equivalent to those adopted for
conventional cigarette;

11.1.,6  As stated in paragraph 6.11.2 above, the Government has produced no evidence
of the alleged gateway and renormalization effects from THPs. Further, many of
the surveys or researches conducted by the Government on the Alternative
Smoking Products are not published despite repeated requests by various
parties. BATHK urges the Government to fully publish all relevant surveys,
reports or studies quoted by the Government in the Bill with full transparency to
the members of the Bills Committee and members of the public; and

11.1.6 BAT never targets its products, whether conventional cigarette or Alternative
Smoking Products, to minors. The Children Concern does not justify a blanket
ban of these products as it can be sufficiently addressed by restricting safes of
the Alternative Smoking Products to minors in Hong Kong.

CONCLUSION

In view of the above, the Bill is clearly frrational and disproportionate, violates the
fundamental human right of privacy and right of private property, disproportionately restricts
the free movement of goods, impermissibly threatens Hong Kong's guaranteed status as a
free port, is in breach of due process and inconsistent with Hong Kong's international
obligations. Before deciding to introduce this Bill, the Government should first conduct a
public consultation in relation to these matters.

Rather than banning these new technologies, the Government should develop regulatory
solutions for bringing high quality PRRPs including Alternative Smoking Products to market
and supporting smokers who want to switch from conventional smoking. Any legitimate
concerns about safety and quality, access by young people etc., can be addressed by
product regulations of which there is growing experience in other countries, including n
Europe, the UK, the US, Canada and New Zealand. A real opportunity exists for the
Government to drive change that could benefit the lives of millions of smokers, rather than
creating a legacy of further failed tobacco policy and potential harm to consumers and the
economy.

47

https:/www.info.qov.hk/giafgeneral/201803/22/P2018032200255.htm.
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12.3 BATHK therefore respectfully urges the Government to withdraw the Bill and to work with
all stakeholders to establish an evidence-based, appropriate regulatory regime that
properly reflects the risk profile of Alternative Smoking Products and respects the
constitutionally protected rights and freedom of Hong Kong residents.

Yours faithfully,

Hecbet  Smith Freehifls

cC: Professor Sophia CHAN, JP
Secretary for Food and Health
Food and Health Bureau,
18/F, East Wing,
Central Government Offices,
2 Tim Mei Avenue, Tamar,
Hong Kong
(By email and by hand)

cc: Ms. CHENG Teresa, GBS, SC, JP
Secretary for Justice
Department of Justice
5/F, Main Wing, Justice Place,
18 Lower Albert Road, Central,
Hong Kong
(By email and by hand)
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Clerk to Bills Committee on Smoking (Public Health) (Amendment) Bill 23rd Floor Gloucester Tower
2019 15 Queen's Road Central
Legislative Council Secretariat Hong Kong
o . T +852 2845 6639
Legislative Council Complex E +850 2545 5099
1 Legislative Council Road
Central, Hong Kong www.herberismithfreehills.com
Our ref
6461/12474/31022546

Your ref

Dala
21 Jure 2018

By email and by hand

Dear Sirs
Smoking (Public Health) (Amendment) Bill 2019
We act for British-American Tobacco Company (Hong Kong) Limited.

We refer to the letter from the Secretary for Food and Heaith to the Assistant Legal Adviser of the
Legislative Council dated 15 May 2019 (LC Paper No. CB(2)1431/18-19(04)), in particular
paragraphs 2 to 8 thereof which were made in response to our lefter dated 18 February 2019 (the
"Response"). The purpose of this letter is to comment on and provide BATHK's views in relation to
the Response. We should be grateful if you could kindly table a copy of this letter for consideration
by the members of the Bills Committee for the meeting on 25 June 20189.

Unless otherwise specified, terms defined in our previous submission dated 8 April 2019 (LC Paper
No. CB(2)1175/18-19(111)) {the "April Submission") shall have the same meaning herein for ease
of reference.

For the reasons detailed below, BATHK is of the view that the Response is Inaccurate and
misleading, in particular because it contains an incorrect statement of the relevant legal principles.
Notwithstanding the Response, BATHK considers that the Government has failed to justify its
proposal to restrict fundamental human rights and disregard Hong Kong's international abligations
through the implementation of the Bill.

1. INCORRECT APPLICATION OF THE PROPORTIONALITY TEST
1.1 The Government stated in paragraph 4 of the Response that "[t}he proposed full ban is not
Executlve Partner ARW Ailken M C Emsley K & H Sanger Senior Registered Foraign Senior Consultants:
J I G D'Agostine J D 8irch D A Gelser J Sung Lawyors: A J Crockett

D J Bymne Hill + W R Hallalt G H Thomas D Logofet * CKJFan
Managing Partner - Greater China  J S Caen R'W M Hunt TCPTong J Hu
MF Tai H E Cassidy WWHHKu K A Wombalt Sh Lol

S J Chapman HHSLau Z Shen

J M Copeman + AMWZ Luke M K Wallace

H Wang

Scnlor Reglsterod
Forelgn Lawyers:
P D Kiesselpach *

+ Not resident in Hong Kong ‘*Admitted In England and Wales

Herberl Smith Freehills is a Hong Kony partnership which is afiliated to Herberl Smilh Freehills LLP {an English limited liability parinership). Herberl Smiih Freehills
LLP, its subsidiaries and affiliates and Herbert Smith Freehllls, an Australlen Parinership, are separate member firms of the international legal practice known as
Herberl Smith Freehills,
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disproportionate to the accomplishment of that legitimate aim [i.e. for the protection of
public health], as there are no less restrictive measures that can achieve the very high level
of public health protection”.

With all due respect, this is clearly inconsistent with the Government's position that was
made public only four months before the Chief Executive's decision to introduce the Bill. In
the Food and Health's Legislative Paper dated 12 June 2018, the Government stated that it
had ‘critically reviewed the scientific evidence, overseas practices and WHO
recommendations"” and was of the view that Alternative Smoking Products should be
subject to regulation, as opposed to an outright ban. This illustrates that the Government,
after detailed study of the evidence, agreed that a less restrictive measure (namely, a
regulatory regime) can still achieve the "very high level of public health protection" sought
by the Government. This analysis applies equally to the analysis under Hong Kong's
international WTO obligations discussed below, where the availability of less restrictive
alternatives contradicts the claim of justification under Article XX of GATT.

In applying the proportionality test, the Government failed to assess the impact of the Bill
on public health overall. The Government merely considered the alleged "health risks and
the gateway and renormalisation effects posed by" Alternative Smoking Products (which
are in any event not substantiated for reasons explained in paragraph 6.11.2 of the April
Submission) without taking into account two imporiant factors that would also affect public
health, namely:

1.3.1 the potential benefits that Alternative Smoking Products can contribute to public
health; and

1.3.2 the fact that the use of conventional cigarettes will still be permitted for sale after
the implementation of the ban of Alternative Smoking Products that are potentiaily
less harmful (and indeed, the Government could not provide any evidence that
Alternative Smoking Products are more harmful than conventional cigarettes).

As stated in the April Submission, there is growing evidence on the harm reduction benefits
offered by the use of THPs and e-cigarettes. These products are a potentially less harmful
option for many conventional cigarette users and a means to assist smokers to quit
smoking, thereby reducing the health impact caused by conventional cigarettes (and
thereby facilitating the protection of public health).

Indeed, governments in major developing countries took into account these public health
benefits when formulating policies on THPs and/or e-cigarettes. For example:

1.5.1 The New Zealand Government decided to regulate, rather than ban, e-cigarettes
and other tobacco products. The Ministry of Health further "encourages smokers
who want to use vaping products to quit smoking to seek the support of local stop
smoking sen/ices...[lwhich] must support smokers who want to quit with the help
of vaping products”;

1.5.2 The Government of Canada enacted the Tobacco and Vaping Products Act on 23
May 2018 which legalised, inter alia, the manufacturing and sale of vaping
products in Canada — which is the exact opposite of the total ban proposed by the
Hong Kong Government;

New Zealand Ministry of Health (2018), Ministry of Health position statement — Vaping products, see:
hitps:/iwww.health .qovi.nz/our-work/preventative-health-weliness/tobacco-control/vaping-and-
smokeless-tobacco.

047155438017 2
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1.5.3 The US Food and Drug Administration announced on 30 April 2019 that it has
authorised the marketing of one of the THPs, recognising that authorising these
products for the US market "is appropriate for the protection of the public health
because, among several key considerations, the products produce fewer or lower
fevels of some toxins than combustible cigarettes”? It further explained that this
decision is based on a comprehensive analytical standard {notably absent in the
Government’s Response) which:

“requires the FDA fo consider the risks and benefits to the population as
a whole, including users and non-users of tobacco products. Importantly

this includes yvouth. The agency's evaluation includes reviewing a
tobacco product’s components, ingredients, additives and health risks, as
well as how the product is manufactured, packaged and fabeled. The
review for the ... products took into account the increased or decreased
likelihood _that existing tobacco product users will stop using fobacco
products, and the increased or decreased likelihood that those who do

not use tobacco products will start using them" (emphasis added), and

1.5.4 The United Arab Emirates previously banned the sales of e-cigareites. However,
after conducting a review of data on alternative smoking products, the Umted
Arab Emirates lifted its ban following the new rule UAE.S 5030 in April 2019.2

In contrast, the Hong Kong Government has failed to take into account these harm
reduction benefits that have been widely recognised by major governments around the
world. It is important to note that whilst a total ban of these products might potentially
reduce the associated health risks, it will at the same time remove all the harm reduction
benefits that these products can contribute to public health. 1t would be wrong and
irresponsible for the Government to selectively highlight the risks whilst ignoring the
benefits in assessing whether the Bill would, on balance, make a meaningful contribution to
the objective of protecting public heaith.

The Government also took an overly simplistic view in concluding that a total ban would
reduce risks to public health. As mentioned in paragraph 1.3 above, the use of Alternative
Smoking Products is not the only factor that would affect public health. Each factor carries
different weight in terms of its effect on public health. Given that there are many more
existing users of conventional cigarettes and that conventional cigarettes are more harmful
than Alternative Smoking Products, the use of conventional cigarettes would, in fact, likely
be the dominant factor that would affect public health. The Government has not conducted
any study to assess how this dominant factor might affect public health in circumstances
where Alternative Smoking Products are banned.

In particular, by imposing a blanket ban over Alternative Smoking Products while
continuing to permitting the sale of conventional cigarettes, the Government might be
sending a confusing and/or misleading message to the general public that it is safer
(because it is legal) to smoke conventional cigarettes rather than to use Alternative
Smoking Products (which will be banned). This may resuit in an undesirable effect of

US Food & Drug Administration {2019), 'FDA permits sale of IQCS Tobacco Heating System through
premarket tobacco product application pathway’, see: https://www.fda.qgov/news-events/press-
announcements/fda-permits-sale-igos-tobacco-heating-system-through-premarket-tobacco-product-
application-pathway.

The National, 'UAE to allow sale of e-cigarettes and vaping devices": see:
hitps://www.thenational.ae/uae/health/uae-to-allow-sale-of-e-cigarettes-and-vaping-devices-1.826798.
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encouraging the public, especially previous conventional smokers who may have switched
to Alternative Smoking Products, to switch back to conventional cigarettes.

On the other hand, there is evidence that the smoking population has decreased rapidly
and markedly in jurisdictions where Alternative Smoking Products are legally permitted. As
stated in the April Submission, a number of public health experts recently noted in a letter
to the WHO, calling on it to reject prohibition and embrace ‘tobacco harm reduction’ and
risk-proportionate regulation of tobacco and nicotine products, that "[mlilfions of smokers
have moved from cigarettes to less harmful alternatives where the faws allow it. Where
ANDS have been popular, we have seen rapid declines in adult smoking, for example in
the Unifted Kingdom, Sweden, the United States, and in Japan where cigarette
consumption fell by 27 percent in the two years between first quarter 2016 and the same
period in 2018 following the introduction of heated tobacco products."* In view of the
evidence available, a ban of Alternative Smoking Products would be unlikely to have any
net positive effect on public health overall, and hence could not satisfy the proportionality
test.

As mentioned in the April Submission, the Government has the burden to demonstrate that
any proposed restriction on fundamental rights is proportionate by passing the four-stage
proportionality test. The Government, by failing to properly assess the impact of the full ban
on the overall public health in Hong Kong (in particular the fact that a full ban on Alternative
Smoking Products would unfairly eliminate the harm reduction benefits associate with
these products and would in turn permit the continued use of more harmful, conventional
cigarettes), cannot demonstrate that the ban is rationally connected to the protection of
public health, which Is the second stage of the proportionality test. In any event, for
reasons already detailed in the April Submission (in particular paragraphs 6.11 and 6.12
thereof), a total ban is not necessary to protect public heaith and banning a potentially less
harmful type of products would not give rise to any social benefit (or at the very least, any
such benefit would be outweighed by the detrimental impact in restricting fundamental
human rights concerning a person's dignity and autonomy), failing both the third and fourth
stages of the proportionality test.

DEPRIVATION OF PROPERTY

As stated in the April Submission, the Bill amounts to deprivation of property which requires
compensation from the Government. In response, however, the Government merely stated
that "it is the Government's assessment that the Bill would not give rise to deprivation of
property requiring real value compensation under the Basic Law" without giving any
reascons to explain how it arrived at this assessment.

Further, the Government's argument that the Bill would likely satisfy the proportionality test
under Articles 6 and 105 of the Basic Law (which is denied by BATHK), even if accepted by
the Court, does not absolve the Government from its obligation to provide compensation.
Although property rights protected under Articles 6 and 105 of the Basic Law may be
subject to restrictions that are reasonably proportionate, Article 105 expressly provides for
a right to compensation for "fawful deprivation of their property”, l.e. a deprivation of
property that passes the proportionality test.

Abrams et al. {2018), 'Letter from seventy-two specialists in nicetine science, policy and practice'.
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BREACH OF HONG KONG'S CONSTITUTIONALLY GUARANTEED STATUS AS A
FREE PORT

The Government purports to rely on the Smokeless Tobacco Products (Prohibition)
Regulations to justify the Bill's resfriction on the free movement of goods protected under
Articles 114 and 115,

However, this is wholly misconceived for the following reasons:

321 The Smokeless Tobacco Products (Prohibition) Regulations were introduced prior
to the implementation of the Basic Law. According to Article 8§ of the Basic Law,
all laws previously in force in Hong Kong shall be maintained only if they do not
contravene the Basic Law. Whether the Smokeless Tobacco Products
{Prohibition) Regulations are consistent with Articles 114 and 115 is still a
question to be tested in Court.” The fact that the Smokeless Tobacco Products
{Prohibition) Regulations exist, of itself, does not mean that that or another similar
import ban is justified; and

3.2.2 The Government failed to cite any authority that Articles 114 and 1115 can be
restricted in the way proposed by the Bill.

BREACH OF INTERNATIONAL OBLIGATIONS

The Government is also incorrect in stating that the proposed full ban under the Bill does
not engage Article XI of GATT. The authorities have clearly established that the term
"prohibition” under Article X refers to a "legal ban on the irade or importation of a specified
commodity".® It is beyond doubt that the ban of Alternative Smoking Products engages
Article X| and further that it viclates the provision without any justification under Article XX
of GATT. Alternatively, even if the proposed ban were to be considered an internal
measure banning sales {(which does not seem to be the case for the Bill given it expressly
provides for a ban on imports), rather than an external measure banning imports, the
Government's proposal would still violate Article lll of GATT without justification.

Further, enclosed to this letter is a legal opinion by Professor Petros Mavroidis, a respected
international trade and WTQ legal scholar, which explains that imposing an import and
sales ban on Alternative Smoking Products while permitting combustible tobacco products
to be legal for sale, import, distribution and consumption would be in breach of WTO
obligations. The legal opinion specifically refers to the proposed ban in Hong Kong as one
of the examples of such ban. We respectfully request that this legal opinion be consulted
carefully before the Government undertakes any action that would be illegal under
international law. We provide Professor Mavroidis' conclusions in summary form here:

"In summary form, our conclusion is that an import ban on [Alternative Nicotine
Delivery Systems or "ANDS"] violates Article XI of GATT, since jt constitutes g
prohibition on importation, and thus a prohibited zero import qguota. In addition,
assuming the measure is characterized as domestic sales ban, our conclusion

remains that a _sales ban _on ANDS, while no ban has been_imposed on
[Traditional Cigarettes or "TCs"], violates Article Ill of GATT. Qur conclusion is

The Court can and has after the implementation of the Basic Law declared some pre-1997 legislations
to be incompatible with the Basic Law. See, for example, Secretary for Justice v Yau Yuk Lung Zigo
and Ancther (2007) 10 HKCFAR 3335.

Appellate Body Report, China — Measures refalted to the exportation of various raw materials, AB-2011-
5 WT/DS394/AB/R at paragraph 319.

04/15543801_7 5
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based on the fact that ANDS and TCs are like products and a ban on imported
ANDS, while alfowing the sale of domestic TCs, amounts fo Less Favourable
Treatment for imported like products. As we explain in this Note, there is no need
to inquire into the regulatory intent of the discriminatory ban on ANDS since any
modification of the conditions of competition to the detriment of imported like

products is prohibited.

Finally, we consider that the regulating Member will fail in trying to justify its
measures under the general exceptions of Article XX of GATT, irrespective of
whether the established violation concerns Article Iff or Xf of GATT. There are
good reasons to believe that the regulating Member will not meet the necessity-
requirement, as it has to do in order to mount a successful defence of its
otherwise GATT-inconsistent measure. The fack of contribution of the ban to the
protection of health and the availability of less resirictive alternatives fo a ban
such as information _campaigns and labelling render the ban unnecessary. it
seems. In any case, even if the regulating Member were fo be successful in
demonstrating the "necessity” of the ban on ANDS, jts measure will fail the
requirements of the chapeau of Article XX of GATT. This is so because, the ban
is a disguised restriction on trade and applied in a manner that constitutes

unjustifiable discrimination: in the name of protecting human health {and/or public

morals), the regulator will be banning the sale of certain goods while nof banning
the sale of like goods that are at least as harmful to health and probably much

more harmful to health. Thus, it will find it impossible to explain why its decision fo
ban some and not other (more harmiul) products, is rationally connecfed with the
health objective of_the measure. In sum, the measure is in viofation of the
GATT/WTQ commitments of the regulating Member. The precautionary principle
is of no relevance to the applicable GATT/WTQ obligations and cannol, therefore,
be invoked to save the measure." {emphasis added)

4.3 Other than Articles XI and Il of GATT and the obligations explained in the April
Submission, there are further international obligations which the Government has
disregarded and/or failed to comply with in introducing the Bill:

4.31

First, Article V of GATT requires there to be freedom of transit through the
territory of each contracting party, via the routes most convenient for international
transit, and must not cause any unnecessary delays. It has been held that this
requires WTO members to extend "unrestricted access via the most convenient
routes for the passage of goods in international transit whether or not the goods
have been trans-shipped, warehoused, break-bulked, or have changed modes of
transporf'.TThe proposed section 150D in Clause 23 of the Bill, however, does
not permit transhipment of Alternative Smoking Products to be stored temporarily
in Hong Kong pending export unless the product remains in a vessel (if
transported by sea) or in the aircraft or air transhipment cargo (if transported by
air). Nevertheless, we are instructed that the majority of the tobacco related
cargos come to Hong Kong by land and/or sea and would need to be removed
from the vehicle or vessel pending the next transit or transhipment. This would be
prohibited if the Bill is passed, resulting in an impermissible restriction on access
to the most convenient routes for the passage of goods in infernational transit
protected under GATT Article V; and

Panel Report, Colombia — Indicative prices and restrictions on ports of entry, WT/DS366/R at

paragraph 7.401.
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432 Second, under Article 2.9 of the Agreement on Technical Barriers to Trade, Hong
Kong, as a member of WTO, is required to notify other WTO members, through
the WTO Secretariat, at an early appropriate stage of proposed technical
regulations that may have a significant effect on other WTO members' frade. The
Bill prohibits import of goods from other WTO members bearing certain
characteristics {e.g. goods capable of generating aerosol from tobacco)
constitutes a technical regutation for this purpose.® However, insofar as we are
aware, the Government has failed to comply with this important obligation to
notify other WTO members of the Bill and allowing them to provide comments on
the Bill.

In view of the above, and for reasons explained in the April Submisslon, the Government has
incorrectly applied the proportionality test and failed to assess the overall impact of a full ban on
public health. Notwithstanding that the Government acknowledged the existence of other less
restrictive measures (such as the regulatory regime proposed by the Government in June 2018)
which could also achieve a very high level of public health protection, the Government disregarded
those measures and instead insisted on introducing the Bill that disproportionately restricts
fundamental human rights and the free movement of goods guaranteed by the Basic Law. The
Government also failed to comply with Hong Kong's international obligations in introducing the Bill.
BATHK therefore respectfully urges the Government to withdraw the Bill and to work with all
stakeholders to establish an evidence-based, appropriate regulatory regime that properly reflects
the risk profile of Alternative Smoking Products and respects the constitutionally protected rights
and freedom of Hong Kong residents.

Yours faithfully,

Herbed smih Fredvlls

Encl

cC: Professor Sophia CHAN, JP
Secretary for Food and Health
Food and Health Bureau,
18/F, East Wing,
Central Government Offices,
2 Tim Mei Avenue, Tamar,
Hong Kong
Ref: FH CR 1/3231/19
(By fax (2840 0467), by email and by hand)

ce: Ms Wendy Kan
. Assistant Legal Adviser
Legal Service Division
Legislative Council Secretariat
Legislative Council Complex, 1 Legislative Council Road

8 Appellate Body Report, European Communities — Measures affecting asbestos and Asbestos-

containing products, AB-2000-11, WT/DS135/AB/R.
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Central, Hong Kong
Ref: LS/B/11/18-19
(By fax (2877 5029), by email and by hand)

cC: Law Drafting Division
Department of Justice
3/F, East Wing, Justice Place
18 Lower Albert Road, Central
Hong Kong
Attn: Mr Manuel Ng, Senior Government Counsel and Miss Celia Ho, Government Counsel
{By fax (3818 4613}, by emaii and by hand)
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Alternative Nicotine Delivery Systems (ANDS) such as e-

cigarettes and heated tobacco products

Legal Opinion on Consistency of their Ban with WTO Law

Petros C. Mavroidis



Terms of Reference and Executive Summary

I am a professor of WTO Law at Columbia Law School, New York and at the University of
Neuchatel. T am associate editor of the Journal of World Trade, on the editorial board of The
World Trade Review, and several Columbia Law journals. I recently served as chief co-
rapporteur at the American Law Institute (ALT) for the project "Principles of International

Trade Law: The WTO" (2013).

I am the author and editor of several books on international trade law. My most recent
publication is The Regulation of International Trade, MIT Press, 2016, which won the 2017
Certificate of Merit in a Specialized Area of International Law from the Executive Council of
the American Society of International Law (ASIL). T have also written around 80 articles

referenced in peer-reviewed journals, and 80 chapters in books. A full CV is attached.

I was asked to opine on the consistency of a measure that would ban the importation and sale
of novel tobacco products such as heated tobacco products as well as other new types of
“electronic nicotine delivery systems” including e-cigarettes (“ENDS”). E-cigarettes are
handheld devices that heat a liquid containing nicotine and flavours that are heated to form a
vapour, which is inhaled to simulate the experience that smokers have but do not involve
tobacco and often do not even look like a traditional cigarette. Heated tobacco products only
heat tobacco and generate a nicotine-containing vapour. These products produce an aerosol
that provides nicotine as well as a sensation similar to that of smoking traditional cigarettes

(TC), but do not involve the burning of tobacco, and are thus non-combustible products.

Both novel products come under the generic term of “Alternative Nicotine Delivery Systems”
(ANDS), a term that has been used by health experts for grouping these non-combustible
products.! Recently, independent health experts have found that ANDS play an important
role in a harm reduction strategy, precisely because they function as a less harmful alternative

to smoking TCs.? Health experts, consequently, have called for a positive, less restrictive

' See, “Letter from seventy-two specialists in nicotine science, policy and practice - Innovation in tobacco
control: developing the FCTC to embrace tobacco harm reduction”, 1 October 2018, p. 2, Available at
https://clivebates.com/documentssWHOCOP8LetterQOctober2018.pdf.

2 There are various studies, which support the view that ANDS, while addressed primarily to smokers and
aiming to act as substitute for TCs, are less of a health concern than TCs, see, for example,
https://www.annualreviews.org/doi/10. 1 146/annurev-publhealth-040617-013849. This observation is important
for various parts of the legal analysis included in this Note. Flow can, to provide but an illustration, a measure be
judged necessary to protect human health, if it addresses the lower risk for human health (that represented from




regulatory approach to ANDS. Indeed, it goes beyond the scope of this legal opinion, but it
appears that the international legal regime on the right to health would indeed require a less
rather than a more restrictive regime for these products. Depriving smokers of this less
harmful alternative would go against the internationally protected right to health of those that
smoke.> In sum, there is no doubt, as these letters as well as a recent scientific study also
demonstrate,* that ANDS may provide an alternative to traditional cigarettes, since the risk to

human health is likely to be reduced.

An import and sales ban is under consideration against ANDS in, for example, Singapore and

Hong Kong (China).

For the purposes of this Note, I use the English translation of the Singaporean law as an
accurate description of the measure, the consistency of which with the relevant WTO law I

will analyse as an example.

The question is whether the ban on ANDS is consistent with the relevant WTO law. As the
measure stands, it would be characterized as import embargo, since the letter of the law

leaves us in no doubt that imports of ANDS will not be allowed in Singapore.

One cannot exclude, nevertheless, that a panel characterizes the measure as a domestic sales
ban of ANDS. In this case, the domestic sales ban, would simply be enforced at the border

(and would cover imported ANDS).

The legal test for consistency of an import ban, and a domestic sales ban, under the GATT, is
not identical. We will be examining the consistency of the measure with WTO law under

either scenario.

In addition, if the measure does not take the form of a simple ban, but, rather, the form of a

technical regulation that lays down product characteristics of tobacco products and related

consumption of ANDS), while leaving un-addressed the higher risk emanating in the consumption of the
substitute product, namely, TCs?

3 See, “Letter from seventy-two specialists in nicotine science, policy and practice - Innovation in tobacco
control: developing the FCTC to embrace tobacco harm reduction”, 1 October 2018, Available at
hitps://clivebates.com/documentsfWHOCOPZLetterOctober2018.pdf.

4 hitps://journals.sagepub.com/doi/pdf/10.1177/2397847318773701.




products, such as arguably ANDS, the consistency of the measure could also be examined
under the disciplines of the Agreement on Technical Barriers to Trade (TBT Agreement).
Very similar considerations relating to discrimination and the requirement that the measure
be “necessary” to fulfil the legitimate health objective as discussed in this note would apply
under, in particular Articles 2.1 and 2.2 of the TBT Agreement respectively. In particular,
Article 2.2 requires that a technical regulation not be more trade restrictive than necessary.
Given the potential contribution to harm reduction offered by ANDS as highlighted by
independent health experts, a measure that effectively bans ANDS or that imposes the same
restrictions that are justificd on TCs would have a very trade restrictive effect on these novel
products in an emerging market. Therefore, even applying the same restrictions on ANDS as
are applied to TCs necessarily appears to be violating this important provision given its
highly trade restrictive character of a measure that would go against the health objective of
harm reduction. Given that we are considering a straightforward ban on ANDS, we will not

further address the TBT Agreement in this Note.

In summary form, our conclusion is that an import ban on ANDS violates Article XTI of
GATT, since it constitutes a prohibition on importation, and thus a prohibited zero import
quota. In addition, assuming the measure is characterized as domestic sales ban, our
conclusion remains that a sales ban on ANDS, while no ban has been imposed on TCs,
violates Article ITI of GATT. Our conclusion is based on the fact that ANDS and TCs are
like products and a ban on imported ANDS, while allowing the sale of domestic TCs,
amounts to Less Favourable Treatment for imported like products. As we explain in this
Note, there is no need to inquire into the regulatory intent of the discriminatory ban on ANDS
since any modification of the conditions of competition to the detriment of imported like

products is prohibited.

Finally, we consider that the regulating Member will fail in trying to justify its measures
under the general exceptions of Article XX of GATT, irrespective of whether the established
violation concerns Article ITI or XI of GATT. There are good reasons to believe that the
regulating Member will not meet the necessity-requirement, as it has to do in order to mount
a successful defence of its otherwise GATT-inconsistent measure. The lack of contribution
of the ban to the protection of health and the availability of less restrictive alternatives to a
ban such as information campaigns and labelling render the ban unnecessary, it seems. In

any case, cven if the regulating Member were to be successful in demonstrating the



“necessity” of the ban on ANDS, its measure will fail the requirements of the chapeau of
Article XX of GATT. This is so because, the ban is a disguised restriction on trade and
applied in a manner that constitutes unjustifiable discrimination: in the name of protecting
human health (and/or public morals), the regulator will be banning the sale of certain goods
while not banning the sale of like goods that are at least as harmful to health and probably
much more harmful to health. Thus, it will find it impossible to explain why its decision to
ban some and not other (more harmful) products, is rationally connected with the health
objective of the measure. In sum, the measure is in violation of the GATT/WTO
commitments of the regulating Member. The precautionary principle is of no relevance to
the applicable GATT/WTO obligations and cannot, therefore, be invoked to save the

measure.

To the extent that there exists a more general regime under public international law in favour
of a right to health, it seems clear that this measure is inconsistent with such a right as it
deprives smokers of products that are likely to be less harmful to health and that fulfil a
similar end use. This was highlighted in a letter of seventy-two independent health experts,

as discussed below.

1. Import Ban on ANDS
Since we deal with an import ban, the relevant provision is Article XI of GATT.
Consequently, the legal question before us is, whether an import ban on ANDS is consistent

with this provision.
Article XI.1 of GATT reads:

No prohibitions or restrictions other than duties, taxes or other charges, whether made
effective through quotas, import or export licences or other measures, shall be instituted or
maintained by any contracting party on the importation of any product of the territory of any
other contracting party or on the exportation or sale for export of any product destined for the

territory of any other contracting party.

Since the early GATT case France-Import Restrictions, it is clear that measures expressed in
numbers (e.g., 1,000 tons of widgets; or, 1,000 litres of widgets) are considered quotas, that

is, one of the three forms that a quantitative restriction can revert into.



In India — Quantitative Restrictions, the panel (§5.129), when interpreting the term
“restriction” appearing in the body of Article XTI of GATT, clarified that this term covers both

import- as well as export restrictions. We quote the relevant passage:

[T)he text of Article XI:1 is very broad in scope, providing for a general ban on import or
export restrictions or prohibitions 'other than duties, taxes or other charges'. As was noted by
the panel in Japan ~Trade in Semi-conductors, the wording of ArticleXI:1 is comprehensive;
it applies 'to all measures instituted or maintained by a [Member] prohibiting or restricting the
importation, exportation, or sale for export of products other than measures that take the form
of duties, taxes or other charges.' The scope of the term 'restriction’ is also broad, as seen in its

ordinary meaning, which is 'a limitation on action, a limiting condition or regulation’.

A ban on imports of ANDS is obviously a covered “prohibition” on importation, as it

imposes a zero quota.

There is no need to demonstrate that the measure has had certain trade effects, even if it

would be quite obvious that a measure that bans all imports has an effect on trade.

Nor does the regulatory intent matter, In other words, it is irrelevant that a Member such as

Singapore did not seek to protect a domestic industry.

Standing case law already from the GATT-era (Japan — Trade in Semi-conductors; US —
Superfund) has confirmed the above, and has consistently held that there is no room for
reviewing the regulatory intent within the four corners of complaints under Article XI of

GATT.

This analysis leads to the conclusion that an import ban of ANDS is not consistent with WTO

Members’ obligations under Article XI of GATT.

Conclusion under GATT Article XI

A ban on imports of ANDS is a violation of Article XI of GATT.



2. Sales Ban on ANDS

The challenged measure could be re-phrased, as we have suggested in the introduction to this
Note, and presented as a sales (as opposed to an import-) ban. The Interpretative Note ad
Article III of GATT reads:

Any internal tax or other internal charge, or any law, regulation or requirement of the kind
referred to in paragraph 1 which applies to an imported product and to the like domestic
product and is collected or enforced in the case of the imported product at the time or point of
importation, is nevertheless to be regarded as an internal tax or other internal charge, or a law,
regulation or requirement of the kind referred to in paragraph 1, and is accordingly subject to

the provisions of Article IIL.

If the measure, thus, were re-designed to read that “sales of ANDS are prohibited within the
sovereignty of ...”, it could be enforced at the border with respect to imported ANDS, just
like an import embargo. It will, in other words, operate as an import ban, even though the

legal nature of the measure suggests that it qualifies as a behind the border non-tariff barrier.

Contrary to the scenatio discussed under Section 1, the measure, as re-phrased here, applies

to both imported, as well as domestic goods.

In this scenario, the relevant legal question is whether there is treatment less favourable for

imported goods when compared to treatment afforded to domestic “like” goods.

A sales ban is a domestic (behind the border) measure, and as such, it must observe the
discipline embedded in Article I11.4 of GATT. A sales ban as envisaged here is covered by
the disciplines of Article II1.4 since it is undoubtedly a law, regulation or requirement
affecting commerce (i.e. the products’ internal sale, offering for sale, purchase,

transportation, distribution or use).

The sequence established (in the sense of order of analysis), is to first examine what is the
class of goods that are considered “like”, and then, examine if imported goods have been

afforded “less favourable treatment” (LFT).



2.1 Are ANDS and Traditional Cigarettes Like/Directly Competitive or Substitutable
(DSC) Goods?

For the purposes of our discussion, we assume that the claim is that the sales ban concerns
ANDS (domestic and imported), and does not concern domestic and imported traditional
cigarettes (TCs). So, while TCs irrespective of origin can be sold in a given market, ANDS

cannot.

The question we address here is whether an imported ANDS, and a domestic TC are like
products. In this vein, we can draw strong parallels with EC — Asbestos, the leading case

under Article I11.4 of GATT, which dealt with a dyad of goods of this sort.

The term “like products” appears in both Article I11.2 as well as IIL.4 of GATT. The former
provision distinguishes between “like” and “directly competitive products”. Both terms refer
to the competitive relationship between domestic and imported goods, the first to an intense,
and the second to a looser competitive relationship. In Japan — Alcoholic Beverages 1, the
Appellate Body held that two goods are like, if they are in a strong competitive relationship.
The latter could be evidenced, for example, when two goods share the same elaborate
classification. In this case, the Appellate Body held that, sharing the same six-digit
classification, was enough of an indication supporting a finding of likeness (pp. 23-24). Ina
subsequent case, in Philippines — Distilled Spirits, the Appellate Body underscored that it was
not necessary to share the same six-digit classification for two goods to be like. What

mattered was that they were in a strong competitive relationship (§§182, and 226 et seq.).

In our case, TCs and ANDS do not share the same six-digit classification. The former come
under HS 2402, whereas ANDS can come under various headings. In fact, there is still quite
a bit of debate on where these new products should be classified. This debate is still ongoing

before the World Customs Organization (WCO).

As per the ruling on Philippines — Distilled Spirits though, the fact that ANDS and TCs do

not share the same six-digit classification, is not determinative of whether the goods are



“like” one another.> More important than classification, the adjudicator will have to look into
other criteria before concluding whether this is or is not the case, such as, among others,

physical characteristics, end uses, and consumer preferences.

We submit that in this case, the answer is clear. In EC — Asbestos, the Appellate Body held
that the term “like” in Article II1.4 of GATT should be understood as encompassing not only
“like” as per Article I11.2 of GATT, but also directly competitive or substitutable (“DCS”)
goods as per the same provision (§§98-100). Consequently, even goods in looser competitive

relationship can still be considered “like™ as per Article II1.4 of GATT.

Competitive relationship is of course, a matter of appreciation by consumers. Case law has
consistently underscored that, in the context of claims discussed under Article III of GATT, it
is consumers that will decide whether two goods are competing with each other. Products’
physical characteristics, end uses, and, of course preferences of consumers are key factors, as
per standing case law, in deciding on the competitive relationship across two goods. ANDS,
on the one hand, and TCs, on the other, share the same end use of delivering nicotine.
“Satisfying an addiction to nicotine” and “creating a pleasurable experience associated with
the taste of the cigarette and the aroma of the smoke™ are end-uses of TCs that were
recognized by the Appellate Body in US — Clove Cigarettes. Similarly, satisfying nicotine
cravings and creating a pleasurable experience with the taste and aroma of the vapour are
end-uses that apply to ANDS.® There is ample empirical evidence to this effect. The
Appellate Body has ruled that the evidence on end-uses (and of consumer preferences) of the
products is especially relevant in cases where the evidence relating to properties, nature and

quality of the products indicates that the products at issue are physically different.’

What about price? Consumers, after all, are typically characterised by scarcity of monetary
resources, and purchases by definition comport an opportunity cost. In Korea — Alcoholic

Beverages, the Appellate Body relegated them to second order concern (§§114 et seq.). So,

3 Nor is it so that because of a “like” product conclusion, the tariff classification of these products needs to be
the same. Tariff classification is not what is driving the likeness determination and vice versa. The fact that
products are “like” product does not in any way require that they be treated the same for tariff classification
purposes. The latter is simply a matter of customs law and principles which focus on the physical
characteristics of the product rather than their competitive relationship.

¢ Appellate Body Report, US — Clove Cigarettes, para. 132,

7 Appellate Body Report, EC — Ashestos, para, 118.



while important, it is not the decisive concern in the eyes of the Appellate Body. At any rate,
the fact that consumers use these products to serve a similar end-use and the fact that they are
normally sold through similar distribution channels at similar retail places suggests that the

two goods we discuss here (ANDS, TCs) are like goods.

And what about health concerns? How do they influence choice by consumers? In EC -
Asbestos, the Appellate Body held that a reasonable consumer would always prefer a health-
promoting over a health-impairing good (that could share the same intended function), and
hence the two goods should be regarded unlike. In that case, the Appellate Body was dealing
with construction material some made of asbestos (health-impairing), and some of fibres

(health-promoting).

Would this reasoning apply here to support a conclusion that ANDS and TCs are not “like”
products? The short answer is no. In EC — Asbestos, the Appellate Body was dealing with a
different situation: consumers knew that some construction material is carcinogenic and some
is not. This is not the case here. Both TCs and ANDS represent a risk to human health, even

if the risk is of a different nature and degree.

Therefore, and since both products serve the same purpose, reasonable consumers will treat
TCs and ANDS as like goods. Since imported ANDS and domestic TCs are like goods, the
question we need to now address is whether the ban on ANDS constitutes LFT. We turn to

this issue in what now follows.?

§ Although like products require similar treatment in terms of taxation and laws and regulations affecting the
sale of the product, it would not be correct to conclude that different excise tax treatment or a different
regulatory regime could not be necessary, adequate and proportionate. In fact, in the situation under
examination, it would seem permissible and rational to apply a different, more favourable tax and regulatory
regime to potentially less harmful, “like products”, such as ANDS, since such a different treatment would be
justified as necessary for the protection of health and any distinctions would be related to this objective of health
protection given the role played by ANDS in a harm reduction strategy. In fact, precisely because of that, most
countries have been imposing significantly less burdensome taxes for these different, but competitively “like
products” and have not imposed the same strict regulations on ANDS as have been applied to TCs, since this
would mean the failure of the new categories. By way of example, most recently, the US FDA in its decision to
allow the sales of Heated Tobacco Products in the United States as “appropriate” to protect public health and
allowed for forms of advertising via social media different from what is the case for TCs. See,
hitps:/fwww.fda.cov/tobacco-products/premarket-tobacco-product-applications/premarket-tobacco-product-
marketing-orders A more lenient regulatory treatnient has also been proposed in Canada. See
https://www.newswire.ca/news-releases/new-tobacco-and-vaping-products-legislation-receives-royal-assent-
683483681 .Itml Canada’s Bill S-5 allows for maore flavours for vapour than for cigarettes {(which is none
including no menthol) as well as some advertising freedoms that are not afforded to combustibles such as
sponsorships and celebrity endorsements. This different, more favourable approach can be justified in light of
the text of Article XX of the GATT that nothing prevents the adoption of measures necessary to protect health.




2.2 Does the Sales Ban Afford Less Favourable Treatment to Imported ANDS?

Case law has established that the LFT-requirement embedded in Article IT11.4 of GATT
incorporates the categoric imperative of Article III.1 of GATT to avoid applying domestic
measures so as to afford protection to domestic production, without requiring a demonstration
of such protectionist intent or effect. In FC — Bananas 111, the Appellate Body held to this
effect that (§ 216):

Article I11:4 does not specifically refer to Article III:1. Therefore, a determination of whether
there has been a violation of Article I1I:4 does not require a separate consideration of whether

a measure afford[s] protection to domestic production.

In EC — Seal Products, the Appellate Body was evaluating the consistency of a measure
conditioning access of seal products upon the satisfaction of certain process-related
requirements. In §§5.109-110 of its report, the Appellate Body dismissed the relevance of
regulatory intent, when discussing whether the challenged measure was affording LFT to

imported (like) goods in the following manner:

The proposition that distinctions may be drawn between imported and like domestic products
without necessarily according less favourable treatment to the imported products implies only
that the “treatment no less favourable” standard, under Article I11:4, means something more
than drawing regulatory distinctions between imported and like domestic products. There is,
however, a point at which the differential treatment of imported and like domestic products
amounts to “treatment no less favourable” within the meaning of Article I1I:4. The Appellate
Body has demarcated where that point lies, in the following terms:

[T]he mere fact that a Member draws regulatory distinctions between imported and like
domestic products is, in itself, not determinative of whether imported products are treated less
favorably within the meaning of Article III:4. Rather, what is relevant is whether such
regulatory differences distort the conditions of competition to the detriment of imported
products. If so, then the differential treatment will amount to treatment that is “less
favourable” within the meaning of Article IIL:4. Tn the light of the above, we do not agree
with the European Union’s reading of the Appellate Body’s statement in EC—Asbestos.
Specifically, we do not consider that the Appellate Body’s statement that a Member may

draw distinctions between imported and like domestic products without necessarily violating

10



Article III:4 stands for the proposition that the detrimental impact of a measure on
competitive opportunities for like imported products is not dispositive for the purposes of

establishing a violation of Article Iil:4.

It follows that detrimental impact suffices in and of itself to meet the LFT-requirement. The
relevant detrimental impact is the impact on “competitive opportunities”. The impact is thus
to be determined in the sense of the potential (as opposed to occurrence) for adverse trade
effects. This suffices in and of itself to meet the LET-requirement. In this respect, we recall
also that Article III of GATT aims to protect competitive conditions, and not quantified or
quantifiable trade targets. It, therefore, protects latent or potential competition as well as
actual competition. Consequently, a ban on sales of imported ANDS (a like product to

domestic TCs) and the consequential absence of sales ban for domestic TCs qualifies as LFT.

Furthermore, the GATT panel report on US — Superfund has dismissed the relevance of trade
effects when it comes to demonstrating a violation of Article [11.4 of GATT. In Korea --
Various Measures on Beef, the Appellate Body confirmed this finding (§267). The
consequence is quite straightforward. The complainant has to show differential treatment,
without having to show how it has actually affected imported goods. In this vein, the absence
of domestic production is irrelevant as well. A domestic ban violates Article 114 even if
there is no domestic production of either ANDS or TCs. What matters is that consuimers
view TCs and ANDS in a given market as like products and LFT is accorded to ANDS. And,
of course, similar measures would violate Article .1 as well, since this provision explicitly
extends the coverage of the MFN clause to matters coming under the aegis of Article III of

GATT.

Conclusion under GATT Article 111

When the ban on ANDS is viewed as a domestic sales ban that is covered by the disciplines
of Article II1.4 of GATT, the conclusion is once again that it violates the relevant
GATT/WTO commitment of the regulating Members since it imposes less favourable
treatment on imported ANDS that are like domestic TCs. Neither the regulatory intent nor
the lack of domestic production of TCs is relevant in this respect.

2.3 Preliminary Conclusion

11



Our analysis so far supports the conclusion that, no matter whether expressed as an import
ban, or as a sales ban, a prohibition of ANDS to access a market, while allowing for the sale

of TCs is inconsistent with the GATT.

In the first case, the measure will be in violation of Article XI of GATT, and in the second

case, the measure will violate Article [l of GATT.

The regulator, assuming no recourse to a request for waiver is made, can only defend its

policies by invoking Article XX of GATT. We turn to this discussion in what now follows.

3. Responding to Invocation of Article XX of GATT

The party invoking Article XX of GATT (the WTO member imposing the import/sales ban)
carries the associated burden of proof. In US — Gasoline, the Appellate Body explained that

'the party invoking this provision, will have to satisfy a two-tiered test (p. 22):

first, provisional justification by reason of characterization of the measure under XX(g);

second, further appraisal of the same measure under the introductory clauses of Article XX

Thus, as explained further below, the party adopting the measure would have the burden of

proof of the following:

e That the measure falls within one of the subparagraphs of Article XX (e.g. public
health or public morals);

e That the measure is “necessary” to achieve that aim;

o That the measure does not constitute arbitrary or unjustifiable discrimination between
countries where the same conditions prevail; and

¢ That the measure is not a disguised restriction on international trade.

The party complaining about the import and sales ban will have, of course, the opportunity to

rebut the arguments and evidence presented by the regulating party. Since the ball is on the

? Tn US-Shrimp (§§119-120) provided the rationale for this approach, which is now well embedded in case law,
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other side, we will have to first explore the possible legal justifications that the original
defendant might raise. As we will show in what now follows, the legal test for consistency

stays the same, irrespective of the potential justification raised. !

3.1 Potential Justifications

A successful defense of measures under Article XX of GATT requires that the party invoking
this provision meets cumulatively the requirements of the sub-paragraph invoked, as well as

those embedded in the chapeau of the provision.

The sub-paragraphs of Article XX of GATT contain various possible justifications of an
otherwise GATT-inconsistent measure. To justify the import/sales ban, the importing State

could, in principle, raise one of the following two grounds:

e XX(b), the likeliest option, since it aims to protect human health, which is very much
the rationale for a ban on ANDS;

s XX(a), a less likely, but possible option, if it raises the argument that ANDS violate
public morals, since smoking and anything related to it such as the use of ANDS for

example, is incompatible with the prevailing standards of right and wrong.

Both provisions include a necessity-test, hence it is irrelevant if the importing state invokes
one or the other alternative. It will still have to mect the requirements of the same test. If it
fails to do so, then complainant prevails, If it manages to meet the requirements of the

necessity-test, then it will also have to meet the requirements of the chapeau-test.

3.2 Is an Import Embargo/Sales Ban Necessary?

To respond to the question whether an import/sales ban can be provisionally justified under
Article XX(b), or XX (a) of GATT, we need to circumscribe briefly the case law
understanding of the necessity-requirement. In doing that, we will be explaining whether the

challenged measure meets the test, as developed in case law.

10 Tn what follows, we present an exhaustive discussion of all potential justifications that the regulator might
raise.
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3.2.1 Means are Justiciable, not Ends

As long as the ends are among those set out in Article XX, the WTO will not question the
legitimacy of the ends but will examine only whether the means are designed to address these
ends and have the required relationship with the ends in question. This is the direct
consequence of the negative integration character of the GATT contract. In Korea — Various

Measures on Beef, the Appellate Body put it in eloquent terms (§176):

It is not open to doubt that Members of the WTO have the right to determine for themselves

the level of enforcement of their WTO-consistent laws and regulations.

This means that, in case of litigation, WTO courts cannot question, neither why the importer
aims at promoting public health/morals, nor the level of protection/enforcement sought.
They can only ask whether an import/sales ban serves the achievement of the intended

regulatory objective.

By deciding on the level of enforcement, a WTO member ipso facto prejudges the means it
can use to attain it: a very demanding level of enforcement would give little scope for
measures other than an embargo. This is precisely the situation we are facing in this case.
And yet, in Brazil — Retreaded Tyres, the Appellate Body put a dent in the right to use the
most drastic measures, even if the requested level of enforcement is quite high. In light of the
importance of this issue for the facts of this case, we will explain this point in sufficient

detail,

In this report, the Appellate Body held that measures like an import/sales ban would be
accepted, only if the party adopting them managed to prove that they have made a “material

contribution” to the attainment of the objective (§150):

As the Panel recognized, an import ban is “by design as trade-restrictive as can be.” We agree
with the Panel that there may be circumstances where such a ineasure can nevertheless be
necessary, within the meaning of Article XX(b). We also recall that, in Korea—Various
Measures on Beef, the Appellate Body indicated that “the word ‘necessary” is not limited to

that which is ‘indispensable.”” Having said that, when a measure produces restrictive effects

14



on international irade as severe as those resulting from an import ban, it appears to us that it

would be difficult for a panel to find that measure necessary unless it is satisfied that the
measure is apt to make a material contribution to the achievement of its objective. Thus, we
disagree with Brazil’s suggestion that, because it aims to reduce risk exposure to the

maximum extent possible, an import ban that brings a marginal or insignificant contribution

can nevertheless be considered necessary. (emphasis added)

It seemns to us, that the Appellate Body wanted to convey that, for a very restrictive measure
to be accepted as necessary, it must make a real (inaterial, in its parlance) contribution to the
attainment of the stated objective. In other words, unless that measure was used, the
objective would either not have been attained, or its attainment would have been severely
eviscerated. In this vein, the Appellate Body sees a trade-off between two compéting

propositions:

e On the one hand, it cannot prejudge the level of enforcement sought, but
e On the other, it does not allow the use of very restrictive measures, unless they are

really really necessary to achieve the stated objective.

Consequently, the message that the Appellate Body wanted to convey here, is that it would
not lightheartedly accept the most egregious cases of market segmentation. One would have
intuitively thought that some sort of measurement of the contribution would be necessary.
The Appellate Body took the view that this measurement can also take the form of a

qualitative assessment that is supported by sufficient evidence.

In EC — Seal Products as well, the panel underscored that it would find it hard to reconcile
total bans on sales with the necessity requirement, absent a finding to the effect that the
challenged measure had made a material contribution to the attainment of the stated objective
(§§7.633 et seq.). It then found that the challenged measure, for various reasons, “may have
contributed to a certain extent” to the attainment of the objective, because it would reduce the
overall demand for seal products (§§7.637-638)."! The Appellate Body, in a lengthy passage
(§§ 5.211 et seq.) found nothing wrong with the panel’s conclusion that the measure may

have contributed to the objective (§ 5.225).

1 This panel ultimately concluded that the EU measure, although it was in its view necessary to protect public
miorals, it still violated the chapeau of Article XX of GATT.
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This is the last contribution of case law to this discussion. There is of course, some distance
between “material contribution”, and “contribution to a certain extent”. One possible
explanation of the more relaxed attitude of the Appellate Body in EC — Seal Products, the
more recent case, could be that the measure anyway was in manifest contradiction with the
requirements of the chapeau of Article XX (which we discuss later). Furthermore, even
though the Appellate Body did use different language to express the same concept, it did not

signal deviation from the standard established in Brazil — Retreaded Tyres."?

As a result, the finding that recourse to drastic measures like embargoes, will be accepted
only if the contribution to the attainment of the regulatory objective is substantial, is, in our
view, still good law. Therefore, the regulating party must prove that the ban will make a
“material” or close to indispensable contribution to the health objective. As discussed below,

this is not likely to be proven given the reduced risk nature of ANDS compared to TCs.

3.2.2 The Importance of the Objective Pursued Matters

The Appellate Body asked this question about the relevance of the importance of the policy
objective for the first time, in its report on Korea — Various Measures on Beef. We quote

from §162:

It seems to us that a treaty interpreter assessing a measure claimed to be necessary to secure
compliance of a WTO-consistent law or regulation may, in appropriate cases, take into
account the relative importance of the common interests or values that the law or regulation to
be enforced is intended to protect. The more vital or important those common interests or
values are, the easier it would be to accept as “necessary” a measure designed as an

enforcement instrument.

This was confirmed in EC — Asbestos (§172).

This being said, the importance of the objective in terms of its impact on the review process

should not be over-estimated. What the Appellate Body wanted to convey here, is simply

12 In EC — Seal Products, the Appellate Body confirmed this understanding in §5.215, footnote 1300,
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that, when going through its “weighing and balancing” process, it will control also for the
importance of the objective sought. Thus, the importance of the objective sought, does not
emerge as the decisive factor in deciding whether the necessity-requirement has been met or
not. It will affect the standard of review, that much is clear, but it will complement and not

substitute for the remaining analysis under Article XX of GATT.
3.2.3 Necessary Means Close To Indispensable

In an often-cited passage, the Appellate Bodys, in its report on Korea — Various Measures on
Beef (§§161 et seq.), explained that the term “necessary” should be understood as closer to
the term “indispensable” rather than to the term “making a contribution”. The more a
measure contributes to realizing an objective the easier it will be for an adjudicator to

pronounce on its necessity.

In the same passage, the Appellate Body held that the less a measure has an impact on

international trade, the closer it comes to its understanding of “necessity”.

What do we make of this analysis for the case we discuss here? The import/sales ban must
ideally contribute significantly to the objective (protection of human health/public order)
while, at the same time not restrict international trade that much.!?* The measure definitely
does not meet the second leg of the test, since a ban by definition has the maximum
restrictive impact on international trade. As far as the first leg of the test is concerned, the
lack of contribution of the ban to the protection of health renders the ban unnecessary, it
seems. An assessment of the contribution of the measure that focuses only on the potential
harin caused by the consumption of ANDS is one-sided and ignores the substitution effect
that ANDS have for consumers who would otherwise smoke the potentially riskier TCs

because of the unavailability of ANDS.

As noted by the seventy-two independent health experts in their letter to the WHO/FCTC,

“[a] lost opportunity for a public health gain represents a real harm to public health, and

13 This passage is reminiscent of the theory of first-best instruments to address distortions, but the agreement
does not require the adoption of first-best instruments.
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should be recognised as such”.’* Indeed, in a related letter to the WHO, a number of
independent health experts explained that “fm]illions of smokers have moved from cigarettes
to less harmful alternatives where the laws allow it. Where ANDS have been popular, we
have seen rapid declines in adult smoking, for example in the United Kingdom, Sweden, the
United States, and in Japan where cigarette consumption fell by 27 percent in the two years
between first quarter 2016 and the same period in 2018 following the introduction of heated

tobacco products”.!?

Therefore, ANDS play an important positive role in a harm reduction policy that offers what
these experts believe to be a safer alternative for smokers. To ban ANDS while allowing
ordinary TCs would undo the positive effect on smoking caused by the availability of ANDS.
A measure can never be necessary to fulfil the objective or be justifiable if it goes against that
objective.'® In presence of a ban (import- or sale) of ANDS, the only reasonable
consequence is that TC users do not have the opportunity to switch to a potentially less

harmful alternative to smoking TCs.

3.2.4 Absolute As Opposed To Relative Necessity

In China — Publications and Audio-visual Products, the Appellate Body provided a
comprehensive analysis of the understanding of the necessity-requirement in relative terms,
and not in absolute terms (§327). In other words, if an alternative measure is reasonably
available that provides an equivalent contribution to the fulfilment of the legitimate objective,

the measure will not be necessary. This is how it would work in our case.

The defendant would have to make a prima facie case to the effect that its measure
(import/sales ban) is necessary to protect human health, taking into consideration, however,
that that the sales of TCs (the riskier product) is already taking place. This fact alone appears

to make the prima facie requirement very difficult, if not impossible, to meet. If the

14 See, “Letter from seventy-two specialists in nicotine science, policy and practice - Innovation in tobacco
control: developing the FCTC to embrace tobacco harm reduction”, | October 2018, p. 2, Available at
https://clivebates.com/documents/ WHOCOP8 LetterOctober2018.pdf,

15 See, Letter from Professor Abrams and Professor Niaura of the NYU College of Global Public Health, “WHO
should reject prohibition and embrace ‘tobacco harm reduction’ and risk-proportionate regulation of tobacco
and nicotine products”, 3 September 20187, p.2, Available at:
https://clivebates.com/documents/WHOCOPRLetterSeptember201 8. pdf.

18 WTO Appellate Body Report, Brazi! — Reireaded Tyres, para. 228.
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complainant can point to another measure that could achieve the same objective without also
creating a similarly restrictive effect on international trade (say, labelling requirements on the
health externalities from use of any such products or related information campaigns), then the
defendant will have one additional hurdle to overcome. It will have to explain why such
alternatives are not reasonably available to it. To do this, it would have to, for example, show
that financing a campaign to raise awareness of the risks, as suggested by the complainant,
would entail as consequence a financial burden it could not possibly sustain (this is the
“hardship”-test, that the Appellate Body has been referring to in this and related case law). 17
This is an argument that would be nearly impossible to sustain in light of the fact that
governments tun such campaigns all the time. In any case, the costs of such labelling
requirements would be borne by the producers and importers of the products, and not the
government. Therefore, the argument must fall. The availability of less restrictive
alternatives to a ban such as labelling requirements or information campaigns on the health

externalities are additional reasons why the ban must be unnecessary.

3.2.5 Preferring a GATT-Consistent rather than a GATT-Inconsistent Option

The Thailand — Cigarettes dispute, a GATT panel case of 1990, stands for the proposition
that a measure is not necessary, if a GATT-consistent or less GATT-inconsistent alternative
exists. There are strong similarities between this and the case under consideration in this
Note. Thailand had imposed an import ban on cigarettes, while allowing for the sale of
domestic cigarettes in its market. When challenged, it argued that its embargo on the
importation of cigarettes, while restricting the overall quantity of cigarettes sold in its market,
was justified by the fact that it aimed to ensure the quality of cigarettes imported. The panel
(§75) felt that Thailand could have ensured its objective (good quality of cigarettes sold and
restrictions on demand), through the use of non-discriminatory, and hence GATT-consistent,
measures (non-discriminatory labeling, etc.). In so doing, the GATT panel even went against
the suggestions of the World Health Organization, which had effectively advocated in favour

of banning imported manufactured cigarettes.

" In Dominican Republic — Import and Sale of Cigarettes, the Appellate Body almost verbatim exported the
allocation of the burden of proof as per US — Gambling, in the trade in goods-context as well (§70).
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In our case, if the objective of the importer was to protect human health/public morals, then
the most appropriate way to do it, would be to warn (potential) consumers of the alleged
danger that consumption of ANDS represents to health. It could have chosen a GATT-
consistent option, that is. By imposing an import/sales ban on ANDS only, 1t does not serve

the regulatory objective unilaterally set.

3.3 Preliminary Conclusion

It is difficult to conclude in definitive manner whether the defendant will manage to
successfully demonstrative substantive compliance with the relevant sub-paragraphs of
Article XX, even though the better arguments lie with a negative response. This is so for two

important reasons, namely, because:

e drastic measures only exceptionally will be allowed;

¢ a GATT-consistent option could probably help it reach its objective.

In our view, there are thus good reasons to believe that the regulating member will not meet
the necessity requirement, as it has to do in order to mount a successful defence of its
otherwise GATT-inconsistent measure. The lack of contribution of the ban to the protection
of health and the availability of less restrictive alternatives to a ban such as information

campaigns and labelling render the ban unnecessary.

But let us assume for the sake of argument that the defendant has managed to demonstrate
that its measures pass the first leg and are necessary to achieve their objectives. This is not
the end of the road, as we have already suggested. The defendant must also demonstrate that
its measures meet the requirements of the chapeau. We turn to this discussion in what now

immediately follows.
3.4 Does an Import Embargo/Sales Ban Meet the Requirements of the Chapeau?
For a WTO member to successfully discharge its burden of proof under the chapeau of

Article XX, it must demonstrate that its measures do not constitute an arbitrary, or

unjustifiable discrimination, or a disguised restriction of trade. The third requirement is of
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course distinct from the first two, which concern degrees of discrimination. Case law though,
is quite fuzzy as to whether these two requirements are distinct, or overlapping. In US -
Shrimp (Article 21.5-Malaysia), the Appellate Body held that these three requirements are
distinct (§118). And yet, the same Appellate Body, in its report on US — Shrimp, held the
opposite (§150).

We submit that this discussion is inconsequential. What matters is what the substantive

content of the three terms amounts to.

3.4.1 Substantive Consistency and Application
We quote §625 of the Appellate Body report on China — Rare Earths, which is probably the
best explanation of the standard of review adopted when examining claims of inconsistency

with the chapeau:

Although... the focus of the inquiry is on the manner in which the measure is applied, the
Appellate Body has noted that whether a measure is applied in a particular manner “can most
often be discerned from the design, the architecture, and the revealing structure of a
measure.” It is thus relevant to consider the design, architecture, and revealing structure of a
measure in order to establish whether the measure, in its actual or expected application,
constitutes a means of arbitrary or unjustifiable discrimination between countries where the

same conditions prevail.
An enquiry into the design, architecture, and revealing structure of the challenged measure is
thus warranted in order to decide on its consistency with the chapeau. For the purposes of

our discussion, this would mean that a panel would look into the ban on ANDS of course, as

well as into the rationaie for the measure (public health/public morals).

3.4.2 The “Plat de Resistance”: the Even-Handedness Requirement

On its face, the chapeau of Article XX of GATT imposes a requirement of even-handedness,

We quote the relevant passage:
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... the requirement that such measures are not applied in a manner which would constitute a

means of arbitrary or unjustifiable discrimination between countries where the same

conditions prevail, or a disguised restriction on international trade, ...'

The question that naturally arises, is whether the term “discrimination” should be co-
extensive to the manner in which “so as to afford protection™ has been understood in the case

law regarding Article III of GATT.

In US — Gasoline, the Appellate Body addressed this issue directly, and found that the legal
test for consistency is not identical across the two provisions (Articles III and XX).
On p. 26 in the same report, the Appellate Body explained itself as to where it saw the

difference in the legal test:

We have above located two omissions on the part of the United States: to explore adequately
means, including in particular cooperation with the governments of Venezuela and Brazil, of
mitigating the administrative problems relied on as justification by the United States for
rejecting individual baselines for foreign refiners; and to count the costs for foreign refiners
that would result from the imposition of statutory baselines. In our view, these two omissions
go well beyond what was necessary for the Panel to determine that a violation of Article I1T:4

had occurred in the first place.

Of interest to our discussion, is the Appellate Body’s view that the two omissions, which go
beyond what was necessary to find violation of Article III, should be taken into account in
order to find violation of the chapeau. The requirement thus, for even-handedness under the
chapeau, is quite elaborate. This in turn, entails an even higher burden for the party invoking

the chapeau when drawing regulatory distinctions in treatment.

We now turn to the interpretation of the term “disguised restriction of trade”. There are some

banal interpretations that have seen the light of day, of no or marginal interest to our

181t is of course, debatable whether “disguised restriction of trade™ should be treated as part and parcel of the
even-handedness requirements. Arguably, it is a distinct requirement. In this Note, I will treat it as part of it
though, since this is how case law has discussed it so far, In my view though, it is distinct requirement. The way
T personally understand the legal discipline in the chapeau of Article XX, it contains two distinct elements: an
element of even-handedness, which invites comparison of treatment of a particular good in countries (including
the regulating country) where the same conditions prevail; and a separate requirement to avoid disguised
restrictions of trade, which is akin to abuse of law. This requirement amounts to a legal imperative to use means
for stated ends, and not in order to advance other, hidden objectives.
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discussion. In US — Gasoline, the Appellate Body rejected the interpretation that the term
“disguised restriction of trade” is limited to concealed or unannounced restrictions only. It
upheld, in other words, the idea that the obligation to avoid disguised restrictions of trade is

not a mere exercise in transparency.

What is then “disguised restriction of trade” all about? Case law has provided a framework
to use when addressing claims that a measure falls short of this requirement. We turn once

again to the Appellate Body report on US — Gasoline (p. 25):

... the kinds of considerations pertinent in deciding whether the application of a particular
measure amounts to “arbitrary or unjustifiable discrimination,” may also be taken into
account in determining the presence of a “disguised restriction” on international trade. The
fundamental theme is to be found in the purpose and object of avoiding abuse or illegitimate

use of the exceptions to substantive rules available in Article.

This view is reminiscent of the French doctrine of “abus de droit™.'® In other words, in the
name of protecting one of the values embedded in the body of Article XX, WTO members
should not, in under-handed manner, promote the interests of local produce. “Abus de droit”
falls squarely within the parameters of this statement: use an instrument not for the intended,

and acceptable, function, but for a different one (un-intended, as well as un-acceptable).
How does all this relate to our discussion?

Article XX, unlike the provisions regarding obligations assumed under the GATT, does not
prescribe instruments that must be disciplined in a specific way. It enlists grounds, which, if
genuinely pursued, allow WTO members to deviate from the disciplining of instruments as

per the obligations assumed (Articles I, II, III, XI of GATT).

We have established that ANDS and TCs are like goods. We have also established that
banning the former, and allowing the sale of the latter amounts to LFT. Even if we assume
that the defendant has met its burden under Article XX(a)/XX(b) of GATT, it cannot pass the

hurdle of the chapeau. A measure, which allows the sale of TCs and ANDS is a disguised

19 The Appellate Body, in its report on Brazil — Retreaded Tyres, endorsed this analysis in §§224 et seq.
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restriction of trade, and/or an unjustifiable, and arbitrary discrimination that thus violates the
GATT. This is why: if the purpose is to protect public health, it simply cannot be that
between two like goods, only half of them are banned. If the purpose is protection of health,
all like products (ANDS, and TCs alike) must be banned/disciplined, unless there are good
reasons for a regulatory distinction that is necessitated by the health objective such as
providing a less stringent regime for ANDS given their potential role in a harm reduction
strategy.’® If only ANDS are banned, consumption of TCs will increase because of the role
in a harm reduction policy played by ANDS that substitute for TCs, as we have discussed
earlier, and the regulatory purpose will be defeated, since overall consumption at best will
remain unaffected. By failing to do as much, the defendant has ipso facto failed to meet the

requirements of the chapeau.

There is an additional argument in favour of this conclusion under the chapeau. In Brazi/ —
Retreaded Tyres, the Appellate Body held that if the adjudicator concludes that the basis for
the measure bears no rational connection with the objective pursued, then it has to find that
the chapeau has been violated (§227). Under the terms “arbitrary-", “unjustifiable
discrimination”, and “disgnised restriction of trade”, the Appellate Body saw a minimum
requirement that must be satisfied as well: rational connection between end sought, and

means in place.?’

The “rational disconnect” standard appeared yet again in EC — Seal/ Products. There,

Canada had argued that the European Union was not pursuing protection of animal welfare,
when it allowed the killing of seals by the Inuit community of Greenland. The Appellate
Body interpreted first the Canadian claim as a statement to the effect that, a rational
disconnect between the means (imports of seal products from these brutally killed seals) and
the objective (protection of animal welfare) existed, as a result of the only partial exclusion of
seal products from the EU market, when the objective was to ban all goods produced

following unacceptable methods of harvesting seals (§5.319).

20 Recall, that it is not the complainant who has to demonstrate that the defendant is operating a disguised
restriction of trade, or operating an arbitrary and/or unjustifiable discrimination. It is the defendant, i.e. the
member imposing the ANDS ban that must prove that it does not. Consequently, the complainant does not have
to demonstrate, for example, that the defendants’ producers of TCs will profit from limited competition,

2! Trrespective whether we base ourselves on the “rational disconnect” thesis, or the substitution effect discussed
earlier, the analysis is the same: there is no need to inquire into trade effects.
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This case thus, is quite relevant for our discussion here. As in EC — Seals Products, the
regulating state here is facing two types of products, both of which allegedly represent a
health risk. And yet, it bans only one of them, the less risky one. The question of rational

disconnect is posed in almost identical terms across the two cases.

Under this case law, consequently, the regulating state by not addressing the reasons why it

bans ANDS but not TCs, is violating the rational-disconnect obligation.

In other words, under the chapeau, the regulating state will have to explain why there is one
sauce for the goose so to speak, and one for the gander. What explains in other words, the
ban on sales of ANDS and the permission to trade TCs? The regulating state cannot avoid
this question. And we have difficulty seeing how it could ever explain this given that, in the
opinion of the above quoted seventy-two health experts, the banned ANDS are less risky than
the permitted TCs.

Consequently, a ban on ANDS would violate the requirements included in the chapeau of
Article XX of GATT, even if the ban applied to all imports and domestic ANDS alike, since

it would be excluding TCs from its scope.

Furthermore, the MFN (most favoured nation) requirement is explicitly embedded in the
chapeau, which requests absence of discrimination across countries, where the same
conditions prevail. This term has been consistently understood as prohibiting discriminatory

behaviour.

In the WTO-era, the Appellate Body in US — Gasoline discussed the issue whether this
requirement should be understood as referring exclusively to exporting countries or,

conversely, whether it should encompass the regulating country as well. Although the
Appellate Body did not formally rule on this issue on this occasion, it saw no reason to

deviate from the prevailing practice, which privileged the latter interpretation (pp. 23-24):

It was asked whether the words incorporated into the first two standards “between countries
where the same conditions prevail” refer to conditions in importing and exporting countries,
or only to conditions in exporting countries. The reply of the United States was to the effect

that it interpreted that phrase as referring to both the exporting countries and importing
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countries and as between exporting countries. At no point in the appeal was that assumption
challenged by Venezuela or Brazil. we see no need to decide the matter of the field of
application of the standards set forth in the chapeau nor to make a ruling at variance with the

common understanding of the participants.

Finally, there is once again no need to demonstrate actual trade effects or to measure their
significance. What matters is that the even-handedness requirement has been violated,

irrespective of the trade volumes that will be eventually reduced.

One final comment is warranted at this stage. One might not exclude that the regulating state
invokes the precautionary principle, arguing that, since the risk from ANDS has not been
precisely assessed, its measures are necessary to address, on precautionary grounds, the
potential risk. This argument it seems to me, is easy to thwart. The precautionary principle
has not been recognized in the GATT legal order in any of the reports issued so far and the
Appellate Body found that the “precautionary principle” had not yet attained authoritative
formulation outside the field of international environmental law “did not release Members

from their WTO obligations”.?

2 Appellate Body Report, EC — Hormones, paras. 123-125, See also Appellate Body Report, Japan — Apples,
para. 233,
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4, Brief Concluding Remarks

In this Note, we discussed the consistency of an import/sales ban on ANDS with the relevant

WTO rules, when no similar prohibition on the same of TCs has been put into place.

Qur conclusions are as follows:

e An import ban on ANDS, mandated by a formal law, violates Article XI of GATT,

since

o}

o
o

C

it constitutes a prohibition on importation, and thus a prohibited zero import
quota;

it is attributable to the importing WTO member;

there is no need to show trade effects, and

the regulatory intent of the ban is irrelevant;

» A sales ban on ANDS, mandated by a formal law, violates Article IIT of GATT, since

o

C

ANDS and TCs are like products;

a ban on imported ANDS, while allowing the sale of TCs, amounts to LFT for
imported like products;

there is no need to demonstrate trade effects and it is thus irrelevant if the
banned products represent only a small volume of trade; and

the regulatory intent of the discriminatory ban on ANDS is not relevant under
Article IIT of GATT, since any modification of the conditions of competition
to the detriment of imported like products is prohibited even if there is no

evidence of any protectionist intent;

e The regulating WTO member may seek to justify its measures by invoking Article

XX(b) and/or Article XX(a). Both provisions include the same *“necessity” test for

consistency, and thus, it is simply irrelevant if the importing WTO member will

invoke one or the other, or both of them. There are good reasons to believe that the

defendant will not meet the necessity-requirement, as it has to do in order to mount a

successful defence of its otherwise GATT-inconsistent measure. The lack of

contribution of the ban to the protection of health, and the availability of less

restrictive alternatives to a ban such as information campaigns and labelling support a

finding that the ban is unnecessary;
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In any case, even if the regulating member were to be successful in demonstrating the
“necessity” of the ban on ANDS, this will not suffice to justify the ban. We examined
in particular the consistency of the measure under the chapeau of Article XX of
GATT, and found that the ban on ANDS will fail to meet the chapeau requirements,
since

o the ban is a disguised restriction on trade for two, distinct reasons relating to
the substantive basis for the difference in treatment as well as the procedural
explanation for the different treatment:

= because the regulating state, in the name of protecting human health
(and/or public morals) is banning the sale of certain goods while not
banning the sale of like goods that are, according to many scientists,
much more harmful to health; and

» because it has not explained its decision to ban some and not other,
more harmful products, and is unlikely to be able to provide the
required reasoned and reasonable explanation that is rationalty
connected with the health objective of the measure.

o the ban is also an unjustified and/or arbitrary discrimination, since the
importing WTO member has banned the sales of some imported products, as
opposed to other like products that are more harmful to health, without any
reasoned and reasonable explanation that is rationally connected with the

health objective of the measure.
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1. Introduction

This expert opinion (opinion) examines questions of public international law relating to the
scope of application of the World Health Organization’s Framework Convention on Tobacco
Control (FCTC or Convention). In particular, the opinion aims at responding to the question
whether the FCTC applies to what health experts call Alternative Nicotine Delivery Systems
(ANDS). The opinion focuses in particular on (i) electronic nicotine delivery systems (ENDS,
also known as e-cigarettes or vapour products), that generally do not contain tobacco, (ii} heated
tobacco products (also known as Heat Not Burn or tobacco heating products), which do contain
tobacco but do not burn it, and (iii} nicotine pouches.

The opinion will address three main questions:

1. Based on the text of the FCTC, as interpreted in accordance with the general rules of
treaty interpretation of the Vienna Convention on the Law of Treaties! (VCLT), do
ANDS fall within the scope of application of the FCTC?

2. Based on the principles relating to the temporal application of treaties under public
international law, should the FCTC be interpreted to apply to ANDS despite the FCTC’s
textual limitation to tobacco products?

3. What, if any, is the legal relevance of the discussions of the Conference of the Parties
(COP) of the FCTC on ANDS for purposes of determining the scope of application of
the FCTC?

To put it in a non-technical manner: the main question addressed in this opinion is whether
under the FCTC the Parties have committed themselves to adopting measures restricting or
prohibiting the marketing, promotion and sale of certain products that — as will be seen further
in this opinion - did not exist at the time of adoption of the Convention, and that do not present
the same risk profile as the products that are covered by the Convention.

The opinion starts with recapturing some of the basics about the rationale for, and nature of, the
FCTC, as well as the features of ANDS and the chronology of events relating to the Convention
and ANDS. It will then look at the text of the FCTC and examine in particular the definition of
the term “tobacco products”, which determines the scope of application of the FCTC. Applying
the VCLT, the opinion will look at the ordinary meaning of the terms used in this definition, in
their context and in the light of the object and purpose of the Convention. Finally, the opinion
will examine if there is any subsequent agreement or subsequent practice of the Parties that
needs to be taken into consideration together with the context.

IL. The FCTC and ANDS: nature, rationale, chronology

This section recaptures some of the basics about the rationale for, and nature of, the FCTC as
well as the features of ANDS, and the chronology of events relating to the Convention and
ANDS. Given the novel nature of these “next generation” products, it is important to start the
analysis at the time of the adoption of the FCTC to see in respect of which products and for
what reasons States agreed to a joint approach to tobacco control.

! Vienna Convention on the Law of Treaties (adopted 23 May 1969, entered into force 27 January 1980) 1155
UNTS 331.



a. The FCTC

The FCTC is an international treaty on fobacco control.? This is reflected throughout the FCTC,
for example (i) in its title (the Framework Convention on Tobacco Control); (ii) in its preamble
(e.g. “[rlecognizing that the spread of the tobacco epidemic is a global problem...; [r]eflecting
the concern of the international community about the devastating worldwide health, social,
economic and environmental consequences of tobacco consumption and exposure to fobacco
smoke™); (iii) in Article 1(d), which defines “tobacco control” as “a range of supply, demand
and harm reduction strategies that aim to improve the health of a population by eliminating or
reducing their consumption of fobacco products and exposure to fobacco smoke”; and (iv) in
Article 3, which states the “Objective” of the FCTC as follows: “The objective of this
Convention and its protocols is to protect present and future generations from the devastating
health, social, environmental and economic consequences of fobacco consumption and
exposure to tobacco smoke...”. More ample considerations on the Convention’s scope of
application will be developed infra, I11.

It is important to recall that the FCTC constitutes a framework treaty. It is characteristic for a
framework treaty that it formulates certain objectives and principles and sometimes also an
institutiona] framework on the basis of which later more detailed treaties (possibly in the form
of protocols) are meant to come out. Such a framework treaty is legally binding under
international law, although its framework nature implies that it outlines objectives and
principles rather than laying down specific obligations, even though typically it contains a
number of minimum obligations.? In that sense, the FCTC constitutes a treaty that sets forth a
number of minimum obligations, the general objectives of the Parties and the institutional
mechanisms (including legal instruments, i.e. protocols) by which such aims will subsequently
be negotiated, developed and implemented. The “framework” nature of the Convention implies
that it is an agreement that sets forth certain broad objectives rather than specific legal
obligations, with the exception of a limited set of obligations that are expressly included “as a
minimum.” Needless to say, to interpret the broadly worded principles of a framework
convention as comprehensive and specific legal obligations would fail to give due account to
the intent of the drafters and render redundant the need to develop specific obligations through
the institutions and mechanisms created by the framework convention.

In addition, the FCTC’s generally worded obligations and frequent instances of deference to
national law and constitutional principles highlight the fact that the FCTC’s objectives and
obligations are subject to limitations imposed by each Party’s national law. They signify an
element of “subsidiarity”, taking into account the great diversity of national legal systems, and
thereby leaving flexibility to the Parties to determine the manner in which they intend to meet
their obligations. ‘ ' '

b. ANDS

ANDS are not conventional tobacco products (such as cigarettes), but represent alternative
tobacco and nicotine products that do not burn tobacco to deliver nicotine to the user. ANDS
may be used to support smoking cessation attempts and are generally considered as being

2 Emphasis added here and in the further quotes in this paragraph.
3 See J. Wouters, C. Ryngaert, T. Ruys and G. De Baere, Jnternational Law: a European Perspective (Hart
Publishing, 2018), 71.












customary international law.'® They do not need to be described in detail here. As is known, the
basic rule for treaty interpretation is laid down in Article 31(1} VCLT, pursuant to which “[a]
treaty shall be interpreted in good faith in accordance with the ordinary meaning to be given to
the terms of the treaty in their context and in light of its object and purpose.”

Last but not least, it is important to emphasize that it is unnecessary to apply the principles of
treaty interpretation when the text is clear. In this respect, the Permanent Court of International
Justice has stated that ‘[h]aving before it a clause which leaves little to be desired in the nature
of clearness, [the Court] is bound to apply this clause as it stands’.2° In the words of Vattel, the
first general maxim concerning interpretation is that it is not permitted to interpret what does
not require interpretation.?!

b. Ordinary meaning of the terms used in the definition of covered “tobacco
products”

As indicated above, the FCTC is a treaty on tobacco control. A core notion is clearly the one
of “tobacco products”, as defined in its Article 1(f), cited above: it is referred to in the fourth,
fifth, 11" and 12" recitals of the preamble, as well as in Articles 1(d), () and (f), 4(2)(b} and
4, 6(2)(a) and (b) and (3), 13(1) and (4)(c), 19(2)(a). Moreover, it is the central concept used
in Articles 9, 10, 11, 15 and 186, as the title of these articles (except Article 16) indicates, and it
is used repeatedly therein.

The FCTC aims at regulating and controlling not just the demand and supply of tobacco
products but at “the widest possible international cooperation” on “the spread of the tobacco
epidemic” (second recital of the preamble), which also includes scientific and technical
cooperation and communication of information (Part VII of the Convention).

The term “cigarettes” is used only sparingly in the FCTC (fourth, sixth, 12th recital of the
preamble, Articles 15(4)(b) and (c¢), 16(3)), and it is clear that the Convention also aims to apply
to “other tobacco products” (fourth and 12th recitals of the preamble). It is thus clear that
“tobacco products” is a term that concerns not just cigarettes but also any other product covered
by the definition of “tobacco products™ in Article 1 (f) —i.e. a product that (1) is made of tobacco
leaf and that (2) is manufactured to be used for smoking, sucking, chewing or snuffing.

Determining the scope of application of the Convention is therefore first and foremost
dependent on the interpretation of the notion of “tobacco products”,

As stated, Article 1(f) of the Convention defines this notion as “products entirely or partly made
of the leaf tobacco as raw material which are manufactured to be used for smoking, sucking,
chewing or snuffing”.

The text of this definition is rather clear. It is surely a very broad definition: not just because it
applies to any product that is entirely or partly made of the leaf tobacco as raw material, but

12 See inter alia International Court of Justice (ICJ), Arbitral Award of 31 July 1989 ICT Rep [1991] 69-70 para.
48; Kasikili/Sedudu Island (Botswana v Namibia) [1999] I p. 1074, para. 18; Cerfain Questions of Mutual
Assistance in Criminal Matters (Djibouti v France) ICT Rep [2008] p. 219, para. 112.

2 Question Concerning the Acquisition of Polish Nationality [1923] PCIJ Series B, No 7, 20.

2L Cited by C Rousseau, Droit international public (Paris, Sirey, 1970) 269, own translation from French; ‘[I]a
premidre maxime générale sur I’interprétation est qu’il n’est pas permis d’interpréter ce qui n'2 pas besoin
d’interprétation’.
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IV. Impact of principles of temporal application of treaties on the scope of
application of the FCTC

This section evaluates whether the application of international law principles on the temporal
interpretation of treaties calls for ANDS to be covered by the terms of the FCTC.

a. Principles of effective and evolutive treaty interpretation

The principle of effectiveness, principe de ['effet utile or ut res magis valeat quam pereat (it
may rather have effect than be destroyed) entails that where there are two possible
interpretations of a treaty, the interpretation that gives meaning and effect is to be preferred.’!

Apart from this, the principle of evolutive interpretation implies that a treaty is to be interpreted
in light of the contemporary legal order rather than in light of the law as it stood at the time of
its adoption. This approach allows treaties to inform social life as it evolves.*? In Europe,
especially the European Court of Human Rights has developed an approach of evolutive
interpretation as an interpretative method of its own.*

However, neither an effective nor evolutive treaty interpretation calls for an undue extensive
interpretation of treaties in the sense of going beyond what is expressed in the terms of the
treaty. The International Law Commission has specifically commented on this tension between
an effective and evolving interpretation so as not too statically read a treaty, on the one hand,
and the risk of extending the meaning of treaties illegitimately beyond their text, on the other.
It has pronounced that there “are definite limits” to the use which may be made of such
principles to illegitimately go beyond the text of treaties, and that “to adopt an interpretation
which ran counter to the clear meaning of the terms would not be to interpret but to revise the

treaty”.>*

31 See International Law Commission, ‘Draft Articles on the Law of Treaties with commentaries’ (1966) Yearbook
of the International Law Commission, Vol. I1, at 219. See further H. Gutiérrez Posse, ‘La maxime ut res magis
valeat quam pereat (interprétation en fonction de 1’“effet utile™): les interprétations “extensives” et “restrictives™
(1972) 23 Osterreichische Zeitschrift fiir dffentliches Recht 229.

32 See R. Kolb, The Law of Treaties: An Introduction (Chelthenham, Edward Elgar, 2016),158; G. Distefano,
“L*interprétation évolutive de la norme internationale’ (2011} 2 Revue générale de droit international public 373;
C. Djeffal, Static and Evolutive Treaty Interpretation: A Functional Reconsiruction (Cambridge, CUP, 2015); S.T.
Helmersen, ‘Evelutive Treaty Interpretation: Legality, Semantics and Distinctions’ (2013) 6 European Journal of
Legal Studies 127,

3 The Court first mentioned this approach in the Tyrer v United Kingdom case, where it had to decide whether
judicial corporal punishment of juveniles amounted to degrading punishment within the meaning of Article 3 of
the European Convention on Human Rights. The Court held that it did. For this purpose, it held that ‘the
Convention is a living instrument which [...] must be interpreted in the light of present day conditions’, and that,
‘[i]n the case now before it the Court cannot but be influenced by the developments and commonly accepted
standards in the penal policy of the Member States of the Council of Europe in this field’: Tvrer v The United
Kingdom App no 5856/72, 25 April 1978, para. 31. This passage inaugurated the Court’s pervasive use of evolutive
interpretation in later years, see e.g. Marckx v Belgium App no 6833/74, 13 June 1979. See further J.E, Helgesen,
“What are the Limits to the Evolutive Interpretation of the European Convention on Human Rights?’ (2011) 31
Human Rights Law Journal 275; T. Thienel, “The “Living Instrument” Approach in the ECHR and Elsewhere:
Some Remarks on the Evolutive Interpretation of International Treaties’, in J. Delbriick, U.E. Heinz, K. Odendahl,
N. Matz-Liick and A. von Arnauld (eds.), Aus Kiel in die Welt: Kiel's contribution to international law: Festschrifi
zum {00-jihrigen Bestehen des Walther-Schiicking-Instituis fiir Internationales Recht (Berlin, Duncker &
Humblot, 2014), 165-200.

3 International Law Commission, ‘Draft Articles on the Law of Treaties with commentaries’ (1966) Yearbook of
the International Law Commission, Vol 11, at 219,
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subsequent agreement or subsequent practice within the meaning of Article 31(3)(b) of
the Vienna Convention on the Law of Treaties, in the sense that it amounts to “conduct
in the application of the treaty, after its conclusion, which establishes the agreement of
the parties regarding the interpretation of the treaty”. In fact, the Parties’ application of
the FCTC with respect to novel tobacco products confirms a widely divergent practice,
as some parties promote the use of novel tobacco products as part of a harm reduction
strategy, while others treat them as ordinary tobacco products. A statement in the
Preamble of this single Decision does not change that reality, and cannot amend the text
of the definition of covered products by expanding it to apply to products made of
tobacco that is not intended for smoking, sucking, chewing or snuffing.

Date: 9 July 2019

Signature:

Prof. Dr. Jan Wouters
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For the attention of Mr Jonathan Fung

Our ref
6461/12474/31012325
Your ref

Date
27 April 2018

By hand

Dear Sirs

information on British American Tobacco's newly developed electronically heated tobacco
product ("EHTP") — Neostiks™ ("Neostiks")

We act for British-American Tobacco Company (Hong Kong) Limited ("BATHK").

Further to the conversation of Ms Jenny Lam of BATHK with Mr. Jonathan Fung of your office on
15 February 2018, we are writing on behalf of BATHK to provide you with further information on
Neostiks, British American Tobacco's newly developed EHTP and with the enclosed sample
devices and consumables for your review and testing.

1. INTRODUCTION TO NEOSTIKS

1.1 Neostiks are part of a new EHTP developed by British American Tebacco, intended to be
used exclusively in conjunction with an electronic tobacco heating device called glo™
("glo").

1.2 Neostiks are made predominantly of reconstituted tobacco and contain various tobacco
grades as well as binders and humectants. They are intended to be used by inserting into
the glo heating device for an electronically-controlled heating process to produce a tobacco
aerosol consisting mainly of water, glycerine, flavours and nicotine which is different to
tobacco smoke. The electronically-controlled heating in glo prevents combustion from
occurring. The glo heating mechanism ensures that the tobacco is not heated above
245°C; much lower temperatures than at which traditional smoking tobacco is combusted,
usually in the range of 600-900°C.

Regional Managing Partner- Asia A RW Aitken D A Geiser K § H Sanger Senior Registered Foreign Senior Consuitants:
JJ G D'Agesting D J Byrne Hill + W R Hallatt J Sung Lawyers: J § Caen
H E Cassidy RW M Hunt G H Themas D Logofet * JM Siu
Managing Partner - Greater China S J Chapman WWH Ku TCPTong M K Wailace
MF Tai J M Copeman + HHS Lau K A Wembolt
1 C Emstey MHMLI Senior Registered

Foreign Lawyers:
P G Kiesselbach *

+ Not resident in Hong Kong *Admitted in England an Wales

Herbert Smith Freehills is @ Hong Kong partnership which is affiliated to Herbert Smith Freehifls LLP {an English limited fiabiity partnership). Herbert Smith Freehills
LLP. its subsidiaries and affiliates and Herbert Smith Freehills, an Austratian Partnership, are separate member firms of the internaticnal iegal practice known as
Herbrert Smith Freehills,
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.3 Please refer to the product description paper enclosed herewith (the "Description Paper")
for a detailed description of Neostiks with graphical illustration for your reference. We also
enclose a paper entitled 'Tobacco Heating Products glo: measurement of mainstream
emissions’ and a paper entitled "Tobacco heating products overview of the scientific
assessment of glo' both prepared by British American Tobacco for a summary of the
ingredients and emissions of Neostiks.

DIFFERENCES BETWEEN NEOSTIKS AND CIGARETTES

2.1 Neostiks are fundamentally different to traditional cigarettes. As stated in a Customs
Classification Paper prepared by British American Tobacco dated August 2017 enclosed
herewith (the "BAT Customs Paper"), Neostiks are different to cigarettes in a number of
material aspects, including that:

211 Neostiks are made predominantly from reconstituted tobacco whereas factory
made cigarettes contain, on average, no more than 10% of reconstituted tobacco
in cut form;

2.1.2 Neostiks contain significantly less tobacco compared to cigarettes. The weight of
the reconstituted tobacco in each Neostik is about 260 milligrams, whereas the
weight of the tobacco in a standard cigarette ranges from 600 to 700 milligrams;

2.1.3 cigarettes generate tobacco smoke from a process of self-sustaining combustion
composed mainly of a complex mixture of chemical compounds to be inhaled by
the smoker. In contrast, Neostiks are to be heated with glo and when used with
glo, the tobacco in Neostiks does not combust and does not produce smoke as in
a cigarette. Instead, it generates a tobacco aerosol that is fundamentally different
from the tobacco smoke emitted from a cigarette; and

214 the smoke generated from cigarettes lingers in the air for a substantially longer
period than the tobacco aerosol generated from Neostiks, which disappears
quickly from the surrounding air.

2.2 Scientific evidence demonstrates that using only EHTPs, such as Neostiks, could
potentially reduce the risk to health for conventional smokers who smoke traditional
cigarettes. For example:

221 Public Health England, an executive agency of the UK Department of Health and
Social Care, noted that "[tJhe available evidence suggests that heated tobacco
products may be considerably less harmful than tobacco cigarettes";'

222 the Committees on Toxicity, Carcinogenicity and Mutagenicity of Chemicals in
Food, Consumer Products and the Environment in the United Kingdom has
assessed and concluded that:

(A) users of heat-not-burn tobacco products would be exposed to 50%-90%
fewer harmful and potentially harmful compounds compared with
conventional cigarettes:?

! Public Health England, 'Evidence review of e-cigarettes and heated tobacco products 2018'
hitps www gov uk/government/uploads/system/uploads/attachment_data/file/680964/Evidence revie
w_of e-cigarettes and_heated_tobacco_products_2018.pdf (accessed 25 February 2018) (the "Public
Health England Report”).

04/13823780_19 2
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(B) "It is likely that there is a reduction in overall risk to health for
conventional smokers who switch to heat-not-burn tobacco products":®
and
(C) “A reduction in risk would be expected to be experienced by bystanders
where smokers switch to heat-not-burn tobacco products™;* and
223 a report published by Dr Marina Murphy of British American Tobacco (the
"Murphy Report") dated November 2017 noted that:
(A) there are around 90-95% less of certain toxicants® in aerosol generated
through the use of Neostiks with gio as compared to cigarette smoke:®
(B) test results show that glo aerosol has a much-reduced or no notable
biological impact on cells in the lab compared to conventional cigarette
smoke using a system that was developed to mimic the way human lung
cells are exposed to aerosols in reai'tife;7 and
(C) test results indicate substantial reductions in numbers and levels of
environmental toxicants for glo use compared to cigarette smoking.?
2.3 In view of the matters in paragraphs 2.1 and 2.2, it is in BATHK's respectful view that

Neostiks should be treated differently to cigarettes, including for the purposes of customs
classification (see section 3) and product testing.

APPROPRIATE CLASSIFICATION OF NEOSTIKS FOR CUSTOMS PURPOSES

3.1 In view of the differences between Neostiks and cigarettes explained in section 2, it is in
BATHK's respectful view that for duty assessment purposes under the Dutiable
Commodities Ordinance (Cap. 109) (the "Ordinance”), Neostiks should be classified as “alf
other manufactured tobacco except tobacco intended for the manufacture of cigarettes"
(the "Other Tobacco Category”) under paragraph 1(d) of Part Il of Schedule 1 to the
Ordinance.

3.2 Such a classification would:

2 Paragraph 7 of a statement summary entitled 'Toxicological evaluation of novel heat-not-burn tobacco
products — non-technical summary’ published by the Committees on Toxicity, Carcinogenicity and
Mutagenicity of Chemicals in Food, Consumer Products and the Environment in December 2017 (the
"TOC Statement Summary™).

3 Paragraph 27 of the TOC Statement Summary.
¢ Paragraph 29 of the TOC Statement Summary.
5 This is a comparison between the smoke from combusted tobacco in a standard 3R4F reference

cigarette (approximately 9 mg tar), and the vapour from heated tobacco in glo, in terms of the 9 types
of harmful components which the World Health Organisation recommends to reduce in cigarette
smoke.
g Science Codex, ' Toxicant levels are around 80 percent less in glo emissions compared to cigarette
smoke', 24 October 2017: hitp://sciencecodex.com/toxicant-levels-are-around-90-perzeni-less-alo-
emissions-compared-cigarette-smoke-616330 (accessed 11 January 2018) and a report entitled 'British
American Tobacco publishes a series of studies supporting the reduced-risk potential of glo' published
by Dr Marina Murphy of British American Tobacco in November 2017.
The Murphy Report at page 2.
The Murphy Report at page 3.

~§
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3.3

3.4

3.5

3.6

3.7

3.8

3.9

3.21 comply with the Ordinance given that Neostiks do not fall under the definitions of

Hwon

“cigarette”, "cigar” or "Chinese prepared tobacco":

322 be consistent with the Hong Kong Government's established policy to use
taxation as a means to protect public health from the harmful effects of tobacco;
and

323 be consistent with the approach adopted by the Word Customs Organisation
(NWCOII)‘

a) Existing provisions of the Ordinance (i.e. the Dutiable Commodities Ordinance (Cap.
109))

Under Part il of Schedule 1 to the Ordinance, tobacco is classified under the following four
different categories, each defined in the Ordinance and having a different rate of duty to be
paid:

3.3.1 cigarettes;

3.3.2 cigars;

3.3.3 Chinese prepared tobacco; and

3.34 the Other Tobacco Category.

"Cigarette” is defined as "any roll of tobacco capable of being smoked by itself not being a
cigar" (emphasis added). Hence, to constitute a cigarette, it must be a roli of tobacco that is
capable of being smoked.

The verb "smoke" is not defined under the Ordinance. It is, however, defined under the
Smoking (Public Health) Ordinance (Cap. 371), an ordinance which regulates tobacco
products including cigarettes, as "inhaling and expelling the smoke of tobacco or other
substance”. Hence, to constitute smoking, there must be an inhaling or expelling of tobacco
"smoke".

As explained in paragraph 2.1.3 above, unlike cigarettes which produce smoke via a
process of self-sustained combustion, when used as intended with glo the tobacco in
Neostiks does not combust and produces an aerosol very different to cigarette smoke.
Hence, Neostiks do not fall under the definition of "cigarette” under the Ordinance.
Accordingly, they should not be assessed as such for duty purposes.

Similarly, Neostiks also do not fall under the definition of "cigar”, which also requires it to be
“capable of being smoked by itself', or the definition of "Chinese prepared tobacco" as they
are not “prepared in the traditional Chinese manner from tobacco leaf grown in China".

In view of the above, the only appropriate classification of Neostiks for the purposes of Part
Il of Schedule 1 to the Ordinance would be the Other Tobacco Category.

b) The Hong Kong Government's established policy

According to the Legistative Council brief LC Paper No. CB(1)1198/13-14(02) dated 7 April
2014, a brief prepared in support of the Dutiable Commodities (Amendment) Bill 2014 for
increasing duties for tobacco products, taxation is a means adopted by the Government to
promote its established policy in protecting public health from the harmful effects of

04/13823780_19 4
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tobacco.® The Government recognised that "it was well established internationally and
empirically that tobacco price had a strong inverse correlation with tobacco consumption”
and thus used taxation in an attempt to influence tobacco consumption behaviour of
smokers. '

3.10  Hence, classifying Neostiks under the Other Tobacco Category for duty purposes wouid
beneficially alter existing smoker's tobacco consumption behaviour by encouraging them to
cease or lower their consumption of smoking products with a higher toxicants level (such
as cigarettes) to using products such as Neostiks with much lower toxicants levels and
potentially less harmful products.

3.1 In addition, Dr Scott Gottlieb, Commissioner of the US Food and Drug Administration, has
noted that "the nicotine in cigarettes is not directly responsible for the cancer, lung disease,
and heart disease that kill hundreds of thousands of Americans each year...it's the other
chemical compounds in tobacco, and in the smoke created by setting tobacco on fire, that
directly and primarily cause the illness and death, not the nicotine"."

3.12  Scientists also widely acknowledge that smoking related diseases are caused largely by
the toxicants found in cigarette smoke — not the nicotine itself.'* Hence, the Food and Drug
Administration hopes that "we can all see the potential benefits to addicted cigarette
smokers, in a properly regulated marketplace, of products capable of delivering nicotine
without having to set tobacco on fire". A report by the UK Royal College of Physicians also
states that the health and life expectancy of existing smokers cculd be radically improved
by encouraging as many as possible to switch to a smoke-free source of nicotine (which
would include nicotine from ETHPs).™

3.13  In view of the comments and suggestions of the US Food and Drug Administration and the
UK Royal College of Physicians mentioned above, there is a clear public policy benefit in
encouraging existing traditional cigarette smokers to switch to EHTPs like Neostiks. This
approach is also consistent with Public Health England's suggestion to apply taxation to
favour least harmful options, such as Neostiks.

3.14  In view of the above, classifying Neostiks under the Other Tobacco Category for duty
assessment purposes is consistent with the Government's established policy in using
taxation to protect public health by encouraging existing smokers to switch from smoking
traditional cigarettes to using products that are capable of delivering nicotine with much
lower tobacco levels, and potentially reduced health risk.

¥ hitps /v legeo.gov.hkiyri 3-14/english/be/be05/papers/bc050408cb1-1198-2-e.pdi  (accessed 26
February 2018) at paragraphs 3-4 (the "2014 LC Paper").

0 Paragraph 11 of the 2014 LC Paper.

i Commissioner of Food and Drug Administration, 'Protecting American Families: Comprehensive
Approach to Nicotine and Tobacco', 28 July 2017:
hitps /iwww Ida goviNewsEvents/Speeches/ucmb569024.htm (accessed 25 February 2018).

2 British American Tobacco, 'ANDS role in supporting public health strategies’, September 2017 (the
"ANDS Paper") section A.

N Section A of the ANDS Paper.

“ Page 220 of the Public Health England Report.
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¢) Approach in the WCO

3.15 In October 2017, the WCO Harmonized System Committee ("HSC") considered the
appropriate classification of EHTP consumables in the 2017 Harmonized System
Nomenclature.

3.16 In advance of that meeting, the WCO Secretariat recommended to its members that
EHTPs should be treated, for customs classification purposes, under a category that is
different to both cigarettes and all other forms of combustible tobacco. This is because:

3.16.1  EHTPs are not intended to be combusted or smoked.

The Secretariat commented that “... the use of “EHTP” products does not involve
combustion, so they are not designed to be smoked in the traditional manner ..."
and “... if it is decided that heading 24.02 covers only products intended to be
smoked by combustion, the Secretariat considers that the “EHTP” product cannot
be reqarded as “smoking tobacco” within the meaning of subheading 2403.1 ...";

and

3.16.2  The tobacco in ETHPs is different from that in smoking tobacco products
(including cigarettes).

Consequently, for classification purposes they should be treated differently than
cigarettes and other forms of smoking tobacco. In particular, the tobacco used in
EHTPs is reconstituted whereas combustible tobacco products contain much
smaller amounts of reconstituted tobacco.

3.17  Two tobacco heating products were considered by the HSC in its October 2017 meeting.
One called a “EHTP”, a tube of reconstituted tobacco intended to be heated, but not
combusted, by an electronic heating device (similar in nature to BAT's glo Neostiks
consumables) The other, called a “tobacco capsule”, a tobacco pod designed to be used
with a different type of heating device to the “EHTP". & It was confirmed in the November
2017 meeting of the European Commission’s Customs Code Committee that “... a large
majority of contracting parties voted for classification of these products in subheading
2403.99 ...” which covers "Other manufactured tobacco and manufactured tobacco
substitutes; “homogenised” or “reconstituted” tobacco; tobacco extracts and essence ~
Other" (see section 8.3 of the enclosed Summary Report of the 182" meeting of the
Customs Code Committee of the European Commission dated 7 November 2017 for your
reference).

3.18  In December 2017, one contracting party submitted a reservation to the HSC (i.e. a request
to re-discuss the issue) and, by consequence, the classification decision for “EHTPs” will
be i) considered at the WCO Council meeting in June 2018; and ii) will be re-argued during
the agenda of the HSC in September 2018. Whilst until then, the recommendation of the
WCO HSC is not binding on the WCO contracting parties, it is evident that, in order to
ensure consistency and predictability in customs classification among WCO contracting
parties, an alignment with the generally accepted WCO recommendation before its official
implementation is nevertheless advisable. Further, it should be considered that this product

18 See note NC2406E1a from the WCO Harmonized System Committee dated 7 August 2017.
1 See note NC2429E1a from the WCO Harmonized System Committee dated 23 August 2017.
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is, as a matter of fact, classified under subheading 2403.99 of the HS in the clear majority
of countries in which they are currently sold (including EU, Japan, USA)."

3.19  No reservation was submitted against the “tobacco capsule” tobacco heating product
following the October 2017 HSC meeting. It was confirmed in the January 2018 document
from the WCO entitled “Decisiones de la sesion 60 del OMA” that this product shouid be
classified under 2403.99 - a binding decision for the WCO contracting parties (i.e.
including Hong Kong) that should now be adopted globally.

320  Given this position — and the way in which almost all countries classify tobacco heating
products that are currently on the market outside the category of "cigarettes” — it would
appear to be an anomaly should any contracting party to the WCO choose to classify
EHTPs in anything other than subheading 2403.99 of the 2017 HS.

3.21 Please also refer to the BAT Customs Paper for a detailed explanation as to why Neostiks
should be classified under the code 2403.99 but not under other codes such as codes
under the heading 2402 ("Cigars, cheroots, cigarilios and cigarettes, of tobacco or of
tobacco substitutes").

3.22  In view of the above, classifying Neostiks under the Other Tobacco Category is consistent
with the approach agreed by a large majority of the contracting states in the WCO.

3.23  Therefore, we respectfully urge the Government to study the evidence available and
classify Neostiks that are intended to be used with the glo device under the Other Tobacco
Category under the Ordinance.

REFERENCE DOCUMENTS

4.1 The following documents are enclosed herewith to assist your further understanding of
Neostiks:

4.1.1 the Description Paper,
4.1.2 the BAT Customs Paper;

4.1.3 a statement on the toxicological evaluation of novel heat-not-burn tobacco
products published by the Committees on Toxicity, Carcinogenicity and
Mutagenicity of Chemicals in Food, Consumer Products and the Environment in
December 2017;

4.14 the TOC Statement Summary;
415 the Murphy Report;
416 the ANDS Report;

4.1.7 a summary of the Public Health England Report prepared by British American
Tobacco in February 2018;

4.1.8 Decisiones de la sesion 60 del OMA;

4.1.9 Summary Report of the 182™ meeting of the Customs Code Committee of the
European Commission dated 7 November 2017;

7 The notabile exceptions are Australia and South Africa which have classified EHTPs under subheading
2403.91 (i.e. an alternative subheading, which also covers non-combustible tobacco products).
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Yours faithfully,

"Tobacco heating products overview of the scientific assessment of glo' prepared
by British American Tobacco;

‘Tobacco Heating Products glo: measurement of mainstream emissions’ prepared
by British American Tobacco: and

a paper prepared by British American Tobacco on why the aerosol produced by
glo should not be described as "tar".

Herbert SmAn Freghill s

Encls

04/13823780_19




Date Updated: 5 May 2017

BRITISH AMERICAN
ToBACCO

Novel Details Description File

Novel Tobacco Product



% &
BRITISH AMERICAN
TOBACCO

Novel Details Description File

Table of Contents

1. Narrative SUMMATY .....oimmersimmmmresiseeen ORI 3
1.1 NGME GNAd GAATESS Of the SUBMILLEI ... c.veeveeeieeeeciteeereeseaeeeesteireesissssserersessrtesst s aessssanssasreeareseseseosesenessssneenees 3
1.2 Basis of Determination of @ “Nove! TODACCO ProQUCT” ... cvvcccoievrecieierrccrcirerrerrssicesiessesseesessnesessesseensersasressesns 3
1.3 PrOQUCT INFOIMGLION «orvveeeeeieeceeceveererieniarneaesvie s et ecutsstasasressesssessensesessesssnsssnserssesntarsersesssesssssassersevsessersnessonsonss 3

Table 1: Product category and iNtENAEH USE ......c..couicrririiieriicrie ettt eeaar e er s e ens s ae e s se e et snen 3

2.0 Design features of the Neostik:.......ccoonienincnnveninninnns U PO ST PPN 4

Figure 2: PIctUre Of NEOSEIK ....coiviviiei ittt ettt sttt s 5
Table 2.0: Specification of the NeOStIK ...t sr et enas 5

2.1 SUBJECE Of SUBMUSSION: cotnimieieie sttt b b s bbb bbbt n s 5
Table 3.0: COMPOSItioN Of the NEOSTIK: .. et iiiiriiceecec ittt er s saeteabe s er e s s e s e asssetevesbeereareseas 5

3.0 IO DBVICE cressseisresssseisisriscannessrnessssesssnesssassssnsrasiasssssestsans ssnssasnessssnssnsssssssssbss sossanssorsnssnssesosstsssantssentonsaesasanss 7
Table 5.0: Specification 0f the GlO HeVICE.......ccciiiiciii et 10

3.1 Features Gnd OPErotiONG] OVEIVIEW ............cuiciviicinnieieimririceese ettt st et e st e seeseebastavassasassenessasesrsessnssacas 10
3.2 Declaration Of CONOrMONCE. ... iioeceerecrcrieiessectrcsvaacsessessssscrs st assesssvasssnsansasnsessessersisssonsaresosessessssnesissssans 10

4.0 Available scientific studies. - rreesresrs e ear s baaas 12
4.1 RUSK ASSBSSIMENE...cvcuinieeeiicteiait ettt et ettt st A 2ttt et ot ea et h btk ee st n et e ket e et er et e s e veres 12
4.2 AQGICEIVENESS .....eomvvcvctreticrre ettt et b ettt s s et et m e ettt e et e es s s et e et eanesbesbe b aneabeases 13
B.3 CONCIUSION ..oiviiiiveiiniice ittt b s e ost er et e s ek st e e s see e sa s s e s s es s e sbestesesseasnsentrsssenersonserse 13

Date Updated: 5 May 2017 2




Novel Details Description File

BRITISH AMERICAN
ToBaCCo

Section 1.0 Narrative Summary

1. Narrative Summary

1.1 Name and address of the Submitter

Nicoventures Trading Limited (NvT)
1 Water Street

London

WC2R 3LA

Email address: trade@nicoventures.co.uk
1.2 Basis of Determination of a “Novel Tobacco Product”

According to the Tobacco Products Directive, a “Novel Tobacco Product” is defined as a
tobacco product which:

(a) does not fall into any of the following categories: cigarettes, roli-your-own tobacco, pipe
tobacco, water pipe tobacco, cigars, cigarilios, chewing tobacco, nasal tobacco for oral
use and

(b) is placed on the market after 19 May 2014
On this basis, it is NvT determination that the Neostik is a Novel Tobacco Product.
1.3 Product Information
The subject of this submission is a “Novel Tobacco Product”. The Neostiks are currently

being developed by “Nicoventures Trading Limited”, a wholly-owned subsidiary within the
“British American Tobacco” group of companies.

The Neostik is used with a device, called ‘glo’.

Table 1: Product category and intended use

Category Intended Use : Product Descriptor
Disposable Neostik /

consumable with separate
tobacco and filter sections. Neostik (Section 2.0)
Heated under ordinary
conditions of use.

Heat source. Used as
X Device directed by the manufacturer Glo Device (Section 3.0)
or distributor.

Novel Tobacco
[Z Product
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2.0 Design features of the Neostik:
There is no tobacco cut-filler (tobacco leaf cut into small pieces found in cigarettes).
Neostiks are made of 100% reconstituted tobacco containing various tobacco grades as well
as binders and humectants.

When used as directed and intended Neostiks neither ignite nor burn. The electronically-
controlled heating, in combination with the processed, reconstituted tobacco, prevents
combustion from occurring. When used, glo heating mechanism ensures that the tobacco is
not heated above 240 °C. Neostiks content of water and glycerin facilitates the unique low-
temperature heating use which results in the emission of an aerosol fundamentally different
from the smoke emitted from a cigar or cigarette when it is used. The Neostik is heated not
burned; it does not combust and this produces heated tobacco vapour, but no smoke or ash.
The physical and thermal properties of the tobacco material in the Neostik, the composition

and components of the Neostik and the use of the glo device is very different from a

cigarette.
Figure 1: Cross-section diagram of a Neostik™
2 rows of laser cut ventilation holes at 18.625mm
from tip to maximise aerosol and cooling
8mmx 5.23mm 0D
paper tube mouth
end filter segment
42mm x 5.4mm outside diameter (oD) 25mm x 5.23mm 0D paper tube g8mm x 5.23mm 0D
reconstituted tobacco heat displacement collar tow wrapped mono
provides aerosol and tobacco taste to maximises aerosol 5 acetate filter
=NT
18.5mmx 42mm 46mm x 18.96mm mouth end paper with
outer paper holding the Neostik™ together lip release lacquer

The reconstituted tobacco is made by a process widely used in the tobacco industry, where
selected tobacco types are ground into a fine powder, mixed with humectants and binders, and
then laid down to be dried into sheets with a specified thickness and weight. These
reconstituted tobacco sheets are then cut into small pieces suitable for Neostiks manufacturing.
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There is a much smaller amount of tobacco in a Neostik compared to a cigarette. The weight of
the reconstituted tobacco in the Neostik is about 260 milligrams. In comparison, the weight of
the cut filler in a standard cigarette rod ranges from 600 to 700 miliigrams.

Figure 2: Picture of Neostik

Table 2.0: Specification of the Neostik

Specification Nominal Dimension
Neostik length 83.0 mm
Neostik diameter 5.283 mm
Neostik weight 491- 505.08mg

The Neostik is made from a filter portion, containing two paper tubes fixed either side of
a cellulose acetate segment, and a tobacco rod, containing reconstituted tobacco sheet.

The Neostik is available in a variety of tobacco blends and flavourings.

The names glo and Neostik are all resitered trademarks, regsitered to British American
Tobacco (Brands) Ltd within the "British American Tobacco” group of companies.

2.1 Subject of submission:
The Neostik contains 100% reconstituted tobacco containing various tobacco grades as
well as binders and humectants.

Table 3.0: Composition of the Neostik:
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Information on additives and ingredients is submitted under “Tobacco Ingredients” and
“Additives and other substances/elements” as per the data dictionary requirement.

Emissions data is submitted under “Other emission”.
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*SUPPLEMENTARY INFORMATION*

3.0 glo Device

The glo device has been designed in the UK, engineered in the USA and is assembled in China
by a leading Swedish manufacturer. The glo device is shown in Figure 3.

Figure 3: The glo™ device

Key Components

Vacuum tube ~ Maintains external surface temp

Heater— Low mass ~ rapid heating

PCB - Heater control- Ui - safety - charging

Battery — 20 sessions, Iyear lifa

Figure 4 shows the external dimensions of the glo device: base width 44.2mm, base depth
22.1mm, and height 86.2mm (plus the 17.6mm tip of one of the Neostiks when inserted). glo
weighs around 100g.
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Figure 4: The external dimensions of the Glo™ device

[

glo consists of a vacuum tube (for a comfortable external temperature & efficiency), heater, PCB
(printed circuit board) to control the heater, a lithium ion battery, a single button with 4 white
LEDs (light emitting diodes) to inform the user, and a vibration motor to provide additional cues.

The outer casing of glo is made from anodized aluminium with laser etched engravings. The top
and base of the device are made from high quality plastics, as shown in Figure 5.

Figure 5: The high-quality material and finish of the Glo™ device
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Table 5.0: Specification of the Glo device

Specification Nominal Dimension

Glo device height 86.2 mm

Glo device width 44.2 mm

Glo device depth 22,1 mm

Glo device weight 100.0g

Battery Lithium ion battery re-chargeable via USB
Glo device + inserted Neostik height 103.8 mm

The device has an operational voltage of 3.7V and is solely compatible with Neostiks.
The Glo device is reusable.

31 Features and operational overview

The Neostik is inserted into the device (glo) and the user turns on the electronics by means of a
button to initiate the heating of the tobacco. Once the initial heating phase is complete (40
seconds), the Neostik is ready to be used. The Neostik is retained within the device throughout
the session. The device follows an in-use heating profile that is designed to provide a consistent
sensory experience. The Neostik generates an aerosol composed mainly of water, glycerine,
nicotine and flavour. The product thereby enables the adult user to inhale and exhale the aerosol
(heated tobacco vapour). glo and the Neostik can deliver puffs over a period of approximately 3.5
minutes. Once this cycle is complete, the Neostik must be removed from the device. A new
Neostik must be used for the next use.

There is an initial pre-heating ramp up time of 40 of seconds, followed by the session time of 3
minutes 30 seconds. Each charge can provide up to 30 back to back sessions. When using the
wall plug supplied, the charge time is about 2 hours. When charged via a USB, it may take up to
4 hours.

3.2 Declaration of Conformance

glo has a number of active patents and patent applications in place.

The glo device has also been thoroughly safety tested by an independent UKAS accredited
testing laboratory to ISO/IEC 17025:2005; and ISO/IEC 17065:2012 to provide product
certification, in line with the General Product Safety Directive 2001/95/EC. The following
standards have been applied therein.

e General Product Safety Directive (GPSD). 2001/95/EC - EN60335-1:2012+A11:2014
[Non-CE Marking Directive]

e The restriction of the use of certain hazardous substances in electrical and electronic
equipment (RoHS): 2011/65/EU — EN 50581:2012 [CE Marking Directive]

Date Updated: 5 May 2017 10



Novel Details Description File

BRITIS ;
TosACCO

Section 3.0 Glo Device

* Regulation on Registration, Evaluation, Authorisation and Restriction of Chemicals
(REACH): EC1907/2006 [Non-CE Marking Directive]

e Electromagnetic Compatibility Directive (EMC): 2014/30/EU- EN 55014-

e 1:2006+A2:2011 & EN 55014-2:2015 [CE Marking Directive]

< Battery (Transportation of Dangerous Goods): UNECE Recommendations on the
Transport of Dangerous Goods Manual of Tests and Criteria 6th Revised Edition
Amendment 2 Section 38.3 Lithium Metal and Lithium —lon Batteries
ST/SG/AC.10/11/Rev.6/Amend.2

o Batteries and accumulators and waste batteries and accumulators Directive: 2006/66/EC
and Amendment 2013/56/EU. (Battery Directive)

o Battery (Safety): EN 62133:2013

The Technical File for this device is controlled by the Nicoventures division of British
American Tobacco.
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4.0 Available scientific studies

The available toxicity studies indicated in the Commission Implementing Decision (EU)
2015/2186 have been provided as a bibliography of published papers. The studies were
obtained by BAT for toxicological assessments, to ensure that additives do not increase
the inherent risk associated with the use of our products.

The risk assessment starts with a comprehensive search for relevant papers, using the
additive's name, major synonyms and CAS Registry Number. The main sources searched
are: TRACE', Toxnet?, RTECS?®, TSCATS?, INCHEMS, Europa Food Flavouring®, ECHA’,
EAFUSS, Chem|Dplus® and eChemportal™.

4.1 Risk Assessment

Toxicological assessments are carried out by our scientists (including a number of
European Registered Toxicologists (ERT)) at our Research and Development facilities in
the UK. Our approach excludes the use of formally classified genotoxicants, non-threshold
carcinogens, and reproductive and developmental toxicants, as additives. Based on
Levels of Concern and weight-of evidence, our approach ensures that additives are used
at levels lower than the relevant toxicological reference value.

Following a comprehensive search for all available toxicological information, our
toxicologists select the most appropriate studies for evaluation for the intended route of
exposure. To do this, our toxicologists evaluate the quality of all pertinent studies identified
and the data used. The evaluation of data quality includes an assessment of its relevance
and reliability as well as the adequacy of the information for hazard/risk assessment
purposes, following the principles described by Klimisch ef a/"’.

BAT makes a range of tobacco products, in the smokeless, heated and combustible
categories. The effects of heating or combustion on additive toxicity, have been addressed
by extensive testing. For example, for additives added to cigarette tobacco, the results of
pyrolysis, smoke chemistry, in vitro cytotoxicity, in vitro genotoxicity, inhalation toxicity and
tumourigenicity studies have been widely published in peer-reviewed journals. Test results
are included in our risk assessments, where applicable by product class.

Descriptions of our assessment processes can be found in published literature, for
example:

An overview of the effects of tobacco ingredients on smoke chemistry and toxicity'?
s An approach to ingredient screening and toxicological risk assessment of flavours in e-

liquids™
o Contact sensitisation risk assessment approach for pouched snus ingredients'
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4.2

4.3

SoPENOORLON

Assessment of the irritation potential of Swedish snus ingredients using the Epioral™
tissue mode!'s

Further examples of our scientific publications are available at www.bat-science.com.

Health risks of tobacco use have primarily been determined in long term human
epidemiological studies. For example, the smoking population in countries such as
Canada, Australia and the UK has historically smoked Virginia style cigarettes, which
contain few additives. In other countries such as the US and Germany smokers prefer
American-blended style cigarettes, which contain significantly more additives.
Notwithstanding the distinction in historical use of additives in these countries, there
appears to be no obvious difference in the relative risks of cigarette smoking for these
types of cigarette, or on the incidence of diseases such as lung cancer and chronic
obstructive pulmonary disease'®, suggesting that the addition of additives to cigarettes
may not increase the incidence of diseases associated with smoking.

Addictiveness

In its 2010 opinion on Addictiveness and Attractiveness of additives'’, SCENIHR came to
the clear conclusion that no additive could be identified which has an "addictive" effect in
isolation, and that there are no indications that additives increase the "addictive” effect of
nicotine itself.

In a more recent final opinion*®, SCENIHR reviewed 1260 additives and selected only 14
substances for further study because they were suspected of facilitating inhalation or
increasing nicotine uptake (mechanism possibly contributing to addictiveness to smoking).

Conclusion

Based on the available scientific evidence, BAT’s scientists have concluded that the
additives used in BAT's tobacco products, do not add to the toxicological risks of using
those products.

Available at: http://www.bibra-information.co.uk/supporied access to our chemical toxicology database TRACE.htmi
Available at: http:/toxnet.nim.nih.gov/index.htmi

Available at: http://ccinfoweb.ccohs.ca/rtecs/search.himi

Available at: hitp://www.srcinc.com/what-we-do/databaseforms.aspx?id=384

Available at: hitp://www.inchem.org/

Available at: http://ec.europa.eu/food/food/chemicalsafety/flavouring/database/dsp_search.cfm

Available at: http://echa.europa.eu/information-on-chemicals

Available at: hitp://vww accessdata.fda.gov/scripts/fcn/fenNavigation.cfm?rpt=eafusListing

Available at: hitp://chem sis.nim.nih.gov/chemidplus/chemidheavy.jsp

Available at: http://www.echemportal.org/echemportal/index?pagelD=08&request_locale=en

Klimisch, H.J., Andreae, E., Tillmann, U., (1997). A systematic approach for evaluating the quality of experimental and
ecotoxicological data. Regul. Toxicol. Pharmacol. 25, 1-5.

R.R. Baker, E. D. Massey and G. Smith. An overview of the effects of tobacco ingredients on smoke chemistry and toxicity.
Food Chem. Toxicol. 42 Suppl: $53-$83, 2004,

S. Costigan and C. Meredith. An approach to ingredient screening and toxicological risk assessment of flavours in e-liquids.
Regul. Toxicol. Pharmacol. 72 (2):361-368, 2015.

B. Lang, S. Costigan, S. Goodall and C. Meredith. Contact sensitisation risk assessment approach for pouched snus
ingredients. Toxicology Letters 2295:5109, 2014, (Abstract)
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15.

16.

17.

18.

19.

L. Neilson, S. Faux, S., Hinchcliffe, T. Jai and C. Meredith. Assessment of the irritation potential of swedish snus ingredients
using the Epioral™ tissue model. Society of Toxicology, Baltimore, USA, March 15-19th. The Toxicologist, Volume 108, no
1, pg 307-308 (March 2009} (Conference Poster)

World Health Organisation, 2004, Monographs on the Evaluation of the Carcinogenic Risk of Chemicals to Humans, Volume
83. Tobacco smoke and involuntary smoking. p 171. Intemational Agency for Research on Cancer (IARC), Lyon, 2004
SCENIHR, 2010. Addictiveness and Atiractiveness of Tobacco Additives. The Scientific Committee on Emerging and Newly
Identified Health Risks. ISBN 978-92-79-12788-5. European Union. Available at:
htip://ec.europa.eu/health/scientific_commitiees/emerging/docsiscenihr_o_029.pdf.

SCENIHR, 2015. Final Opinion on Additives used in Tobacco Products (Opinion 1). The Scientific Committee on Emerging
and Newly Identified Health Risks. European Union. Available at:
hitp://ec.europa.eu/health/scientific_committees/emerging/docs/scenihr_o_051.pdf.

Pete Davis, Stuart Martin, Christopher Wright, and Sandra Costigan. Identifying thermal breakdown and reaction products
in e-cigarette flavours. Philadelphia, USA: SRNT conference :189-POS2-44, 2015. Full poster available via www.bat-
science.com.
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Description of the Neostik™ consumables for
British American Tobacco’s Electrically Heated Tobacco Product
and why they should be classified under heading 2403.99 of the
World Customs Organization's Harmonized System Nomenclature

L Introduction:

British American Tobacco {BAT) has developed an electronic tobacco heating product (ETHP} consisting of a
heating device termed glo™ and accompanying re-constituted tobacco consumables called Neostiks™, The
latter is a new generation tobacco product meant to be used with a heating device, and is profoundly different
from conventional combustible tobacco products.

This document provides an explanation for the appropriate classification of the Neostik™ tobacco consumables
under Subheading 2403.99 of the World Customs Organization's Harmonized System (HS} Nomenclature,
established under the International Convention on the Harmonized Commodity Description and Coding System
and effective from 1 January 2017.

Based on the intended purpose and material properties of the product, Neostiks™ are fundamentally different
from ‘cigarettes’ as defined for customs and excise purposes. The tobacco in Neostiks™ is heated, not
combusted, using the glo™ device as its heat source.

The heating of the reconstituted tobacco in Neostiks™ generates a tobacco aerosol of mainly water, glycerine
and nicotine for the user to inhale via the filtered mouth-end. This aerosol is fundamentally different from the
tobacco smoke emitted from the tobacco in a cigar or cigarette when it is used. The tobacco inside the
Neostiks™ does not combust and produces no tobacco smoke or ash as in cigarettes or other forms of
combustible tobacco.

Neostiks™, when used as intended, are very different in their fundamental characteristics to cigarettes and
other smoking tobacco. They cannot be considered tobacco products for smoking. They should, consequently,
be classified under Subheading 2403.99 of the HS.

. Product Description:

BAT’s ETHP is an innovative and patented next generation tobacco product that, when used as intended, heats
but does not combust the tobacco in it. The ETHP consists of two main components which can function only in
combination with each other:

1. glo™: The ‘one unit’ and ‘one button’ device is simple and intuitive to use. A single charge lasts more
than 30 sessions based on back-to-back usage. glo™ consists of a vacuum tube, heater, PCB (printed
circuit board), a lithium ion battery, a single button with 4 white LEDs (light emitting diodes) to inform
the user, and a vibration motor.

Page 1
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2. Neostiks™: Neostiks™, wholly made of reconstituted tobacco, must be inserted into the glo™ heating
device for it to be functional. Having been inserted into the glo™, the heating of the tobacco is
initiated when the user presses a button on the device. Once the initial heating phase is complete, the
Neostik™ is ready to be used.

Neostiks™ generate a tobacco aerosol composed mainly of water, glycerine, nicotine and flavour.
glo™ in combination with the Neostik™ can deliver puffs over a period of around 3.5 minutes. Once
this cycle is complete, the Neostik™ must be removed from the device. A new Neostik™ must be used
for the next use.

SMPLICITY . wAO-BACK e

. Composition of Neostiks™

Neostiks™ are made of 100% reconstituted tobacco and contain various tobacco grades as well as binders and
humectants.

The reconstituted tobacco in Neostiks™ is produced through a pulping process — which is widely used in the
tobacco industry — wherein the tobacco materials are mixed with humectants and binders and then laid down
and dried into sheets of a specified thickness and weight. These reconstituted tobacco sheets are then cut into
small pieces suitable for Neostiks™ manufacturing.

in contrast, factory made cigarettes contain, on average, no more than 10% of reconstituted tobacco in cut
form.
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Not only is the tobacco contained in a Neostik™ different to that in combustible tobacco products, also the
physical and thermal properties of the reconstituted tobacco in the Neostik™, the composition of the Neostik™
and the use of the glo™ device is completely different from a traditional cigarette. The key differences are
depicted in the diagram below.

2 rows of laser cut ventilation holes at 18.625mm
from tip to maximise aerosol and cooling

8mmx 5.23mm OD
: paper tube mouth
end filter segment

42mm x 5.4mm outside diameter (oD} 25mm x 5.23mm OD paper tube Smm x 5.23mm o0
reconstituted tobacco heat displacement collar : tow wrapped mona
provides aerosol and tobacce taste to maximises aerosol acetate filter

18.5mmx 42Zmm 46mm x 18.96mm mouth end paper with
outer paper holding the Neostik™ together lip release lacquer

Moreover, compared to a conventional cigarette, there is significantly less tobacco in Neostiks™. The weight of
the reconstituted tobacco in the Neostik™ is about 260 milligrams. In comparison, the weight of the cut filler in
a standard cigarette rod ranges from 600 to 700 milligrams.

V. Functioning of Neostiks™

When used as intended, the tobacco in Neostiks™ does not combust and produces no tobacco smoke or ash as
in a cigarette or other forms of combustible tobacco.

Cigarettes and other smoking tobacco is lit by the adult consumer and, through a process of self-sustained
combustion, generates tobacco smoke composed mainly of a complex mixture of chemical compounds which
is inhaled by the consumer. The tobacco in a lit cigarette smoulders between puffs at temperatures between
600-800°C. During a puff, the temperature increases to more than 900°C at the periphery of the burning zone.
The self-sustaining combustion process is constant until the tobacco has been fully combusted and turned to
ash or the consumer extinguishes the cigarette.

In contrast, Neostiks™ are designed to work exclusively with the glo™ electronic tobacco heating device. The
electronically-controlled heating in glo™, coupled with the uniquely processed reconstituted tobacco, prevents
combustion from occurring. The glo™ heating mechanism ensures that the tobacco is not heated above 240°C;
much lower temperatures than at which smoking tobacco is combusted.

This heating of the tobacco in Neostiks™ generates a tobacco aerosol of mainly water, glycerine, flavours and
nicotine for the user to inhale that is fundamentaily different from the tobacco smoke emitted from a cigar or
cigarette. The water content and glycerine in Neostiks™ facilitates the unique low-temperature heating use
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which results in the emission of an aerosol as the glycerine evaporates and re-condenses into small droplets.
This is fundamentally different from the smoke emitted from a cigar or cigarette when it is lit. Moreover, as
there is no combustion, the heating of Neostiks™ does not result in any ash.

After the inhalation and exhalation of the aerosols, the vapour disappears quickly from the surrounding air.
This is different from the smoke cigarettes generate which lingers in the air for a substantially fonger period
than the tobacco aerosols from Neostiks™.

V. Why British American Tobacco’s Neostiks™ should be classified under subheading 2403.99 of the HS

Tobacco products are classified on a global basis for customs purposes under Chapter 24 of the WCQ's
Harmonized System Nomenclature ('Tobacco and manufactured tobacco substitutes’} under three headings:

i 2401: Unmanufactured tobacco; tobacco refuse

ii  2402: Cigars, cheroots, cigarillos, and cigarettes, of tobacco or of tobacco substitutes

iii  2403: Other manufactured tobacco and manufactured tobacco substitutes; “homogenised” or
“reconstituted” tobacco; tobacco extructs and essences.

Based on the headings within Chapter 24 of the HS together with the Explanatory Notes to the Harmonized
System (the ‘HSEN’), we consider that the HS code 2403.98 is appropriate for the classification of Neostiks™.

For the purposes of customs classification in the Harmonized System, it is generally recognised that two
principles must be considered:

o first, the essential physical characteristics of the product in question; and
» second, to some extent (depending on the terms of relevant headings), their intended use.

This means that there must be sufficient commonality in the objective physical characteristics and properties
between two different products for them to be treated in the same HS Chapter and under the same
subheadings.

Neostiks™ display neither similarities in their intended use nor in their similar essentlal physical characteristics
to the other products classified in the HS heading 24.01 or the HS heading 24.02.

HS subheading 24.01 covers unmanufactured tobacco and tobacco refuse. Neostiks™ do not fall under this Q
subheading because they are a manufactured and finished tobacco product.

HS subheading 24.02 covers cigars, cheroots, cigarillos, and cigarettes (either containing tobacco or tobacco
substitutes). All products covered under this subheading that are manufactured to be smoked. indeed, the
HSEN explains that:

- “This heading is restricted to cigars (wrapped or not), cheroots, cigarillos and cigarettes, made of tobacco or of
tobacco substitutes. Other smoking tobacco, whether or not containing tobacco substitutes in any proportion, is
excluded (heading 24.03).” It is clear from this explanation, and the reference to other smoking tabacco, that
the tobacco products listed in this subheading are also intended to be smoked.

- In the third explanatory note to subheading 24.02, it is stated that “Cigars, cheroots, cigarillos and cigarettes of
tobacco substitutes, for example, “cigarettes” {(“smokes”) made from specially processed leaves of a variety of
lettuce, contalning neither tobacco nor nicotine.” Referring to cigarettes using the colloquial term ‘smokes’
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reinforces the common-sense interpretation that all of the products under HS subheading 24.02 are intended to
be smoked by the consumer.

Cigarettes (and other smoking tobacco products) are lit by the aduit consumer and, through a process of self-
sustained combustion, generate tobacco smoke composed mainly of a complex mixture of chemical
compounds which is inhaled by the consumer. In contrast, the tobacco in our Neostiks™ is heated at much
lower temperatures than at which smoking tobacco is combusted, The heating of Neostiks™ tobacco generates
an aerosol of mainly water, glycerine, flavours and nicotine for the user to inhale that is fundamentally
different from the tobacco smoke emitted from a cigar or cigarette.

Neostiks™ do not fall under HS subheading 24.02 because they are, unlike all products classified under this
subheading, not intended for smoking. Users of CTHPs do not inhale tobacco smoke ~ they inhale an aerosol
that is not tobacco smoke.

Furthermore, Neostiks™ have no stand-alone usage. They are designed to be used with BAT's patented
electronic tobacco heating device glo™, which prevents combustion from occurring and ensures that the
tobacco is not heated above 240°C.

)

R

- This means that Neostiks™ are classifiable in the remaining HS subheading 24.03. This includes the following
subheadings™

- Smoking tobacco, whether or not containing tobacco substitutes in any proportion:
2403.11 - Water pipe tobacco specified in Subheading Note 1 to this Chapter
2403.19 -- Other

- Other:
2403.91 - “Homogenised” or "reconstituted” tobacco
2403.99 -- Other

Because, for the reasons explained above, Neastiks™ are not smoked, they cannot be classified under the two
subheadings 2403.11 and 2403.19 which cover different forms of smoking tobacco.

Logically, Neostiks™ can, therefore, be classified only under either subheading 2403.91 or 2403.99.

e
\) Neostiks™ do not fall under the HS subheading 2403.591 for “Homogenised” or “reconstituted” tobacco which is
defined, in the HSEN as follows:

““Homogenized” or “reconstituted” tobacco mode by agglomerating finely divided tobacco from tobacco leaves,
tobacco refuse or dust, whether or not on a backing (e.g., sheet of cellulose from tobacco stems), generally put
up in the form of rectangular sheets or strip. It can be either used in the sheet form (as o wrapper) or
shredded/chopped (as a filler).”

Although Neostiks™ are manufactured using reconstituted tobacco, the products classified under the HS
subheading 2403.91 are, as the explanation makes clear, intermediate goods that are intended to be processed

t http://www.wcoomd.org/-/media/wco/public/global/pdf/topics/nomenclature/instruments-and-tools/hs-nomeclature-
2017/2017/0424_2017e.pdf?la=en
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further as ingredients into a finished manufactured product. In contrast, the composition and physical
properties of Neostiks™ are of finished manufactured products intended to be consumed by the end user at
the time it is cleared for customs.

This means the only reasonable HS subheading under which Neostiks™ can be classified for customs
purposes is 2403.99, a subheading that covers tobacco products that are finished for final consumption {unlike
the products under 24.01 and 2403.91} and whose intended use is not to be combusted and smoked {unfike
the products under 24.02, 2403.11 and 2403.15}.
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COMMITTEES ON TOXICITY, CARCINOGENICITY AND MUTAGENICITY OF
CHEMICALS IN FOOD, CONSUMER PRODUCTS AND THE ENVIRONMENT
(COT, COC and COM)

Statement on the toxicological evaluation of novel heat-
not-burn tobacco products

Introduction

1. The COT, with support from the COC and the COM, was requested to assess
the toxicological risks from novel heat-not-burn tobacco products, and compare
these risks to those from conventional cigarettes. This assessment will provide the
Department of Health (DH) and Public Health England (PHE) with a general opinion
on the toxicological risks of such products. It will not fulfil any regulatory function of
PHE.

2. To date, two novel heat-not-burn tobacco products have been notified to PHE
in accordance with the Tobacco and Related Products Regulations 2016.

What are novel heat-not-burn tobacco products?

3. Novel tobacco products are defined in The Tobacco and Related Products
Regulations 2016 as a tobacco product which —

a. Is not a cigarette, hand rolling tobacco, pipe tobacco, waterpipe
tobacco, a cigar, a cigarillo, chewing tobacco, nasal tobacco or tobacco
for oral use; and

b. Is first supplied by the producer after 19" May 2014.

4. In heat-not-burn tobacco products, processed tobacco is heated instead of
being burnt as is the case for conventional tobacco products. Under the definition in
the Tobacco and Related Products Regulations 20186, these are therefore novel
tobacco products, and hence are required to be notified to PHE. In this evaluation,
the Committees have considered the two heat-not-burn tobacco products which had
been notified to PHE by November 2016, and which are available on the UK market.



5. A recent consultation by HM Treasury’, noted there is a range of heat-not-
burn tobacco products, where:

a. processed tobacco is heated directly to produce vapour

b. processed tobacco is designed to be heated in a vaporiser

c. devices produce vapour from non-tobacco sources, where the vapour
is then passed over processed tobacco in order to flavour the vapour

6. The two products assessed by the Committees fall into the first and last of
these groups, and as a result the temperature to which the tobacco is heated varies
considerably between them. This may result in differences in the potential health
outcomes. For one product, where the tobacco is heated directly, a maximum
heating temperature of up to 350 °C was reported, while for the other product, in
which the tobacco is heated by a vapour, the maximum temperature of the tobacco
was reported to be less than 50 °C. For comparison, when tobacco in cigarettes is
burnt it reaches temperatures of at least 800 °C.

Information obtained

7. The Committees reviewed data submitted to the EU Common Entry Gateway,
the EU portal through which manufacturers submit information to the competent
authorities of each Member State as per the requirements of the Tobacco & Related
Products Regulations 2016, which transposes the EU Tobacco Products Directive
(2014/40/EU).

8. To facilitate the discussion, a consolidated list of the types of information
needed by the Committees to undertake their assessment was produced. The two
manufacturers of products notified in the UK before November 2016 were asked to
present the data they hold addressing these information needs to a joint discussion
session of the COT, COC and COM held on 16" May 2017. The list of Committees’
information needs is appended to this statement at Appendix 1.

9. In addition to the manufacturers’ data, a literature search was undertaken to
identify any available independent data on these products.

Available data

10.  Of the two products considered, there was a marked difference in the amount
of data available from the manufacturers on which the Committees could base their
assessment. Only limited information on these products is available from
independent sources.

' Tax treatment of heated tobacco products, published 20 March 2017:
httns://www.gov.uk/government/consultations/tax-treatment-of-heated-tobacco-products/tax-
treatment-of-heated-tobacco-products (accessed 19/06/2017)




Exposure

11.  Investigations on both products showed a decrease in the harmful and
potentially harmful compounds (HPHCs) in the aerosol generated by the device to
which the user would be exposed, compared to the HPHCs in the mainstream
smoke from a conventional cigarette®. For both products, there were some HPHCs
where the reduction was approximately 50%, but the reduction in a number of other
HPHCs was greater than 90%, with many of the compounds being below the limits of
detection or quantification for the assays used.

12.  The Committees also requested data on additional contaminants from the
devices themselves, as this had been identified as a possible area of concem for e-
cigarettes. The available data presented and discussed with the manufacturers
provided no evidence for exposures other than from compounds also present in
conventional cigarette smoke.

13.  The design of the devices means that any potential sidestream emissions
from them will be very different to those from the burning tip of conventionai
cigarettes. In terms of environmental exposure to bystanders, indoor air following
use of the heat-not-burn tobacco products has been assessed by both
manufacturers, and compared with background and environments where
conventional cigarettes (market brands) have been used. These assessments
showed that while some of the measured components increased above background
with the use of the heat-not-burn tobacco products, much greater increases occurred
across all the measured components {volatile organic compounds, combustion
related markers and tobacco smoke related markers including nicotine) following use
of conventional cigarettes.

Toxicity data

14.  In compiling the list of information requested by the Committees for this
evaluation, there was a focus on cancer, mutagenicity, respiratory-related health
effects, cardiovascular and liver effects.

15.  The greatest contrast in the available data for the two products provided by
the manufacturers was with respect to the type of toxicity data available. For both
products however, two genotoxicity tests had been undertaken. For one product
where tobacco is directly heated, in vivo study data were available for some
endpoints with further work planned as well as some jn vitro data, while for the other
product where the tobacco is heated by a vapour, information was available from in
vitro studies only.

2 Throughout the statement, unless ctherwise stated, comparison was between the product and the
Kentucky 3R4F reference cigarette.



Epidemiological data

16. Both products are already available on the market in the UK and other
countries around the world. Post-market surveillance is being undertaken by both
manufacturers in these countries.

17.  In addition, for the product where tobacco is directly heated epidemiology
studies have been undertaken, mostly relating to the pattern of use rather than on
health. Studies are continuing and the manufacturer’'s aim is to assess the impact on
human health, directly or indirectly, compared to people who continue to use their
preferred market brand of conventional cigarettes.

Commiittees’ discussion

18. The Committees have considered only the two products notified in the UK,
which therefore does not cover all three of the types of product outlined in the HM
Treasury consultation on taxation of heated tobacco products.

19. A number of differences were identified between the two products, including
the temperature to which the tobacco is heated, which will potentially have an impact
on the number and amount of compounds that become volatilised and can he
inhaled by the user. There is also a difference in the source of the nicotine in the
aerosol. In the product where the tobacco is heated directly, the nicotine is derived
from the tobacco in the device, while for the other product the nicotine is (mainly)
within the liquid, which is aerosolised and passed through the tobacco.

20. The Committees noted the difference in the amount of toxicological and
related data available for the two products, influencing the certainty of conclusions
across the range of heat-not-burn tobacco products.

21.  The request for the Committees to assess the absolute risk of heat-not-burn
tobacco products was not possible to address. While there are data available on
risks associated with cigarette smoking, it is not possible to extrapolate from these
studies as the relative concentrations of the HPHCs in tobacco smoke are different
to those in the aerosol from heat-not-burn tobacco products. Further, information on
the quantitative contribution of specific compounds to the risk from exposure to
conventional cigarettes and their emissions is not available.

22.  The data, both from manufacturers and the {imited independent sources,
indicated that the aerosol generated from these novel products contains HPHCs,
some of which are mutagenic and carcinogenic. The normal recommendation of the
Committees is that exposure to such chemicals is kept as low as reasonably
practicable, but there would be a likely reduction in risk for smokers deciding to use
heat-not-burn tobacco products compared with continuing to smoke cigarettes as the
exposure to HPHCs is reduced. Nevertheless using heat-not-burn tobacco products
would involve a greater risk compared to stopping smoking completely.

23. Areduction in risk would be expected to be experienced by bystanders where
smokers switch to heat-not-burn tobacco products.




24. The Committees were concerned over the potential for non-smokers including
children and young people, who would not otherwise start to smoke cigarettes, to
take up using these products as they are not without risk. There was also concern
over whether use of these products would lead people to take up smoking cigarettes.,
Though outside the Committees’ remit, monitoring of the number of non-smokers
who take up use of heat-not-burn tobacco products, and their age profile, would be
useful, and also if it could be determined whether in the absence of heat-not-burn
tobacco products they would have taken up smoking.

25. The data considered by the Committees was not sufficient to comment on the
relative risks of heat-not-burn tobacco products and e-cigarettes. This is of interest in
case people switch from e-cigarettes to heat-not-burn tobacco products, and the
Committees noted the potential that if people perceive e-cigarettes as safe this
perception could transfer to heat-not-burn tobacco products, despite a iack of data
on which to establish this. it was noted that for the product where a heated vapour is
drawn over the tobacco for flavour, there are similarities with e-cigarettes, so some
of the potential concerns that the COT has scoped out for e-cigarettes may also
apply to this product (see TOX/2016/25). Consideration of these two aspects could
be made when the COT e-cigarette work is taken forward.

26. The Committees considered the potential risks from use of these products
during pregnancy. The current UK advice to pregnant women is to stop smoking
entirely, However, the advice states: “If using an e-cigarette helps you to stop
smoking, it is much safer for you and your baby than continuing to smoke” (NHS,
2017). There is no toxicity data for heat-not-burn tobacco products on the risk to the
unborn child following use by the mother. Based on exposure to compounds of
concern being reduced with heat-not-burn tobacco products compared to
conventional cigarettes, the Committees considered that, though the aim should be
for pregnant women to stop smoking entirely, the risk to the unborn baby is likely to
be reduced if using these products during pregnancy instead of smoking. The
Committees cannot presently comment on the relative risks of use of heat-not-burn
tobacco products compared to e-cigarettes during pregnancy.

27. It was emphasised that nicotine itself is addictive, and can have harmful
effects on health. In addition, users of any nicotine product would use the product in
such a way, and in such quantity, as to achieve a similar effect to that they were
used to from their previous smoking products. Depending on the concentrations of
nicotine in different products, relative exposure to other compounds of concern could
be increased or decreased in the process of achieving the desired nicotine effect.
For example, a user might take a fewer or greater number of puffs, or use these
products more often or for ionger than they did with conventional cigarettes.

Committees conclusions and recommendations

28. Tobacco smoking and smokeless tobacco for oral or nasal use are
carcinogenic to humans, and have been classified by IARC as Group 1 carcinogens.



29. The aerosol generated by heat-not-burn tobacco products contains a number
of compounds of concern, some of which are carcinogens, and there will be a risk to
the health of anyone using these products.

30. For non-smokers who start to use these products, this will be an increase in
risk, compared to if the products were not used. The Committees were particularly
concerned for young people, who do not smoke, starting to use these products, due
to the potential for longer exposure over the remainder of their lives compared to
aduits and to possible differences in sensitivity.

31.  As the exposure to compounds of concern in the aerosol is reduced
compared to conventional cigarette smoke, it is likely that there is a reduction in risk,
though not to zero, to health for smokers who switch completely to heat-not-burn
tobacco products.

32. The risks associated with use of heat-not-bumn tobacco products cannot be
quantified due to gaps in the information available and uncertainties in the dose-
response relationship of the chemicals and potential adverse health outcomes. In
addition, the levels of the different compounds in the aerosol vary compared to the
levels in smoke from conventional cigarettes and therefore it is not possible to
extrapolate from epidemiological data on smoking risks, particularly given the
complexity of the interactions that occur between these compounds in producing
adverse health effects.

33. As these products contain nicotine and are designed to deliver similar levels
of nicotine to conventional cigarettes, their use will not reduce nicotine exposure or
its risk to health and possibility of addiction from nicotine.

34, Most of the data on heat-not-burn tobacco products has been provided by the
product manufacturers. To date there has been limited independent confirmation of
the manufacturers’ findings, and for public health reassurance the Committees
consider it important to obtain independent verification of the manufacturers results.

35.  Further information on the population impact of availability of these products
should be collected, including uptake of these products by smokers and non-
smokers and their age profile, whether product switching or dual use occurs
including with e-cigarettes, uptake of smoking as a resuit of use of these products by
non-smokers, and overall population exposure, including bystanders, to compounds
of concern.

36. In addition to the requested comparison of novel heat-not-burn tobacco
products with conventional cigarettes, it is of interest to compare the risks from these
products to those from e-cigarettes. This will be borne in mind when the COT
considers e-cigarettes, but is not possible to address based on the data presented to
the Committees as part of the current evaluation.

37.  Overall, the Committees conclude that while there is a likely reduction in risk
for smokers switching to heat-not-burn tobacco products, there will be a residual risk



and it would be more beneficial for smokers to quit smoking entirely. This should
from part of any long-term strategy to minimise risk from tobacco use.

COT, COC and COM
COT 2017/04; December 2017
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COMMITTEES ON TOXICITY, CARCINOGENCITIY AND MUTAGENICITY OF
CHEMICALS IN FOOD, CONSUMER PRODUCTS AND THE ENVIRONMENT
(COT, COC and COM)

Toxicological evaluation of novel heat-not-burn tobacco products

List of COT, COC and COM information needs for assessment of novel heat-not-
burn tobacco products sent to the manufacturers of products notified to Public Heaith
England by November 2016.




O

Information needs for COT, COM and COC evaluation of heat not burn tobacco
products

Cigarette smoking has been associated with many health problems; for example
addiction, cancer, and cardiovascular effects. In evaluating heat not burn products
we wish to consider both hazard identification of aspects that may be new to heat not
burn products (for example nanoparticles and device related issues) as well as
comparing risk for known chemicals, and considering the risks associated with
combined use of burn and heat not burn products.

Aspects relating to the Tobacco containing product:
o Constituents and Chemical composition

s Additives
* Temperature of heating, and chemical processes occurring at that
temperature

o How these differ from heating and burning processes occurring in
conventional cigarettes —i.e. what is new chemistry

Aspects relating to the delivery device
* Releases (e.g. metals — nickel in particular was mentioned)
» Whatis the overlap with devices such as e-cigarettes, and any devices
assessed by MHRA

Exposure
» Chemicals in the mainstream ‘smoke’
¢ Nicotine levels
e Chemicals released to the environment

What the user is inhaling

* Whatis in the air surrounding the user including what is exhaled by the user,
resulting in passive/bystander exposure

e What is in the general environment as a result of use of the product

e How is air quality assessed
o What particulate matter is in the aerosol
o What nanoparticles arise from use
o Other chemicals released during and after use

» Likely age groups for anticipated use — attractiveness of use to younger age
groups
Appropriate use levels

¢ Accidental exposure, and routes of exposure ~ espegcially to children

e Potential for deliberate mis-use or overdose - e.g. reports of use of e-
cigarette fluids as eye drops

e Cumulative exposures, including to nicotine, arising from use in conjunction
with conventional or electronic cigarettes

+ Consider potential for formation of cancer-causing chemicals as a result of
combination e.g. with dietary chemicals even if no lenger present in ‘smoke’




Health effects

For each set of data it is important to know how the evaluation or tests were carried
out, e.g. according to standard methods or otherwise. COT, COM and COC would
require documentation of the methods and statistical analyses undertaken, as well
as dose response data on the biological effects observed.

o Acute effects
o Mutagenicity endpoints e.g.

» DNA Strand breaks

» Clastogenicity

=  Aneuploidy

» Gene mutation (Point mutation, Deletion, Rearrangement or
Recombination)

= Genotoxicity test types (Bacterial, Mammalian in vitro or in vivo,
Site of contact ~ oral and respiratory, Target organ, Germ cell)

« Chronic effects
o Cancer effects
o Respiratory toxicity
» Lung lipid metabolism
o Systemic toxicity
= Hepatotoxicity
= Cardiovascular toxicity

« Sensitisation potential
« Systems biology data

« Epidemiological data
¢ Volunteer studies or Clinical assessment
o Pharmacokinetics and Pharmacodynamics
o Biomarkers assessed — including relevant early markers
=  Cancer
= (Cardiovascular
s Post Market Assessment

» Specific toxicity effects of nicotine at the exposure levels resulting from use of
these products

10
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Toxicological evaluation of novel heat-not-burn tobacco
products — non-technical summary

Introduction

1. The COT, with support from the COC and the COM, was requested to assess
the toxicological risks from novel heat-not-burn tobacco products, and compare
these risks to those from conventional cigarettes.

2. To date, two novel heat-not-burn tobacco products have been notified to PHE
in accordance with the Tobacco and Related Products Regulations 2016.

What are novel heat-not-burn tobacco products?

3. In heat-not-burn tobacco products, processed tobacco is heated in a
controlled device instead of being burnt as is the case for conventional tobacco
products.

4, A recent consultation by HM Treasury’ noted there is a range of heat-not-burn
tobacco products where:

a. processed tobacco is heated directly to produce vapour
b. processed tobacco is designed to be heated in a vaporiser

c. devices produce vapour from non-tobacco sources, where the vapour
is then passed over processed tobacco in order to flavour the vapour

5. The two products assessed by the Committees fall into the first and last of
these groups, and as a result the temperature to which the tobacco is heated varies
considerably between them. For one product where the tobacco is heated directly, a
maximum heating temperature of up to 350 °C was reported, while for the other
product in which the tobacco is heated by a vapour, the maximum temperature of the
tobacco was reported to be less than 50 °C. For comparison, when tobacco in
cigarettes is burnt it reaches temperatures of at least 800 °C.

' Tax treatment of heated tobacco products, published 20 March 2017:
https://www.gov. uk/government/consuitations/tax-treatment-of-heated-tobacco-products/tax-
treatment-of-heated-tobacco-products (accessed 19/06/2017)




Information obtained

6. The two manufacturers of products notified in the UK before November 2016
were asked to present the relevant toxicity data they hold. In addition to the
manufacturers’ data, a literature search was undertaken to identify any available
independent data on these products. This was very limited.

Exposure

7. Investigations on bath products that were assessed by the Committees,
showed a decrease in the harmful and potentially harmful compounds (HPHCs) to
which the user would be exposed, compared to the HPHCs from a conventional
cigarettez. For both products, there were some HPHCs where the reduction was
approximately 50%, and the reduction in other HPHCs was greater than 80%.

8. The Committees also requested data on additional contaminants from the
devices themselves. The available data presented and discussed with the
manufacturers provided no evidence for exposures other than from compounds also
present in conventional cigarette smoke.

9. The design of the devices means that any potential sidestream emissions
‘from them will be very different to those from the burning tip of conventional
cigarettes. In terms of environmental exposure to bystanders, assessments showed
that while some of the measured components increased above background with the
use of the heat-not-burn tobacco products, much greater increases occurred
following use of conventionat cigarettes.

Toxicity data

10.  In compiling the list of information requested by the Committees for this
evaluation, there was a focus on cancer, respiratory, cardiovascular and liver-related
health effects.

Epidemiological data

11.  Both products are already available on the market in the UK and other
countries around the world. Post-marketing surveillance is being undertaken by both
manufacturers in these countries, but it is too early for epidemiological information on
health impacts to be available.

Committees’ discussion

12. A number of differences were identified between the two products notified in
the UK, the most obvious being the temperature to which the tobacco is heated,
which will potentially have an impact on the number and amount of compounds that
thereby become volatile and can be inhaled by the user. There is also a difference in
the source of the nicotine. In the product where the tobacco is heated directly, the

2 Throughout the statement, unless otherwise stated, comparisori was between the product and the
Kentucky 3R4F reference cigarette.



nicotine is derived from the tobacco in the device, while for the other product the
nicotine is present within the liquid that is aerosolised and passed through the
tobacco.

13.  The Committees were unable to assess the absolute risk of heat-not-burn
tobacco products given the nature of the data available.

14,  The data indicated that the aerosol generated from these products contains
HPHCs, some of which are mutagenic and carcinogenic, and therefore there will be
some risk to health from use of these products. The normal recommendation of the
Committees is that exposure to such chemicals is kept as low as reasonably
practicable, but it was recognised that these products could provide harm reduction
for people who would otherwise smoke cigarettes.

15.  There would likely be a reduction in risk for conventional smokers deciding to
use heat-not-burn tobacco products instead of smoking cigarettes. However,
stopping smoking entirely would lead to the greater reduction in risk.

16.  Areduction in risk would also be experienced by bystanders where smokers
switch to heat-not-burn tobacco products.

17.  The Committees were concerned over the potential for non-smokers including
children and young people, who would not otherwise start to smoke cigarettes, to
take up using these products, as they are not without risk. There was also concern
over whether the use of these products would lead to cigarette smoking by non-
smokers. Information on this should be obtained before the overall impact on public
health can be assessed.

18.  The data considered by the Committees was not sufficient to comment on the
relative risks of heat-not-burn tobacco products and e-cigarettes, though this is of
interest.

19.  The Committees considered the potential risks from use of these products
during pregnancy. The current UK advice® to pregnant women is to stop smoking
entirely. However, the advice states: “If using an e-cigarette helps you to stop
smoking, it is much safer for you and your baby than continuing to smoke”. There is
no direct data on the risk to the unborn child following use of heat-not-burn tobacco
products by the mother. Based on reduced exposure to compounds of concern with
heat-not-burn tobacco products compared to conventional cigarettes, the
Committees considered that, though the aim should be for pregnant women to stop
smoking entirely, the risk to the unborn baby is likely to be reduced if using these
products during pregnancy instead of smoking.

20. The Committees emphasised that nicotine itself is addictive, and can have
harmful effects on health. In addition, users of any nicotine product would use it in
such a way, and in such quantity, as to achieve a similar effect to that they were
used to from their previous smoking products. Depending on the concentrations of

* Stop smoking in pregnancy. Available at: htto://www.nhs.uk/conditions/preanancy-and-
baby/pages/smoking-pregnant.aspx (accessed 07/09/2017)




nicotine in different products, relative exposure to other compounds of concern could
be increased or decreased in the process of achieving the desired nicotine effect.
For example a user might take a fewer or greater number of puffs, or use these
products more often or for longer than they did with conventional cigarettes.

Committees’ conclusions

21. Itis well recognised that using tobacco is carcinogenic and its use has other
harmful effects on human health.

22.  Using heat-not-burn tobacco products involves breathing in a number of
compounds of concern, some of which are carcinogens.

23.  The levels of the different compounds in the aerosol from heat-not-burn
tobacco products are different to the levels in smoke from conventional cigarettes.

24,  Heat-not-burn tobacco products contain nicotine and are designed to deliver
similar levels of nicotine to conventional cigarettes; their use will not reduce nicotine
exposure or the risk to health from and possibility of addiction to nicotine.

25. The Committees conclude that there will be a risk to health from using heat-
not-burn tobacco products.

26. Itis currently not possible to quantify this risk. Heat-not-burn tobacco products
are new and there is insufficient data available to enable a full assessment.

27.  The exposure to compounds of concern in using heat-not-burn tobacco
products is reduced compared to that from conventional cigarette smoke. It is likely
that there is a reduction in overall risk to health for conventional smokers who switch
to heat-not-burn tobacco products.

28.  While the Committees conclude there is a likely reduction in risk for smokers
switching to heat-not-burn tobacco products, a risk remains and it would be more
beneficial for smokers to quit smoking entirely.

29.  Areduction in risk would be expected to be experienced by bystanders where
smokers switch to heat-not-burn tobacco products.

30.  The risk to the unborn child from use of these products by mothers during
pregnancy is difficult to quantify and current NHS advice is to stop smoking entirely.
The Committees consider that the risk to the unborn baby is likely to be reduced if
these products were used during pregnancy instead of smoking, although the aim
should be to stop smoking entirely.

31.  Overall, the Committees conclude there are toxicological risks from novel
heat-not-burn tobacco products though data on impacts to human heaith is very
limited. Compared with the known risks from conventional cigareites, they are
probably less harmful. Even so, smokers would do better to quit entirely.

COT, COC and COM
COT 2017/04; December 2017
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British American Tobacco publishes a series of studies
supporting the reduced-risk potential of glo

» glo, a tobacco heating product (THP), heats rather than burns tobacco

o Studies reveal that the numbers of toxicants and the levels at which they are detected
in glo emissions are significantly lower than those in cigarette smoke

o In contrast to cigarette smoke, studies reveal glo vapour to have little or no impact on
human cells in the lab, in some cases having the same impact as air

o Based on these and other test results, glo has the potential to be significantly reduced
risk compared to cigarettes

2007, Be i Scientists at British American Tobacco have conducted
a series of tests that help estabhsh glo as having the potential to be reduced risk compared to
traditional cigarettes. glo is a tobacco-heating product that heats rather than burns tobacco
and does not produce cigarette smoke. It is currently available in five markets: Japan, Korea,
Switzerland, Canada and Russia.

The tests used were specifically developed to help assess the relative risk of products like glo.
The tests included analysing how people use glo, the content of the vapour and what that
vapour does to cells in certain laboratory tests. The results are combined to create an overall
picture that reveals glo vapour to be relatively simple compared to cigarette smoke and to
have much less, or no (depending on the particular test used), impact on cells in the lab
compared to smoke.

“A key part of our company strategy is developing and commercialising a range of products
that offer consumers potentially less risky alternatives to conventional cigarettes,” said Dr
James Murphy, Head of Reduced Risk Substantiation at British American Tobacco. “This is a
rapidly evolving category and both consumers and regulators rightly want as much information
as possible about the products available. That is why we believe a science-based approach is
vital to gathering the evidence we need to demonstrate the reduced-risk potential of glo,”
Murphy said.

Test One - What’s in the Vapour?

Understanding what is in the vapour produced by glo is important because it will show what a
consumer may be exposed to when they use the product. It will also reveal the difference in
toxicant emissions between glo vapour and cigarette smoke.

It is widely understood that it is the toxicants in smoke that cause most smoking-related
diseases. Removing combustion from the equation, thereby removing smoke and reducing the
number and levels of smoke toxicants, should, therefore, theoretically go some way towards

BRITISH AMERICAN TOBACCO




creating a potentially reduced-risk product. glo does not produce smoke because it heats
rather than burns tobacco.

Scientists at BAT first studied how people used glo and used this information to programme
puffing robots in the lab. The robots then puffed on glo to produce vapour in a realistic way.

This vapour was then passed through filters, which on visual inspection reveal the stark
difference between glo vapour and smoke from cigarettes, see Figure 1. However, when
understanding what'’s in an aerosol, what you can’t see can be just as important as what
you can see.

For this reason, a series of further analyses were conducted comparing the chemical
composition of glo vapour with that of smoke. The results reveal the relatively simple
composition of glo vapour compared to conventional cigarette smoke. An example of the
kinds of results obtained can be seen in Figure 2. Scientists found substantial reductions in
the numbers and levels of toxicants in the glo vapour for all toxicant groups measured. In
fact, most cigarette smoke toxicants could not be detected in the glo vapour. Overall, there
are around 90-95% less toxicants in glo vapour, so it should in principle expose consumers
to less toxicants compared to smoke*,

Test Two - Vapour vs Smoke

A further batch of tests was employed to compare glo vapour with smoke in terms of the
impact on living cells in the lab.

Puffing robots were again used, but this time in combination with a special system that
allows living cells grown in the lab to be exposed to aerosols. One such system was
developed to mimic the way human lung cells are exposed to aerosols in real-life. Using
this system, it was shown that glo vapour has a much-reduced, or no (depending on the
test used), biological impact on cells in the lab, compared to conventional cigarette smoke.

Unlike cigarette smoke, glo vapour was not toxic to human airway cells and did not cause
mutations in DNA or promote the development of tumours in the tests used®. In many
cases, the results were similar to those obtained when the cells were exposed to air.

Test Three — Second-Hand Vapour?

Cigarette smoke enters the environment when smokers exhale but also when cigarettes
smoulder, which they do even when not being actively smoked. glo is different from
cigarettes in that it doesn’t smoulder between puffs, as it does not burn tobacco. However,
there is often a visible vapour cloud produced when people use products like glo. Because
of this, perhaps it is not surprising that some people ask the question: is there anything in
the exhaled vapour that by-standers should be worried about?

For this reason, scientists at BAT analysed indoor air quality and the tobacco odour of an
environmentally controlled room where volunteers used glo over a period of four hours. Air
from the room was sampled and compared to air from the room when volunteers smoked
cigarettes as well as air from the room when no products were used. These tests were
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conducted in the room at different air flows, to simulate a home, office or hospitality
environment.

In the air sampled from the glo room, most toxicants measured could not be detected at all.
QOverall, the results reveal substantial reductions in numbers and levels of environmental
toxicants for glo use compared to cigarette smoking*. Additionally, tobacco odour on hair,
clothes and skin was not an issue in the room when people used glo.

Assessing Reduced Risk

When taken together the results of these, and other studies, show that there is a wide gap
between glo and conventional cigarettes in terms of the aerosols they produce, with glo
emitting substantially reduced numbers and levels of certain known toxicants as compared
to those from conventional cigarettes. glo vapour also has much-reduced or no biological
impact on human cells in the biological tests performed as compared to cigarette smoke.

This means that when ranked along an emissions spectrum, cigarettes are at one end of a
spectrum (high toxicant levels) and glo is at the other end (low toxicant levels).

‘When taken together with the reduced levels of responses seen in the biological tests,
these results place cigarettes and glo at opposite ends of an emissions spectrum, although
more long-term studies will be needed to substantiate if this translates to a reduction in
risk,” said Murphy.

Does this mean that glo is safer than cigarettes?

One test alone cannot prove reduced risk. However, taken together these initial results
indicate that glo has the potential to be substantially reduced risk compared to cigarettes.
However, we are in the process of conducting longer term studies to better understand
these products and until these studies are completed, we cannot say at this stage that
these products are less harmful than other tobacco products.

“We've long been committed to research in this area and to communicating to consumers
and regulators that the information on our products is based on sound, evidence-based
science. This is just the beginning,” Murphy said.

These results were published in a special issue of the Journal Regulatory Toxicology and
Pharmacology.

British American Tobacco’s Commitment to NGPs

British American Tobacco has invested more than US$2.5 billion over six years in
developing and commercialising a world-leading portfolio of products in the Next
Generation Products (NGPs) category. British American Tobacco currently has NGPs in 16
markets, with three of four consumers using THPs in Tokyo using glo, BAT has a bold
ambition to realise revenue of more than £5bn from NGPs by 2022.

ENDS
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Figure 1: Filter pads with glo aeroso! (top) and smoke from a reference cigarette (bottom).

Figure 2: The number of peaks in the top graph (glo) are smaller than in the bottom graph
(cigarette) reflecting the fact that glo produces a simpler aerosol, contains less compounds
than smoke from a cigarette (bottom).
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There is a growing body of evidence that non-combustible Alternative Nicotine Delivery Systems
(ANDS) are potentially less harmful to health than cigarettes, and may play a powerful role in
reducing smoking prevalence and the associated health impacts of smoking. Enactment of a
balanced regulatory policy is crucial to realising the potential benefit of these products.

A. The harm caused by smoking is primarily attributable to the constituents of tobacco smoke
and not nicotine itself, and there is a need to recognize the public health potential of less
harmful nicotine products for smokers who do not want to quit nicotine use.

“it’s the other chemical compounds in tobacco, and in the smoke created by setting tobacco on fire,
that directly and primarily cause the illness and death, not the nicotine.” Dr Scott Gottlieb, US FDA
commissioner, July 2017.}

Scientists widely agree that it’s largely the toxicants found in cigarette smoke that cause smoking
related diseases ~ not the nicotine itself. Public health organisations, including the International
Agency for Research on Cancer (IARC), the UK's Royal College of Physicians and the UK’s National
Institute for Health and Care Excellence (NICE) generally agree that nicotine, while addictive, is not
the primary cause of smoking-related diseases and the harm of smoking is primarily caused by other
constituents of tobacco smoke. IARC states that nicotine does not cause cancer directly,” and NICE
has stated that “nicotine inhaled from smoking tobacco is highly addictive. But it is primarily the
toxins and carcinogens in tobacco smoke ~ not the nicotine — that cause iliness and death.”?

While smokers are aware of the risk of smoking, some find it difficult or do not want to quit nicotine.
The challenge has been in providing alternative nicotine products that appeal to smokers and expose
them to less toxic chemicals than cigarettes. A report by the UK Royal College of Physicians states
that, “as most of the harm caused by smoking arises not from nicotine but from other components
of tobacco smoke, the health and life expectancy of today’s smokers could be radically improved by
encouraging as many as possible to switch to a smoke-free source of nicotine”’.

B. There are decades of research demonstrating that Swedish snus is substantially safer than
smoking and Sweden has shown that a majority of smokers may, given the availability of a
socially acceptable and affordable reduced risk alternatives, switch from smoked tobacco to a
non-combusted alternative nicotine product.

“Snus has both contributed to decreasing initiation of smoking and, when used subsequent to
smoking, appears to facilitate smoking cessation. All these effects suggest that the availability and
use of snus has been a major factor behind Sweden’s record-low prevalence of smoking and the
lowest level of tobacco-related mortality among men in Europe.””

Swedish snus is an oral tobacco which many experts agree involves substantially less health risk than
cigarette smoking. Sweden was the first country to fund an educational campaign on the risk of

! Gottlieb S, Protecting American Families: Comprehensive Approach to Nicotine and Tobacco, July 2017.

? hitps://cancer-code-europe.iarc.fr/index.php/en/ecac-12-ways/tobacco/199-nicotine-cause-cancer

3 Smoking: harm reduction (PH45), NICE, UK ~ last reviewed March 2017.

* Nicotine without smoke: Tobacca harm reduction, a report by the Tobacco Advisory Group of the UK Royal College of
Physicians, April 2016

® Ramstrém L., Int. J. Environ. Res. Public Health 20186, 13(11), 1110
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smoking, and at the same time taxed snus at a lower level than cigarettes.7 In the latest
Eurobarometer survey (March 2017),° Sweden boasted the lowest level of daily smoking prevalence
by far in Europe (5%) while EU wide daily smoking prevalence is 24%. Snus has regained popularity
in Sweden over cigarettes from 1970 and has consistently grown over time since then. While the
overall daily consumption of tobacco (including snus) in Sweden is close to the daily consumption of
the EU as a whole (25%), Sweden had the lowest level of lung cancer and COPD mortality (two
diseases for which the main risk factor is smoking) in 2016 out of 10 comparable countries.’
Tobacco as a risk factor for death in Sweden fell by 11.5% between 2005 and 2016, ranking 5" asa
risk factor in 2016 as compared to 3" in 2005.° In 2017, Sweden counted the most ex-smokers in the
EU, at 41% compared to the EU average of 26%.% The Swedish experience with snus helps prove the
concept that smokers can transition to non-combusted alternative nicotine delivery systems, with
consequent decreases in smoking prevalence and the number of deaths associated with smoking.

C. A more recent innovation, e-cigarettes, is increasingly being recognized as also having the
ability to drive down smoking prevalence.

“Changes in prevalence of e-cigarette use in England have been positively associated with the
success rates of quit attempts.”®

The UK government has recognised the potential role that e-cigarettes (and other novel products
which expose users to less toxic chemicals) can have in reducing smoking prevalence, in its latest
tobacco control! strategy for England.” The government does not tax nor regulate e-cigarettes as
strictly as cigarettes and the latest stop smoking campaign in England featured e-cigarettes as one of
the ways to quit smoking. E-cigarettes have been positively associated with successful quit smoking
attempts in England and smoking prevalence has fallen to 16% in 2017, the second lowest in the EU,
after Sweden.® The latest evidence review of e-cigarettes undertaken by Public Health England (PHE),
an agency of the UK Department of Health, concludes that quit smoking success rates in England are
at the highest rates ever observed and that it is plausible that e-cigarettes are contributing to this.
According to PHE, "the evidence suggests that [e-cigarettes] have contributed tens of thousands of

additional quitters in England annually".10

D. The most recent evidence review by Public Health England (PHE) has reiterated that vaping is
likely to carry a small fraction of the risk compared to smoking for users that switch completely.

“Vaping poses only a small fraction of the risks of smoking and switching completely from smoking
to vaping conveys substantial health benefits over continued smoking. Based on current
knowledge, stating that vaping is at least 95% less harmful than smoking remains a good way to
communicate the large difference in relative risk unambiguously so that more smokers are

® Eurobarometer, report 458, issued May 2017: March 2017 survey data.

7 http://www.healthdata.org/sweden

® Beard E et af, BMJ 2016;354:i4645http://dx.doi.org/10.1136/bmj.i4645

° Towards a smokefree generation, A tobacco control plan for England, Department of health, July 2017.

® McNeill A, Brose LS, Calder R, Bauld L & Robson D (2018). Evidence review of e-cigarettes and heated tobacco products.
A report commissioned by Public Health England. London: Public Health England.
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encouraged to make the switch from smoking to vaping.”*! Public Health England, February 2018,
based on their previous evidence review report published in 2015, and a review of all peer reviewed
literature published since then as well as survey data and other government's databases and reports.

The PHE report is the result of one of the most extensive reviews of peer reviewed literature,
surveys, reports and databases undertaken and by a highly respected public body.

The PHE Report also concluded:

e One assessment of the published data on emissions from cigarettes and e-cigarettes calculated
the lifetime cancer risks. It concluded that the cancer potencies of e-cigarettes were largely
under 0.5% of the risk of smoking.

e Comparative risks of cardiovascular disease and lung disease have not been quantified but are
likely to be also substantially below the risks of smoking. Among e-cigarette users, two studies
of biomarker data for acrolein, a potent respiratory irritant, found levels consistent with non-
smoking levels.

o There have been some studies with adolescents suggesting respiratory symptoms among e-
cigarette experimenters. However, small scale or uncontrolled switching studies from smoking
to vaping have demonstrated respiratory improvements.

A report by the UK Royal College of Physicians also concluded that: "... in the interests of public
health it is important to promote the use of e-cigarettes, NRT (Nicotine Replacement Therapy) and
other non-tobacco nicotine products as widely as possible as a substitute for smoking in the UK."*?
There is a growing consensus that e-cigarettes expose users to much lower levels of toxic chemicals.
One study that compared exposure to nicotine, tobacco-related carcinogens, and toxins among
smokers of combustible cigarettes and former smokers with more than 6 months use of e-cigarettes,
found that long-term e-cigarette—only use is associated with substantially reduced levels of
measured carcinogens and toxins relative to smoking only combustible cigarettes. The authors also
found no evidence that long-term e-cigarette-only use was associated with greater levels of
carcinogens or toxins than NRT-only use.” Taking into account several parameters such as cessation,
initiation and relative harm, a recent model estimated that switching cigarette smokers to e-
cigarette use over a 10-year period would lead to 1.6 to 6.6 million fewer premature deaths in the
US under a pessimistic and optimistic scenario respectively. **

E. The emerging scientific evidence about Tobacco Heating Products (THP), also known Heat not
Burn (HNB), is aiso pointing towards the potential for substantially reduced risk compared to
cigarettes.

¥ McNeill A, Brose LS, Calder R, Bauld L & Robson D (2018). Evidence review of e-cigarettes and heated tobacco products.
A report commissioned by Public Health England. London: Public Health England.

 Nicotine without smoke: Tobacco harm reduction, a report by the Tobacco Advisory Group of the UK Royal College of
Physicians, April 2016.

¥ Shahab L. et al., Annals of Internal Medicine, Vol. 166 No. 6, 21 March 2017

b Levy DT, et al. Tob Control 2018;27:18~25. doi:10.1136/tobaccocontrol-2017-053759
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“It is likely that there is a reduction in overall risk to heaith for conventional smokers who switch

to heat-not-burn tobacco products”.”> UK Committee on Toxicity, December 2017,

“The available evidence suggests that heated tobacco products may be considerably less harmful
than tobacco cigarettes. “13 bublic health England, February 2018.

Given the understanding that it is the toxicants in cigarette smoke that cause most smoking-related
diseases, THPs which remove burning tobacco and smoke from the equation and thereby reduce the
number and levels of toxicants, should theoretically lead to a potentially reduced-risk product.
Emerging evidence, assessed by PHE and the UK government’s Committee on Toxicity seems to
support this theory. The evidence base will continue to evolve but it is clear that THPs are yet
another consumer acceptable option for current smokers to consume nicotine and at the same time
avoid cigarette smoke.

F. A ban on the use of all flavours will undermine the public heaith potential of new potentially
reduced risk tobacco and nicotine products.

Scientific research conducted so far suggests that flavours are not what attracts young people to e-
cigarettes. For example, in a study by Shiffman et al,, (2015)16 teenagers were asked to rate their
interest in using e-cigarettes on a scale of 0-10 and were offered a list of flavours. They reported
minimal interest in flavours {(average = 0.41 out of 10), much less so than adult smokers (1.73 out of
10), and their interest did not vary much across flavours.

This is supported by a study by Pepper et al, (2013)17 which analysed whether adolescent males
were willing to try e-cigarettes, and specifically looked at whether there was a difference in
respondents’ willingness to try plain versus flavoured varieties. The study found that “[t]he same
proportion of respondents were willing to try plain e-cigarettes or to try flavored e-cigarettes."

However, the availability of flavoured e-cigarettes can be important component for some smokers
looking for an alternative to conventional cigarettes. This is further supported by a study by
Farsalinos et al., (2013) which found that "[t]he average score for importance of flavours variability
in reducing or quitting smoking was 4 ("very important”)" and that “"the majority of participants
stated that restricting variability of flavours would make the EC experience less enjoyable while
almost half of them answered that it would increase craving for tobacco cigarettes and would make
reducing or completely substituting smoking less likely." The study concluded that "EC liquid
flavourings play a major role in the overall experience of dedicated users and support the hypothesis
that they are important contributors in reducing or eliminating smoking consumpt‘ion."18

In short, research to date finds that flavours are an important part of the attraction for adults to
switch from smoking to vaping but are a generally irrelevant consideration for teenagers.

1 Toxicological evaluation of novel heat-not-burn tobacco products — non-technical summary, UK Committee on
Toxicology, December 2017.

€ chiffman et al., {2015) The impoct of flovor descriptors on non-smoking teens' ond adult smokers' interest in
electronic cigarettes. Nicotine Tob Res 17(10)

Y pepper et al., (2013) Adolescent Moles’ Aworeness of and Willingness to Try Electronic Cigarettes, which found that
flavours did not increase the attractiveness of e-cigarettes to teenagers.

¥ Farsalinos et al., {2013) Impact of Flavour Variability on Electronic Cigarette Use Experience: An Internet Survey
11/47673130_2 4
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Public health experts have also confirmed the importance of maintaining the availability of flavoured
products. For example:

e The ex-director of UK anti-smoking charity ASH UK, Clive Bates has stated that "[n]on-users
should understand that flavours are an important aspect of vaping and integral to the
experience. They are also part of a migration away from tobacco. Initial switchers tend to
favour tobacco flavours but gradually move on to non-tobacco flavours often as part of a
permanent switch from smoking."*

o Jeff Stier, a Senior Fellow at the National Center for Public Policy Research in Washington DC,
has also stated that: "we're also beginning to see scientific data pointing to the benefits of
flavours helping people not only quit smoking, but more importantly, stay off cigarettes." He
further added that "[h]Jumans learn by association. When we associate the pleasure of
nicotine with the burnt tobacco, we think we like burnt tobacco. What flavors help us do is
disassociate the pleasure of the nicotine with the burnt tobacco. "%

G. Many specialists in the areas of tobacco control, nicotine science and public health policy are
calling for balanced regulation of ANDS because of their potential to contribute to the
reduction of smoking prevalence and the projected health impacts of tobacco consumption.
Regulation should enable novel nicotine product innovations to enhance their ability to
compete with cigarettes and drive down smoking prevalence.

“Armed with the recognition of the risk continuum, and the reality that all roads lead back to
cigarettes as the primary cause of the current problem, we need to envision [...] a world where less
harmful alternative forms, efficiently delivering satisfying levels of nicotine, are available for those
adults who need or want them.”** Dr Scott Gotlieb, FDA commissioner, July 2017

"There is a need for regulation to reduce direct and indirect adverse effects of e-cigarette use, but
this regulation should not be allowed significantly to inhibit the development and use of harm-
reduction products by smokers."** UK Royal College of Physicians, April 2016.

Given the potential public health benefit of ANDS, these products need a regulatory framework that
is different from cigarettes and encourage smokers to switch, such as lower taxes, factual
advertisement and a wider range of flavours. It is also important that a broad range of products is
available to appeal to the range of different preferences of smokers. Regulation is critical to creating
responsible growth and consumer access and awareness. Such regulation should be evidence based,
proportionate, take account of the relative risks of products and not treat these products in the
same way as combustible tobacco.

18

Counterfactual, February 2015. www.clivebates.com
“http://www.jeffstier.org/18998/a-a-defending-electronic-cigarettes-to-the-white

% Gottlieb s, Protecting American Families: Comprehensive Approach to Nicotine and Tobacco, July 2017.

®2 Nicotine without smoke: Tobacco harm reduction, a report by the Tobacco Advisory Group of the UK Royal College of
Physicians, April 2016
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BACKGROUND

Public Health England (PHE} is an executive agency of the UK Department of Health and Social Care. PHE is
the expert national public health agency, providing scientific advice designed to promote the health and well-
being of the nation. PHE, along with other public heaith authorities in the UK, continues to take leadership in
the debate on e-cigarettes and has influenced the progressive UK policy regarding tobacco harm reduction
and e-cigarettes. For example, the government’s new Tobacco Control Plan for England includes a
commitment to ‘maximise the availability of safer alternatives to smoking’*

On 06 February 2018, PHE published an updated evidence report on e-cigarettes and tobacco heating
products (THPs)?. This report updates a previous report from PHE in 2015%. PHE’s 2015 study concluded that
“The current expert estimate [is] that using [e-cigarettes] is around 95% safer than smoking.” Since then,
tobacco heating products have come to the market in the UK and the new report also provides evidence on
this product type for the first time.

In October 2017, PHE announced that its annual government-sponsored stop smoking campaign,
“Stoptober”®, would support the use of e-cigarettes for the first time as an alternative to smoking. The
campaign featured e-cigarettes in its TV adverts.

This 2018 evidence update is based on a comprehensive independent review of the published peer-reviewed
scientific literature, survey data and other reports and databases made available since the publication of the
last PHE review in January 2015, up until August 2017. It covers e-cigarette use among young people and
aduits, public attitudes, the impact of e-cigarettes on smoking prevalence, an update on risks to health and
the role of nicotine, as well as a review of tobacco heating products. Key findings and quotations are set out
below.

A. PHE report on relative risk of e-cigarettes when compared to smoking:

Key findings: Vaping poses only a small fraction of the risks of smoking and switching completely to e-
cigarettes conveys substantial health benefits over continued smoking. E-cigarettes use is still considered at
least 95% less harmful than smoking cigarettes and switching completely to e-cigarettes conveys substantial
health benefits over smoking. Passive vaping has no identified health risks for bystanders.

Relevant quotes from the report:

“New studies did not demonstrate substantial new risks and thus did not change the conclusions of previous
reviews that e-cigarettes were substantially less harmful than smoking”.

“Vaping poses only a small fraction of the risks of smoking and switching completely from smoking to
vaping conveys substantial health benefits over continued smoking. Based on current knowledge, stating
that vaping is at least 95% less harmful than smoking remains a good way to communicate the large

! https://www.gov.uk/government/publications/towards-a-smoke-free-generation-tobacco-control-plan-for-england

? https://www.gov.uk/government/publications/e-cigarettes-and-heated-tobacco-products-evid ence-review/evidence-
review-of-e-cigarettes-and-heated-tobacco-products-2018-executive-summary and
https://www.gov.uk/government/uploads/system/uploads/attachment data/file/679262/Evidence review of e-
cigarettes and heated tobacco_products 2018.pdf

* https://www.gov.uk/government/news/e-cigarettes-around-95-less-harmful-than-tobacco-estimates-landmark-review
*https://www.nhs.uk/oneyou/stoptober/home?gclid=CjwKCAjwx03OBRBpEIwAS7X62TMrdcX8YnoOh3G-

ANQW YzpdvFHulaxADGfGEgBQvwPtuZiHz15nx0C4kAQAvD BwEHCSBUXfe7hOpFHT5g.97
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difference in relative risk unambiguously so that more smokers are encouraged to make the switch from
smoking to vaping. It should be noted that this does not mean e-cigarettes are safe.”

“One assessment of the published data on emissions from cigarettes and e-cigarettes calculated the lifetime
cancer risks. It concluded that the cancer potencies of e-cigarettes were largely under 0.5% of the risk of
smoking.”

“To date, there is no clear evidence that specific flavourings pose health risks but there are suggestions that
inhalation of some could be a source of preventable risks.”

“To date there have been no identified heaith risks of passive vaping to bystanders.”

B. PHE report on nicotine safety

Key findings: Nicotine plays a very minor role in the harmfulness of tobacco smoking. Misperceptions on the
relative risks of nicotine and tobacco need to be addressed to encourage more switching from smoking to less
harmful nicotine delivery systems.

Relevant quotes from the report:

“Overall, there is evidence that nicotine plays a very minor role in the harmfulness of tobacco smoking. The
risk profile may be different with inhaled nicotine but this would appear unlikely."

“While nicotine has effects on physiological systems that could theoretically lead to health harms, at systemic
concentrations experienced by smokers and e-cigarette users, long-term use of nicotine by ‘snus’ (a low
nitrosamine form of smokeless tobacco) users has not been found to increase the risk of serious heaith
problems in adults, and use of nicotine replacement therapy by pregnant smokers has not been found to
increase risk to the foetus.”

“perceived relative harm of e-cigarettes compared with cigarettes has continued to increase; less than half
of adults in Great Britain think e-cigarettes are less harmful than smoking.”

“Widespread misperceptions about the relative risks of nicotine and tobacco need to be addressed and
corrected.”

“Policies on tobacco and e-cigarettes shouid have at their core the recognition that nicotine use per se
presents minimal risk of serious harm to physical health and that its addictiveness depends on how it ic
administered.”

“As e-cigarettes have evolved, their nicotine delivery has improved. This could mean that their addiction
potential has increased, but this may also make them more attractive to smokers as a replacement for
smoking. It is not yet clear how addictive e-cigarettes are, or could be, relative to tobacco cigarettes.”

C. PHE report on e-cigarettes use in youth and gateway effect.

Key findings: E-cigarettes are attracting very few young peopie who have never smoked into regular use; and
e-cigarettes do not appear to be undermining the long-term decline in cigarette smoking in the UK among
young people.

Based on surveys by credible independent tobacco control organizations in the UK, e-cigarettes use in young
never-smokers remains very low, while cigarette smoking in youth keeps declining. No causal finks between
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e-cigarette use and subsequent cigarette trial or subsequent progression to regular smoking has been
established (no reliable evidence of a gateway effect).

Relevant quotes from the report:

"the main factor which challenges the ‘vaping leads to smoking’ hypothesis is what is happening with rates of
youth tobacco cigarette use in the UK (and indeed in North America where the other studies were conducted).
During the period when surveys show that young people are experimenting with EC, including some non-
smokers, tobacco cigarette smoking rates have continued to decline.

“If EC use was causing smoking at the population level, these reductions in youth cigarette smoking [in the UK]
would have significantly slowed or indeed reversed in the UK. This is not happening, and suggests that EC are
not currently undermining what decades of efforts to prevent youth smoking uptake have achieved.

“Despite some experimentation with these devices among never smokers, e-cigarettes are attracting very
few young people who have never smoked into regular use.”

"E-cigarettes do not appear to be undermining the long-term decline in cigarette smoking in the UK among
young people.”

"Never smokers in the UK who try EC are more likely to have tried smoking subsequently than those who
have not tried EC. A causal link has not been established and neither has progression to regular smoking. The
‘common liability’ hypothesis seems a plausible explanation for the relationship between EC and smoking
experimentation. "

D. PHE report on e-cigarettes as a positive contribution to the tobacco control objective of reducing
smoking prevalence

Key findings: Evidence suggests that e-cigarettes have contributed to the recent accelerated decline in
smoking in the U.K. Health professionals should provide behavioural support to smokers who want to use an
e-cigarette to help them quit smoking.

Relevant quotes from the report:

“In the first half of 2017, quit success rates in England were at their highest rates so far observed and for the
first time, parity across different socioeconomic groups was observed. It is plausible that e-cigarettes have
contributed to this.”

“Recent estimates of additional quitters resulting annually from the availability of e-cigarettes, using the same
dataset but two different methods, resuited in similar figures within the range of 16,000-22,000. [...] While
caution is needed with these figures, the evidence suggests that e-cigarettes have contributed tens of
thousands of additional quitters in England.”

"EC use alone or in combination with licensed medication and behavioural support from a Stop Smoking
Service, appear to be helpful in the short term. However, fewer smokers use an EC as part of a quit attempt
with a Stop Smoking Service compared with licensed medication. If ECs are contributing to higher success
rates, Stop Smoking Services in England may be missing an opportunity to maximise cessation outcomes for
smokers who use their service."

“Stop smoking practitioners and healith professionals should provide behavioural support to smokers who
want to use an e-cigarette to help them quit smoking.”

11/47687370_1 3
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E. PHE report on e-cigarette growth having plateaued and consumers misperceptions about the relative
risks of e-cigarettes and nicotine compared to tobacco

Key Findings:

e The growth of e-cigarette usage in the UK has recently slowed.

e There are widespread misperceptions about the relative risks of e-cigarettes and nicotine compared to
tobacco which need to be addressed and corrected.

o The EU Tobacco Products Directive requires health warnings for e-cigarettes which may be causing
consumers to over-estimate their health risks. It further prevents consumer information regarding the
reduced risk characteristics of e-cigarettes compared to smoking on packaging. Consideration should be
given to reviewing the Directive to address these issues.

Relevant quotes from the report:

"The consequences of this inaccurate or inadequate reporting [of scientific studies] are that the general public
is misled. This could induce smokers to carry on smoking rather than switching and EC users to relapse to
smoking."”

“Misperceptions of nicotine and different nicotine-containing products need to be addressed. These have
deteriorated further since the 2015 PHE report in 2015 which called for clear and accurate information on
relative harms.”

“Restrictions on communicating relative risks of e-cigarettes in comparison with combustible tobacco
should be reconsidered. In any future review of the EU Tobacco Products Directive, consideration should be
given to the wording of the health warning on nicotine per se given public misperceptions of its harmfulness.”

“Clear messages, based on current evidence about nicotine, its relationship with harms, and its addictiveness,
compared with smoking, are necessary and could have a marked impact on public health.”

“It would be tragic if thousands of smokers who could quit with the help of an e-cigarette are being put off
due to false fears about their safety.””

F. PHE Report on Pricing

Key findings: E-cigarettes are available in a wide range of prices in the marketplace and affordable to a range
of e-cigarettes users. E-cigarettes should remain affordable to encourage smokers to switch and quit smoking.

Relevant quotes from the report:

“Any changes in the pricing need to ensure that e-cigarettes are affordable to smokers to avoid discouraging
smokers from switching away from smoked tobacco which could be counterproductive in public health terms.
There should therefore be a competitive advantage for the prices of e-cigarettes to combustible tobacco
products.”

G. PHE Report on Heated Tobacco Products
11/47687370_1 4
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Key findings: Tobacco smoke, not nicotine is what causes harm to smokers and therefore where nicotine can
be delivered without tobacco smoke there is potential to minimise harm. THPs may be considerably less
harmful compared to combustible cigarettes, but more research is needed. Less harmful alternatives to
combustible cigarettes should have more favourable regulatory treatment.

Relevant guotes from the report:

“The available evidence suggests that heated tobacco products may be considerably less harmful than
tobacco cigarettes and more harmful than e-cigarettes. “

"Compared with cigarettes, heated tobacco products are likely to expose users and bystanders to lower levels
of particulate matter and harmful and potentially harmful compounds (HPHC). The extent of the reduction
found varies between studies."

“Depending on emerging evidence on their relative risk compared to combustible tobacco and e-cigarettes,
regulatory levers such as taxation and accessibility restrictions should be applied to favour the least harmful
options alongside continued efforts to encourage and support complete cessation of tobacco use”.

Note: PHE highlights that more independent research is needed on THPs. An updated review on THP is in
preparation and will be published by PHE in the future.

H. Statements by PHE officials in the press on health services and role of e-cigarettes

The PHE press release and related interviews by the Public Health England officials used the report to
advocate that:

e Hospitals should sell e-cigarettes and provide patients with vaping lounges

e Patients should be allowed to vape in private rooms and purchase e-cigarette devices in hospital shops to
help stop them smoking regular cigarettes.

e Government officials should also help manufacturers license e-cigarettes as medical quitting aids so as to
allow NHS (UK National Health Service) GPs (General Practitioners) to prescribe the devices to patients
trying to stop smoking.

Relevant quotes in the press

"There are two parts to being a smoke-free hospital, one is not allowing smoking on the premises, the other is
helping every smoker to quit.....There is no reason why a hospital shouldn't designate some indoor areas
where patients and visitors can vape." ¢

"Every minute someone is admitted to hospital from smoking, with around 79,000 deaths a year in England
alone. Our new review reinforces the finding that vaping is a fraction of the risk of smoking, at least 95% less
harmful, and of negligible risk to bystanders. Yet over half of smokers either falsely believe that vaping is as
harmful as smoking or just don't know. it would be tragic if thousands of smokers who could quit with the
help of an e-cigarette are being put off due to false fears about their safety."’

Note: BAT can reference the above statements from PHE and its officials but should not present them as BAT's
position.

® http://www.telegraph.co.uk/news/2018/02/06/nhs-patients-should-allowed-vape-indoors-even-beds/

¢ http://www.bbc.co.uk/news/health-42950607

7 hitps://www.gov.uk/government/news/phe-publishes-independent-expert-e-cigarettes-evidence-review.
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Classification Rulings — HS Committee 60'" Session

The following list contains the classification decisions (other than those subject to a reservation)
taken by the Harmonized System Committee (60" Session — October 2017) on specific products,
together with their related Harmonized System code numbers and, in certain cases, the
classification rationale.

Advice
Parties seeking to import or export merchandise covered by a decision are advised to verify the
implementation of the decision by the importing or exporting country, as the case may be.

HS codes Classification
considered rationale
1. Blanched green shell mussels. The 0307.32 03.07 and GIRs 1 and 6.

product is obtained by subjecting 16.04
green shell mussels which have been

partially shelled (half-shell) to a

blanching/ thermal treatment process

in order to open the shell . The partially

shelled (half shell) is then frozen and

packed. The retail package is labelled

“Cook before consumption”

2. Quinoa, normally used for human 1008.50 10.08 and GIRs 1 and 6
consumption, which has undergone 11.04
the removal of the saponin layer after
harvest. The saponin layer is removed
by washing, mechanical processing or
by a combination of both. However,
the shape of quinoa which has
undergone washing or mechanical
processing is not different from that of
the original grain. Accordingly, the
method used to remove the saponin
layer is not discernible solely by the
shape of the quinoa grain.

3. Powder of konjac tuber consisting of 1212.99 1%3“2’2 and GIRs 1and 6

87.5 % by weight of glucomannan,
8.9 % by weight of moisture, and
1.6 % by weight of ash.

Product description Classification

. . o 1516.10 15.04, 15.16 GIRs 1and 6
The product is refined and modified and 21.06

fish oil from anchovies, with vitamin E
(tocopherol) added as an antioxidant.
The oil is highly concentrated omega-3
fatty acids EPA (eicosapentaenoic
acid) and DHA (docosahexaenoic)
bound in the form of triglycerides

(400 mg/g of product and 300 mg/g of
product, respectively). The
triglycerides constitute 90 % of the
product, and the remaining 10 % of the
ingredients consists mainly of mono-
and diglycerides. The product is
exported in barrels and will be used in
the manufacture of food supplements.

Copyright © 2018 World Customs Organization. All rights reserved. Requests and inquiries
concerning translation, reproduction and adaptation rights should be addressed to
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HS codes Classification
considered rationale

. . 1904.90 16.02 and GIRs 1, 3 (b)
Composite meal, frozen and put up in 19.04 and 6.

a cardboard box (Box 1). Inside Box
1, in addition to jasmine rice, there is
another cardboard box (Box 2). The
jasmine rice is filled directly into Box 1
without any further packing. Box 2 sits
on top of the portion of rice inside

Box 1. Box 2 contains slices of
chicken meat, vegetables and a red
curry sauce. Before consumption, the
meal must be reheated - still in the
cardboard boxes - in a microwave
oven. The total net weight of the meal
is 350 grams.

Product description Classification

Roasted laver (Yakinori) — dried green 2008.99 g?gg and GIRs 1 and 6.

laver (100 %) for wrapping rice. The
manufacturing process includes :
washing the cultured green laver,
cutting the green laver into rectangular
sheets (size 19 cm x 21 cm) using a
cutting machine; drying; roasting;
inspection and packing.

7. Roasted seaweed ~ dried seaweed 2008.99 3(1)82 and GIRs 1 and 6.

(100 %) for wrapping rice.
Manufacturing process : the dried
seaweed must be inspected using a
metal detector and an impurities
detector, before being placed in a
roasting machine and then packed.

2008.99 20.08 and GIRs 1 and 6.

- 9 i
Seasoned laver — laver (90 %), corn oil 21.06

(6 %),sesame oil (3 %) and salt (1 %).
The manufacturing process includes :
freezing the laver at a temperature of -
18 °C; roasting the laver at a
temperature of 180 °C ~ 200 °C for 5
seconds; seasoning the laver by adding
salt, sesame oil and corn oil (during the
process, green tea powder, kimchi
powder or olive oil may be added to
enhance the taste); reroasting the laver
at a temperature of 330 °C for 5
seconds.

Copyright © 2018 World Customs Organization. All rights reserved. Requests and inquiries
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HS codes Classification
considered rationale
2103.90 21.03 and GIRs 1 and 6.

21.06

Product description Classification

Mixture of 50 % by weight of dried basil
(Ocimum basilicum) and 50 % by weight
of dried wild marjoram (Origanum
vulgare). The productis putup ina
plastic bag for retail sale, containing 5
grams. ltis intended to be used as a
seasoning for sauces.

10. “Crab Flavour”, is a free-flowing yellow- 2103.90 g}gg and GIRs 1and 6.

orange powder. lt consists of various
odoriferous substances (natural
aromatics, identical to natural
aromatics, and aromatic preparations),
carriers, food additives, dyes and fats.
It is an ingredient to be used in the
manufacture of a flavouring preparation
(“Crab Flavour”), which is subsequently
utilised in the manufacture of snacks
(crisps, crackers). The product is
presented in polyethylene containers of
25 kg.

. . ' . 2106.90 15.04, 15.16 GIRs 1and 6
This product is based on fish oil from and 21.06

anchovies, and consists of fatty acids
in ethyl ester form (enriched in omega-
3 fatty acids EPA and DHA).
Furthermore, vitamin E (tocopherol)
has been added to the product as an
antioxidant. The product is exported in
barrels and will be used in the
manufacture of food supplements.

12. Tobacco capsule, for use with a 2403.99 24.03 GIRs 1and 6
specialized device consisting of a
“cartridge” and “battery

11.

Copyright © 2018 World Customs Organization. All rights reserved. Requests and inquiries
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HS codes Classification
No considered rationale
13. Silica fume, also called * 2811.22 26.21 and GIR 1(Note 1a

is an amorphous silica polymorph. 28.11 to Chapter 28)

The product is composed of ultrafine and 6

amorphous silicon dioxide (2 80 % by

weight) particles formed as a by-

product during the manufacture of

silicon or ferrosilicon alloys.

Silica fume is formed when silicon

monoxide, emitted as the quartz

reduces, mixes with oxygen.

Product description Classification

The main impurities include carbon,
silicon, silicon carbide and oxides of
alkaline (earth) metals. As silica fume
generated from raw materials which
vary in composition depending on the
source, the concentration of individual
impurities in silica fume will vary up to a
maximum of 5 % by weight. The total
amount of the impurities will not exceed
20 % by weight. Silica fume is a very
effective pozzolanic material used as
an additive to Portland cement
concrete to improve its properties, in
particular its compressive strength,
bond strength, and abrasion
resistance.

14. Two products called “casimersen (INN) 2934.99 33:13‘11 and GIRs 1and 6

and “golodirsen (INN).

15. Nicotinic acid (“niacin”), also known as 2936.29 gggggg and GIRs 1and 6

vitamin B;, is an organic compound
with the formula CsHsNO, and,
depending on the definition used, one
of the 20 to 80 essential human
nutrients. This colourless, water-
soluble solid is a derivative of pyridine,
with a carboxyl group (COOH) at the
3-position.

16. Nicotinamide ("niacinamide”), is another 2936.29 2936.24 and GIRs 1and 6.
form of vitamin B3 where the carboxyl 2936.29
group has been replaced by a
carboxamide group (CONH2). Nicotinic
acid and nicotinamide are convertible to
each other.

Copyright © 2018 World Customs Organization. All rights reserved. Requests and inquiries
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HS codes Classification
considered rationale

The product is a white coloured cream 3401.30 228:' and GIRs 1and 6

enclosed in a plastic bottle.
Accompanying documentation
provided indicates that it is a mild
cleansing/moisturizing product to wash
the entire face and neck, moisturize
the skin and then to be rinsed off with
water. The stated surfactant
components are disodium
cocoamphodiacetate and PEG-100
stearate.

No Product description Classification

17.

The product is a clear brown coloured 3401.30 2281 and GIRs 1and 6

gel with brown grains that is enclosed
in a plastic bottle labelled in part, “Nu
skin liquid body lufra, 250 ml,
Manufactured in the U.S.A.” The
accompanying documentation
provided indicates that it is a mild,
soap-free cleansing/exfoliator product
to wash the face and body, exfoliate
the skin and then to be rinsed off with
water. In addition to containing finely
ground walnut husks, the stated
surfactant components are sodium
C14-16 olefin sulfonate, ammonium
laureth sulfate, cocamidopropy!
betaine, sodium methyl oleoy! taurate,
and PEG/PPG-18/18 dimethicone.
3926.90 39.26 and GIRs 1and 6

Paddle used for kayaking and with 95.06
Stand Up Paddie (SUP) Boards, '
consisting of a 3 piece, break-apart

paddie made of plastics, with

adjustable height and shaped handle.

It has an additional paddle blade that

can be snapped-on instead of the

removable T-handle, converting the

SUP paddle into a kayak paddle. The

angled shape and size of the blade is

indicated to provide better and longer

stroke than a regular kayak paddie..

18.

19.
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HS codes Classification
considered rationale
4202.32 39.26 and GIR 1and 6
42.02.

No Product description Classification

20.

A cover made of plastics and
specifically designed for smartphones.
The cover” has a magnet that
interlocks with a built-in Hall Integrated
Circuit in the front part of the
smartphone. The magnet senses
whether the cover is open or closed
and allows the cover to perform the
User Interface. A transparent window
on the front of the cover provides the
ability to respond to incoming calls and
check messages without opening the
cover

21 Footwear made of plastics known as 6402.99 218;_ and GIR 1and 6

“sandals for adults” and “sandals for
children”. The footwear in question
consists of outer soles and uppers of
plastics; assembled by the injection
moulding process; the upper does not
cover the toe, heel and/or ankle but
covers the whole foot area.

The upper is neither fixed to the sole
nor assembled by stitching, riveting,
nailing, screwing, plugging or similar
processes, hence there are no holes in
the outer sole part which may cause
penetration of water to the foot.

22. The products are shower enclosure : 7020.00 ;280;6710620 &I)R Tand3

aluminium framed, and chrome corner
entry enclosures with glass doors not
exceeding 6mm thick, chrome polished
finish, chrome aluminium profile,
plastic grey wheels and plastic
connection parts, plastic handle,
magnetic strips and rubber seal,
compensation channel for easy wall
mounting, on all sides and tempered
Superior gliding system.

The dimensions are size : 900 mm x
900 mm; height 1850 mm

No shower tray and the second
product have a superior gliding
system, neat chrome finish. width :
900 mm x 900 mm; height : 1850 mm;
door glass: 5 mm thick, tempered
safety glass and no shower tray.
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HS codes Classification
considered rationale
7020.00. 70.07, 7020 GIR1

and 76.10

No Product description Classification

23.

Glass shower enclosures with square
hinge frameless enclosure with 8 mm
tempered safety glass; chrome
stabilizing arms, superior brass hinged
pivot system, algae-resistant magnetic
latex seals and, neat chrome finish;
door width : 900 mm; panel width :
900 mm; height : 1850 mm; door
width : 900 mm; panel width : 900 mm;
height : 1850 mm; door glass : 8 mm
thick, tempered glass; panel glass :

8 mm thick, tempered glass.

No shower tray.

24. The manganese-aluminium briquettes 8111.00 g??:’ and :?L\Rrsj 17(tI;Jotes

consist of compacted metal powder in .
the form of grey cylinders, tablets, Section XV)
pillow block briquettes, or other similar

compressed solids (collectively,

“briguettes”). They consist 75~95% of

pure manganese powder, 5-25 % of

pure aluminium powder, up to 1 % of a

surfactant in the form of an oil

hydrocarbon, and, upon individual

customer request, upto 1 % of a

fluxing agent in the form of, e.g.,

aluminium inorganic salts. The

briquettes are used to produce certain

aluminium alloys in particular those of

the 3000 series in which manganese is

the chief alloying element.
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HS codes Classification
No considered rationale

25, . - . 8112.29 38.24 and GIRs 1 (Notes
Chromium-aluminium briquettes are 81.12 3 and 7 to

compacted metal powder in the form of -

grey cylinders, tablets, pillow block Section XV)
briquettes, or other similar compressed and 6.
solids (collectively, “briquettes”). They
consist 75-90 % of 99 % pure
chromium powder, 10-25 % of pure
aluminium powder, up to 1 % of a
surfactant in the form of an oil
hydrocarbon, and, upon individual
customer request, up to 1 % of a
fluxing agent in the form of, e.g.,
aluminium inorganic salts, potassium
fluoroaluminate, potassium
fluorosilicate, or potassium
fluorotitanate. The briquettes are used
to produce certain aluminium alloys,
specifically those of the 7000 series in
which chromium is an alloying
element.

Product description Classification

26. Horizontal Laminar Flow Clean 8414.80 gj;‘ and GIRs 1 and 6.

Bench : made of steel and designed
for a variety of industries and
applications, such as intravenous (1V)
admixture preparation, drug
compounding, plant cell culture, media
preparations, pharmaceutical
procedures, electronic assembly and
limited experimental research. ltis
used to protect only the product and
not the operator or the environment. It
comes equipped with a blower/motor
system, motor speed controller, HEPA
supply filter with removable screen,
washable, re-useable pre-filter, and
fluorescent lamps for the work surface.

27. Vegetable cutter, weighing 7.5 kg 8438.60 gggg and GIRs 1 and 6.

equipped with a 220 V electric motor,
designed for cutting vegetables in
different types of cut, slice, grated and
shred, by interchangeable blades. The
machine consists of body covers,
stand frame, handle and slicing blade
mounted on a slicing cabinet with
motor. The slicing capacity for
cabbages is 90 kg per hour by using
dual-blade disk slicer.
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No

Product description

Classification

HS codes
considered

Classification
rationale

28.

Vegetable Cutter, weighing 5 kg
equipped with a 220 V electric motor,
designed for slicing vegetables into
coarse, medium and fine pieces. The
machine is compact with a weight of
5kg. This machine consists of a blade
kit with coarseness adjusting plates
and a motor. Its slicing capacity for
cabbages is 120-200 kg per hour (2.0 -
3.6 kg per minute).

8438.60

84.38 and
85.09

GIRs 1and 6

29.

The product is an electronic interactive
whiteboard ("Smart Board”), size 78
inches, consisting of a touch-sensitive,
dry-erase surface with multi-touch
functionality, which accepts touch input
from a pen or a finger. The whiteboard
features integrated speakers.

The product is generally delivered
complete with two pens, device driver
software and a user guide.

The interactive whiteboard can serve
as a surface to display the screen of
an ADP machine, projected by the
video projector. It is able to accept or
deliver data in a form which can be
used by the ADP machine.

8471.60

84.71 and
90.17

GIRs 1(Note 5
(C) to Chapter
84) and 6.

30.

Finished inner ring for a flanged
tapered roller bearing (internal
diameter : 54 mm).

8482.99

84.82 and
87.08

GIRs 1 (Note 2
(b) to Section
XV} and 6.

31.

Packaged insulated gate bipolar
transistor (IGBT) module consisting of
6 switches in parallel connection with
the IGBT and Free Wheeling Diode
(FWD), and 3 NTC (Negative
Temperature Coefficient) Thermistors.
The module is used inside of an
inverter of hybrid, electric or fuel cell
vehicles to convert DC power to AC
power,

8504.40

85.04 and
85.36

GIRs 1 (Note 2
(a) to Section
XVI)and 6
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No Product description Classification c':ﬁ;;g:f: d Cl?;;'j:;g""

32. Future book set”, consisting of four 8519.81 49.01, 85.19, GIRs 1, 3 (b)
components, packaged togetherin a 85.23 and and 6.
paperboard box for retail sale : 95.03

- Two "Future Books"(a Reading
and a "Play Book"), which essentially
are printed books of paper material
without any electric elements such as
the electric circuit inside.
- A "Future Book Pad" which
actually is a book-shaped plastic pad
made to fit the size and shape of “the
Future Book”. The Pad incorporates a
loudspeaker, an electronic film which
represents coordinates, a printed
circuit assembly, a socket for sound
pack and a battery. Users unfold the
pad.
- A “sound pack” which is a
storage device having a capacity of
128 MB. It stores audio content of the
book. The sound pack is to be
inserted into the socket of the "Future
Book Pad", which reproduces the
audio content stored in the sound
pack.
--An Emission Pen used for pointing and
indicating a specific spot on the book.
33. Colour monitor, comprising of a 27~ 8528.52 85.28 GIRs 1and 6
inch flat-panel display. It is capable of
directly connecting to an ADP machine
via one VGA or two HDMI connectors.
This monitor does not include a
channel selector, a video tuner or

speakers.
34. Colour monitor, comprising of a 32- 85628.52 8528.52 and GIRs1and 6
inch flat-panel display. It is capable of 8528.59

directly connecting to an ADP machine
via fwo HDMI, three USB 2.0, or one
Display Port 1.2 connector. This
monitor does not include a channel
selector, a video tuner or speakers
35. Colour monitor, comprising of a 5§5- 85628.52 8528.52 and GiIRs1and 6
inch (138.78 cm) flat-panel display. It 8528.59
is capable of directly connecting to an
ADP machine via the following
connectors : one HDMI, one DVI-D,
one VGA, one YPbPr, one USB 2.0,
one RJ-45 (Ethernet), an infrared (IR)
input/output jack and an audio
input/output jack.
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No Product description Classification cﬂﬁsﬁggf: d C'?_:tsigf:lgon

36. Thin-film Solar Module (dimensions : L 8541.40 85.01 and GIR 1 (Note 2
XxW xH: 1409 x 1009 x 46 mm). The 85.41 to Chapter 85)
front of the module, fitted with an and 6.

anodized aluminium alloy frame with
low iron non- tempered glass, contains
630 photovoltaic cells arranged in 14
strings of 45 photovoltaic solar cells
which are connected in series. These
strings are connected in parallel and
have two terminals of polarity (+) and

).

A junction box (dimensions : L x W x H
: 74 x 74 x 18 mm) is attached to the
rear of the module. Inside the junction
box is one bypass diode, to protect the
cells. Two connection “solar cables”
(double insulation, protection of UV,
water, temperature and ozone) of a
length of 900 mm and having “solar
connectors” are also connected to the
terminals of the strings inside the
junction box.

37. IC checking instrument, the instrument 9030.82 9030.82 and GIR1and 6
is used to check and analyze IC. The 9030.90
internal software system of the
instrument writes the checking
program before the IC to be measured
is placed. Then the output data
including wave, frequency, voltage,
current, etc, is collected. Atthe same
time, this instrument can also check
wafers by changing the connecting

parts.
38. A set containing three cans of 9503.00 34.07 and GIR 1 and 3 (b)
modelling compound in different 95.03

colours, head with ears, electric drill,
tweezers, dentist tool, mirror or braces
roller and toothbrush presser, made of

plastics.
39. A set containing five cans of modelling 9503.00 34.07 and GIR 1 and 3 (b)
compound in different colours; 4 95.03

cutters to create circle, square, star,
and heart-shaped cookies, a textured
rolling pin and an extruder, made of
plastics.
40. Stand Up Paddleboard (SUP) with 9506.29 95.06 GiRs 1and 6
Medium Density Expanded
Polystyrene (EPS) core, wood
reinforcement and glass.
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AGENDA

3.1

4.1

Approval of the agenda of the 182™ meeting of the Customs Code Committee.

th

Adoption of the minutes of the 179

Measures referred to in Article 57(4) of Regulation (EU) No. 952/2013 (draft
Commission Implementing Regulations) submitted to the Committee for an
opinion, in accordance with the examination procedure referred to in Article
285(4) of Regulation (EU) No. 952/2013.

Draft Commission Implementing Regulation amending Commission Implementing
Regulation (EU) No 211/2012 concerning the classification of certain goods in the
Combined Nomenclature, TAXUD/2613261/2017.

Measures referred to in Article 9(1)(e) of Regulation (EEC) No. 2658/87 (draft
Commission Implementing Regulations) submitted to the Committee for an
opinion, in accordance with the examination procedure referred to in Article 10 of
Regulation (EEC) No. 2658/87.

meeting of the Customs Code Committee.

Draft Commission Implementing Regulation amending Additional note 2(f) to Chapter
27 of the Combined Nomenclature, TAXUD/1254095/2017-REV 1.

Draft Commission Implementing Regulation amending Additional note 10 to Chapter
22 of the Combined Nomenclature, TAXUD/2613244/2017.

Decisions referred to in Article 34(11) of Regulation (EU) No. 952/2013 (draft
Commission Implementing Decisions) submitted to the Committee for an opinion,
in accordance with the advisory procedure referred to in Article 285(2) of
Regulation (EU) No. 952/2013.

(none)

Explanatory Notes referred to in Article 9(1)(a) of Regulation (EEC) No. 2658/87
(draft Explanatory Notes to the Combined Nomenclature) submitted to the
Committee for an opinion, in accordance with the examination procedure referred
to in Article 10 of Regulation (EEC) No. 2658/87.
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6.1

6.2

Draft Commission Proposal for an amendment of the Explanatory Notes to the
Combined Nomenclature (subheadings 271019 11 to 271019 29),
TAXUD/2613182/2017.

Draft Commission Proposal for an amendment of the Explanatory Notes to the
Combined Nomenclature (subheading 2306 50 00), TAXUD/2613222/2017.

7.  Items submitted to the Committee for discussion under Articles 34 and 57 of
Regulation (EU) No. 952/2013 or under Article 8 of Regulation (EEC) No. 2658/87.

7.1.  Tariff classification of reishi mushroom powder, TAXUD/2613335/2017.

7.2.  Tariff classification of guarana seeds, TAXUD/2613300/2017.

7.3. Tariff classification of a masterbatch of essential oils in encapsulated dispersions of
ethylene-vinyl acetate (EVA) or low density polyethylene (LDPE) containing not more
than 12 % of essential oils and sodium benzoate, TAXUD/3751174/2017.

7.4.  Tariff classification of brown fused alumina slag, TAXUD/2613347/2017.

7.5. Possible creation of a new Additional note 14 to Chapter 22, TAXUD/2613308/2017.

7.6. Tariff classification of Konjac sponges, TAXUD/2613278/2017.

7.7. Possible creation of a new Additional note 5 to Chapter 15, TAXUD/2613284/2017.

7.8. Tariff  classification of  encapsulated  products  containing  colostrum,
TAXUD/2613361/2017.

7.9. Tariff classification of inulin syrup, TAXUD/3751132/2017.

7.10. Tariff classification of special sugars, TAXUD/3751234/2017.

7.11. Tariff classification of anti-freezing preparations and similar products of Chapter 38,
TAXUD/3751249/2017.

7.12. Possible amendment of the Combined Nomenclature Explanatory Note to heading 2309
("analytical methods"), TAXUD/3751297/2017.

8.  Any other business.

8.1, List of pending cases - files to be closed.

8.2. Results of the Project Group concerning the chemical chapters of HS/CN from 9" to
10" October 2017.

8.3. Information on the file regarding the tariff classification of novel tobacco products
(*heat-not-burn’).

ANNEXES:

I Attendance list

II-v

Draft measures



Approval of the agenda of the 182™ meeting of the Customs Code Committee.

All Member States were represented for the votes (see the attendance list in Annex I to
these minutes).

The Chair thanked the Member States for the cooperation as regards their opinion by
written procedure (Article 3(5) of Regulation (EU) No 182/2011 and Article 9 of the
Rules of Procedure for the Customs Code Committee) on one measure, with the vote
taking place on 04/09/2017. The measure has been published on 28/09/2017. As regards
two other draft measures, Member States have requested the matters in question to be
examined at a forthcoming Committee meeting. The written procedures for those drafts
have therefore terminated without result. The related measures are to be found under
items 4.1 and 6.2 of the current agenda.

One item was added to the agenda under AOB: item 8.4 "Tariff classification of an
eczema cream"”.

The agenda was then approved by the participants.

Adoption of the minutes of the 179™ meeting of the Customs Code Committee.
One Member State made the following comment:

Item 7.6 (Tariff classification of a product named "potty liner"):

This Member State confirmed its disagreement with the conclusion of the last Customs
Code Committee to classify such a product under heading 9619. It does not regard the
"potty liner" as similar to the products of this heading and wondered whether a
classification regulation would be necessary. He noted there are still divergences (in
particular concerning a product described as "dog pads"). The issue is about whether a
product that is actually not worn next to the skin should be classified under heading
9619. This Member State cannot accept classification in heading 9619 as it sees a
discrepancy with the wording of the HSEN.

Another Member State said that it does not have more detailed information on this issue.
Some Member States are not fully agreeing with the classification and not all BTIs have
been revoked yet.

The Chair said that there is a multitude of products covered by heading 9619. The
product described by the asking Member State is not covered by the case "potty liner"
and therefore the "dog pads" would qualify for a new case. The Chair recommended to
this Member State to revisit this specific question. If necessary, a new submission may
be presented if divergent views persist. DG TAXUD will reflect internally how to
proceed.

A second Member State made the following comment;
Item 7.11 (Tariff classification of brown fused alumina slag):

This Member State has some additional remarks and would welcome the inclusion of
the following arguments in the report.

The current text reads as follows:

“The Member State having issued the other BTI considered its classification under
heading 2620 justified due to the high iron content of the product, because it is
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constituted of different ferro-metallic combinations and because this product is not
directly coming from the iron industry.”

This Member State wishes to emphasize that its delegation — during its intervention —
has tried to explain that it has not classified this product to Chapter 26 solely based on
the high content of iron, but due to the fact that brown fused alumina slag is:

e aresidue;

e aresult of the production of fused aluminium oxide (fused alumina) from bauxite
(aluminium ore);

e according to the information provided the product does not seem to be used as an
additive in the manufacture of other alloys or as de-oxidant, de-sulphurising agent
or for similar uses in ferrous metallurgy and generally is not usefully malleable;

e the product meets the description of heading 2620 as it contains slag, ash and
residues (other than from the manufacture of iron or steel), containing metals,
arsenic or their compounds;

o the product meets the provisions of Note 3 (a) to Chapter 26;
e this product has not been excluded from heading 2620.

A third Member State made the following comment:

Item 7.10 (Tariff classification of products with a high aleohol content):

It is stated in the Minutes that this Member State “indicated that they as well could not
support draft 2) and suggested to make use of a quantitative limit / threshold”. Actually
the delegation said that the previous proposal defining the scope of HS subheading
2207 20 was much more helpful than the current one defining the scope of headings
3814 and 3820, because with ethanol mixtures one might even end up in heading 3824.
Finally the delegation concluded by saying that the submitted proposal is better than
doing nothing. During the round of the table the delegation supported the proposal.

Furthermore, the delegation strongly opposed Regulation (EU) No 211/2012 and asked
how recital number (4) in the proposed Regulation creating a new Additional Note 1 to
Chapter 38 (“Denaturing is usually achieved with small quantities of denaturants™) goes
together with this regulation classifying mixture of ethanol and 30 % of gasoline as
denatured alcohol.

The remaining items of the minutes were adopted as read.



3.1

4.1

4.2

Measures referred to in Article 57(4) of Regulation (EU) No. 952/2013 (draft
Commission Implementing Regulations) submitted to the Committee for an
opinion, in accordance with the examination procedure referred to in Article
285(4) of Regulation (EU) No. 952/2013.

Draft Commission Implementing Regulation amending Commission Implementing
Reculation (EU) No 211/2012 concerning the classification of certain goods in the
Combined Nomenclature, TAXUD/2613261/2017.

The Committee examined an amendment of Commission Implementing Regulation
(EU) No 211/2012 in order to clarify the classification of denatured alcohol of CN code
2247 20 00.

The Committee delivered a positive opinion on the draft measure as set out in Annex II.

Measures referred to in Article 9(1)(e) of Regulation (EEC) No. 2658/87 (draft
Commission Implementing Regulations) submitted to the Comimittee for an
opinion, in aceordance with the examination procedure referred to in Article 10 of
Regulation (EEC) No. 2658/87.

Draft Commission Implementing Regulation amending Additional note 2(f) to Chapter
27 of the Combined Nomenclature, TAXUD/1254095/2017-REV 1.

The Committee examined a draff Commission Implementing Regulation amending
Additional note 2(f) to Chapter 27 of the Combined Nomenclature.

The Chair reminded that this item was not voted at the previous Committee meeting
because the draft has been significantly modified during the inter-service consultation
between the Commission services. One of the main modifications was to transfer into
the text of Additional note 2(f) the text of the footnote of this Additional note.
Consequently, the Member States considered that a new examination was necessary
before the vote.

One Member State proposed to amend slightly the formulation of whereas (3) in order
to modify where the "saponification index inferior to 4" applies: it consists in
mentioning that it applies in "Additional note 2(f), first paragraph, first indent” instead
of just "Additional note 2(f)". Four other Member States agreed and no other Member
State disagreed with this proposal.

The Committee delivered a positive opinion on the draft measure as set out in Annex III.

Draft Commission Implementing Regulation amending Additional note 10 to Chapter
22 of the Combined Nomenclature, TAXUD/2613244/2017.

The Committee examined an amendment of Additional note 10 to Chapter 22 of the
Combined Nomenclature.

The Committee delivered no opinion on the draft measure as set out in Annex IV.

Decisions referred to in Article 34(11) of Regulation (EU) No. 952/2013 (draft
Commission Implementing Decisions) submitted to the Committee for an opinion,
in accordance with the advisory procedure referred to in Article 285(2) of
Regulation (EU) No. 952/2013.

(none)
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6.1

6.2

Explanatory Notes referred to in Article 9(1)(a) of Regulation (EEC) No. 2658/87
(draft Explanatory Notes to the Combined Nomenclature) submitted to the
Committee for an opinion, in accordance with the examination procedure referred
to in Article 10 of Regulation (EEC) No. 2658/87.

Draft Commission Proposal for an amendment of the Explanatory Notes to the
Combined Nomenclature (subheadings 271019 11 to 2710 19 29),
TAXUD/2613182/2017.

The Committee examined a draft Commission Proposal for an amendment of the
Explanatory Notes to the Combined Nomenclature (subheadings 271019 11 to
271019 29).

The submitting Member State disagreed with the change of the title of the gas
chromatographic (GC) profile of products of CN code 2710 19 25 and the deletion of all
the graphic profiles of products of CN code 2710 19 29 requested by another Member
State. No other Member State expressed its agreement with the abovementioned
changes requested by this Member State.

One Member State signalled an error in the French version of the CNEN to subheading
2710 19 11: in the phrase defining kerosene, the term "légére" should be replaced by the
term "moyenne".

The Committee delivered a positive opinion on the draft measure as set out in Annex V.

Draft Commission Proposal for an amendment of the Explanatorv Notes to the
Combined Nomenclature (subheading 2306 50 00), TAXUD/2613222/2017.

The Committee examined a draft for CNENSs to subheading 2306 SO 00 regarding edible
coconut powder derived from partially defatted coconut flesh. During the previous
meeting of the Committee the majority of the Member States decided to classify the
above-mentioned product under subheading 2306 50 00 instead of subheading
1106 30 90. However, the vote by written procedure (see item 1) was stopped due to an
objection by one Member State.

This Member State claimed that the proposed classification contradicts the HSENs to
heading 1106, part C, as production of coconut powder of heading 1106 always requires
(at least partially) degreasing of the raw material; otherwise just coconut paste and no
coconut powder can be produced. Consequently, heading 1106 would be an empty
heading. Therefore classification under Chapter 23 should be avoided. Two Member
States supported the view of the previous one.

The submitting Member State stressed that coconut powder was produced from coconut
flesh and not just coconut, which provides some essential product properties.

A second Member State emphasized that partially defatted coconut products are not
excluded from heading 0801 by HSENSs to that heading or by the HSENs to Chapter 08.
Therefore, CNENSs shall be drafted permitting a partially degreasing for products of that
heading.

A third Member State asked how laboratories may distinguish between partially defatted
coconut powder produced from copra and partially defatted coconut powder made from
fresh coconut flesh.

A fourth Member State suggested classifying both products under subheading 2306 50.
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The Chair explained that partially defatted coconut powder made from copra has to be
classified under heading 1208 ("Flours and meals of oil seeds or oleaginous fruits, other
than those of mustard") in accordance with Note 2 to Chapter 12 as copra is an
oleaginous fruit explicitly mentioned in the HSENs to heading 1208.

A round of the table showed that the draft measure did not receive sufficient support.
Consequently, the Chair withdrew the item from the vote. The issue will be discussed at
the earliest convenience, possibly at a forthcoming Project Group meeting.

Items submitted to the Committee for discussion under Articles 34 and 57 of
Regulation (EU) No. 952/2013 or under Article 8 of Regulation (EEC) No. 2658/87.

Tariff classification of reishi mushroom powder, TAXUD/2613335/2017.

The Committee examined the classification of reishi mushroom powder. The Chair
explained that the product at issue is not covered by Note 2 to Chapter 7. This Note
defines the meaning of the term "vegetable" within headings 0709 to 0712 by including
edible mushrooms. All products of the above mentioned headings are used as food or
side dishes in the same way as vegetables are used.

The Chair said that all scientific literature consulted (mentioned in the non-paper)
unanimously explained that reishi is not used as a kind of food due to its thick, corky
and tough fruit bodies in combination with its bitter taste. The product is however used
in Japanese and Chinese traditional medicine. In addition, the CNENs to heading 0712
exclude dried products, such as reishi mushroom, which are not used as vegetables but
are used primarily in pharmacy, etc. Therefore the product at issue should be classified
under heading 1211.

The submitting Member State explained that the product is imported in bulk and
afterwards repacked in sachets made up for retail sale (50 g, 100 g, etc.). It suggested
classifying reishi mushroom powder under heading 0712 and justified it by referring to a
non-binding third country classification ruling, classifying a similar product under
heading 0712. The submitting Member State claimed that reishi is comparable with
other Asian mushrooms (e.g. shiitake). Shiitake is mainly used in East Asian cuisine and
classified in Chapter 7, despite its marginal used in medicine or pharmacy. The
submitting Member State added that a random Google search or Wikipedia consultation
concerning reishi mushroom clearly indicates the possible use of reishi for human
consumption. Reishi might be used as a flavouring matter for soups or for the
preparation of infusions.

A second Member State made clear that consulting scientific literature provides an
objective result, but the random consultation of the internet provides subjective results
and therefore do not facilitate clarifying the situation.

A third Member State consulted BioLib (an international encyclopaedia for plants,
fungi, insects and animals) which clarified that reishi is not edible. Therefore the
product should be excluded from Chapter 7 and classified under heading 1211.

A fourth Member State stressed that the product is edible because it is consumed by
humans. Reishi mushrooms might be comparable with truffles, which are mainly used
for seasoning and still classified under Chapter 7 and not Chapter 9.

A fifth Member State supported the previous one and added that several food products
might have a positive effect on health, but they are not automatically classified under
heading 1211.
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A sixth Member State referred to Regulation (EU) 2016/996 classifying powdered, dried
leaves of the moringa tree under heading 1212, The classification issue was comparable
with the current situation as also heading 1211 was under consideration. Heading 1211
was excluded due to the general used of moringa powder.

A round of the table indicated that the represented Member States are divided between
both headings at issue and no majority for either classification could be reached.

The Chair concluded by saying that the concemed Member States shall provide
scientific references via CIRCABC supporting their classification opinion.
Subsequently, this question will be discussed at the upcoming PG meeting.

Tariff classification of guarana seeds, TAXUD/2613300/2017.

The Committee examined the classification of ground guarana seeds, neither roasted nor
otherwise prepared.

One Member State explained that guarana seeds are not consumed to take in nutritive
substances or to achieve the feeling of satiety, what is the case for food. They are mainly
consumed (e.g. as a beverage or food supplement) because of their stimulating effects
due to their high caffeine content. Therefore, children and pregnant women should avoid
consuming these seeds. Consequently, guarana seeds should be classified under heading
1211 as seeds of a kind used primarily in pharmacy.

A second Member State suggested introducing a new HS-subheading for this product
under Chapter 9 as their use is comparable with coffee or tea. The Chair explained that
this is not feasible to solve the current classification issue.

The submitting Member State said that it is aware of the stimulating effects of guarana
seeds, but their use is not "primarily in pharmacy" as required for a classification under
heading 1211. These seeds are mainly used for the production of beverages (as stated in
statistics mentioned in the submission) and therefore not primarily in pharmacy.
Consequently, the product should be classified under heading 1212,

A round of the table indicated that 22 Member States (representing 69 % of the
population) were in favour of the proposal classifying guarana seeds under heading
1212. 4 Member States (representing 28.8 % of the population) would prefer
classification under heading 1211; 2 Member States were not represented.

Although the duty rates under both headings are identical, taking a measure is deemed
necessary in order to draw a distinction line between headings 1211 and 1212 which are
at first glance quite similar. At closer inspection however the scope of those headings is
quite different. At HS level there is in the HSEN to heading 1211 a not exhaustive list of
products included in that heading which gives regularly cause to classification issues
between headings 1211 and 1212. Therefore, at the level of the CNENS, lists of products
are being built up where the correct classification on EU level is at stake. The current
product is the third entry in the list under the CNEN to heading 1212,

The Chair concluded by saying that a draft amendment of the Combined Nomenclature
Explanatory Notes will be subject to an inter-service consultation and subsequently
presented for vote at a forthcoming Committee meeting or by written procedure.
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Tariff classification of a masterbatch of essential oils in encapsulated dispersions of
ethylene-vinyl acetate (EVA) or low density polvethylene (LDPE) containing not more
than 12 % of essential oils and sodium benzoate, TAXUD/3751174/2017.

The Committee examined the tariff classification of a masterbatch of essential oils in
encapsulated dispersions of ethylene-vinyl acetate (EVA) or low density polyethylene
(LDPE) containing not more than 12 % of essential oils and sodium benzoate.

One Member State proposed a simplified version of the draft proposal with only the
main components mentioned; that version was examined by the Committee.

Other Member States preferred to classify both products in heading 3808 because the
main characteristic of these masterbatches is their repelling effect due to the presence of
the essential oils. Another Member State agreed with the submitting Member State.

A round of the table indicated that a majority of 17 Member States (representing 65,3 %
of the population) agreed with the proposal.

For the first product of the draft (masterbatch with essential oils), 2 Member States
abstained and 4 Member States were against, nevertheless there is a qualified majority
in favour of the proposal for classification in Chapter 33.

For the second product of the draft (masterbatch with essential oils and insecticide) all
represented Member States except one, which favoured classification under heading
3901, were in favour of the proposal for classification in Chapter 38.

Considering that the case is also related to a discussion in the field of autonomous duty
suspensions conceming such products, this measure will also serve to avoid divergent
views on the classification of such products in that field.

The Chair concluded by saying that an inter-service consultation will be launched
concerning this proposal.

Tariff classification of brown fused alumina slag, TAXUD/2613347/2017.
The Committee examined the tariff classification of brown fused alumina slag.

One Member State presented a new version of the draft regulation with a modification
of the classification under heading 7205 based on the results of an X-ray analysis of the
product in their laboratory.

A second Member State considered that the product mentioned in their related BTI is
not the same product which was analysed by the first Member State and preferred a
classification under heading 7202,

The Chair indicated that the new version of the draft regulation (as presented by the first
Member State) should not be further discussed.

A third Member State considered that the product is fulfilling the conditions of Note
3(a) to Chapter 26 and should therefore be classified under heading 2620.

A fourth and a fifth Member State proposed to mention Note 1(c) to Chapter 72 at the
beginning of the reasons.

The first Member State proposed to mention Subheading note 2 to Chapter 72 at the
beginning of the reasons.

A round of the table indicated that a majority of the represented Member States (20
Member States, representing 77.2 % of the population) was in favour of the proposal in
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its amended version. A minority (5 Member States, representing 18.6 % of the
population) would prefer classification under heading 2620.

The Chair concluded by saying that an inter-service consultation will be launched
concerning this proposal.

Possible creation of a new Additional note 14 to Chapter 22, TAXUD/2613308/2017.

The Committee examined the possible creation of a new Additional note 14 to Chapter
22 in order to create a robust legal measure to eliminate any divergent views on the
classification of specific products of headings 2206 and 2208, in particular "fermented
alcoholic bases, not for retail sale but intended for use as an ingredient in the
formulation / manufacture of a range of alcoholic beverages". In particular, the rulings
in three Court cases in this field (C-150/08 'Siebrand’; C-196/10 Paderborner’; C-532/14
and C-533/14 'Toorank’) should be taken as guidance.,

The Chair added that existing CNENs to heading 2206 and 2208, published in 2013 and
referring to the rulings in Court cases C-150/08 'Siebrand' and C-196/10 'Paderborner’,
should be repealed once the new Additional note has been created to avoid confusion.

The Committee welcomed the draft but proposed some changes to the text and its
structure.

One Member State remarked that maybe CNENs might be still needed to clarify certain
details.

A second Member State said that the problem of innovative products will not be
completely removed and suggested to draft the text in a more general way.

A third Member State suggested introducing also organoleptic criteria as in some
products added sugar "masks" the smell/taste of alcohol. Furthermore, glycerol as a
marker for fermentation could be introduced as well.

A fourth Member State warmly welcomed the draft which is deemed to put an end to a
discussion between customs, excise and trade lasting for the past 16 years. In addition,
this Member State will provide a presentation on the classification of alcoholic mix
drinks, held at a FISCALIS Seminar in 2015, which could maybe offer some additional
input.

A fifth Member State pointed out its written contribution shortly before the meeting,
proposing some re-wording of the drafi.

A sixth Member State pointed out that it too provided a written contribution shortly
before the meeting, containing more elaborate changes to the draft. As the issue is quite
complex, more work on the text is needed.

The Chair thanked the Member States for their contributions and said that a revision of
the working document will be uploaded shortly on CIRCABC as working document
TAXUD/2613308/2017-REV 1, showing the proposed changes by two Member States -
as shown on the screen during the Committee meeting - to prepare the discussion at a
forthcoming Project Group meeting,

A seventh Member State remarked that it would like to keep certain parts of the text in
opposition to the suggestions made by the sixth Member State.

11
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The Chair concluded by saying the item will be discussed again in the Committee once
the Project Group has discussed the issue in detail and the suggested amendments are
put into context.

Tariff classification of Konjac sponges, TAXUD/2613278/2017.

The Committee examined the classification of konjac sponges.

The Chair explained that the submitting Member State presented two classification
issues. The first regarding the natural polymer glucomannan and the second regarding a
so-called konjac sponge which is produced from glucomannan using a specific
production process. In the meantime glucomannan was classified by the HSC at its 60™
meeting under heading 1212 (once the reservation period has ended, a WCO
Classification Opinion will be issued in January 2018). Therefore the Committee limits
itself to discuss the classification of the konjac sponge.

A second Member State explained that the product should be classified under heading
3924 as "Tableware, kitchenware, other household articles and hygienic or toilet
articles, of plastics" due to its main component which is the polymer glucomannan. This
polymer is modified during the production process resulting in a plastic with new
properties (different from the original glucomannan). Therefore glucomannan complies
with the requirements mentioned in Note 1 to Chapter 39, which defines the expression
"plastic" throughout the nomenclature. The raw materials resulting in a plastic product
do not necessarily need to be polymers themselves. Plastics can be made from
monomers too and therefore heading 3924 is not restricted to plastic products
manufactured from polymers.

A third Member State stated that it issued a BTI under heading 1404 as "Vegetable
products not elsewhere specified or included”. Heading 3924 was not considered as
specific enough as the konjac sponge is biodegradable and the raw material
glucomannan was not regarded as a kind of plastics due to its classification under
heading 1212. However, the motivation presented by the previous Member State,
classifying the product under heading 3924, is reasonable.

A fourth Member State explained that heading 1404 covers mainly raw materials, but
the product in question is a manufactured commodity mainly made from a polymer.
Therefore it should be classified under heading 3924,

A round of the table indicated that a clear majority of the represented Member States
(24, representing 94.4 % of the population) including the two Member States, which
issued BTIs under heading 1404, would classify the konjac sponge under heading 3924,
taking into account the above-mentioned reasons for the classification. Two Member
States were abstaining (3.6 %) and two Member States absent (2.2 %).

The Chair concluded by saying that the Committee provided a clear classification
opinion without contrary points of view. Consequently, there is no need for taking a
measure. The Member States with possibly concerned BTIs are invited to review their
related classification decisions and eventually revoke contradicting BTIs. The file is
closed.
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7.9

7.10

Possible creation of a new Additional note 5 to Chapter 15, TAXUD/2613284/2017.

The Committee examined a draft proposal for a new Additional note 5 to Chapter 15
with regard to the judgment of the Court of Justice of the European Union in Joined
Cases C-410/08 to C-412/08 (‘Swiss Caps').

Two Member States questioned the seventh recital, which defines the scope of Chapter
15 using the HSENSs to heading 2106, They were however in favour of the proposed text
for the new Additional note.

A round of the table indicated that all represented Member States were in favour of the
draft proposal.

The Chair concluded by saying that that an inter-service consultation will be launched
concerning this proposal.

Tariff  classification _of  encapsulated __ products _ _containing  colostrum,
TAXUD/2613361/2017.

The Committee examined a draft proposal repealing Commission Implementing
Regulation (EU) No 716/2012 (classifying two kinds of encapsulated colostrum
powders under heading 1901). As these products fall into the scope of goods covered by
Additional note 4 to Chapter 19 (introduced by Commission Implementing Regulation
(EU) 2017/1343) it is appropriate to apply the rules set out by that Additional note to the
encapsulated colostrum powders and classify them under heading 2106 as well.

The Member States did not make any remarks. A round of the table indicated that all
represented Member States were in favour of the draft proposal.

The Chair concluded by saying that that an inter-service consultation will be launched
concemning this proposal.

Tariff classification of inulin syrup, TAXUD/3751132/2017.

The Committee examined an amendment to Additional note 6 to Chapter 17 with regard
to inulin syrup. The "Proficiency Test on Sugars and Sugar Containing Products 2016"
revealed that the involved customs laboratories interpret the phrase "fructose in free
form or as sucrose” mentioned in Additional note 6 to Chapter 17 differently.

The participants of that ring test used different formulas to calculate the sugar content of
the inulin syrup sample. In the interest of maintaining legal certainty and avoiding a
legal void, it is necessary to amend that Additional note by adding a new paragraph to
the existing text providing a formula for the calculation of the sugar content in inulin
syrups.

A round of the table indicated that all represented Member States were in favour of the
draft proposal.

The Chair concluded by saying that that an inter-service consultation will be launched
concerning this proposal.

Tariff classification of special sugars, TAXUD/3751234/2017.

The Committee examined a proposal with a view to splitting heading 1701 91 as well as
amending the CNENs to CN code 1701 99 10 and Additional note 3 to Chapter 17.




The submitting Member State explained that this proposal should enable better tracking
of the trade flows of cane sugar. Therefore, the existing HS subheading 1701 91
covering "cane or beet sugar containing added flavoring or coloring matter, in solid
form" should be split in two CN-subheadings, one covering "white sugar containing
added flavoring" and the other "other sugars".

In addition, the submitting Member State claimed that the customs definition of white
sugars — mentioned in the CNENs and Additional note 3 to Chapter 17 — is too vague in
order to differentiate properly between sugar from beets and sugar from cane due to the
fact that cane sugar with a sucrose content of >299.5 % by weight might still have a slight
yellowish coloring (and not a pure white color like beet sugar with a sucrose content of
>99.5 % by weight). Therefore the definition of "white sugar" within the CN should be
aligned with the definition of the Common Market Organisation (CMO) of agricultural
products mentioned in Regulation (EU) No 1308/2013. Namely, by determining the
color of white sugars using the ICUMSA method (mentioned in Annex 111, letter B, part
11 of that Regulation) and applying a threshold of <6 color-in-solution points (one point
is equal to 7.5 units of coloring determined by that method).

A second Member State explained that the proposal of amending the definition with
regard to white sugar in the CN would mix up two different areas of legislation
(customs and agriculture). For example, custom legislation requires a minimum sucrose
content of >99.5 % by weight so that a sugar can be regarded as white sugar while the
standard of the CMO requires a minimutn polarization of 99.7°, The main customs issue
is that cane sugar with a sucrose content of >99.5 % by weight might be colored by
natural ingredients of the sugar cane or by added coloring matter. Therefore a high
sucrose content of >99.5 % by weight does not necessarily result in a white color and
consequently a proper classification might be difficult. A third Member State supported
the view of the previous one.

A fourth Member State stressed that a TARIC code existed until 2014 which
differentiated between cane sugar and other sugars. This approach might be easier to
achieve the above-mentioned aim.

The Chair pointed out that the products concerned by that issue have a total annual trade
volume of just 250.000 tons and are classified under several subheadings of heading
1701, including CN code 1701 91 00 which was proposed to be split. Therefore, one of
the two new subheadings would just partially cover the above-mentioned annual trade of
cane sugar products. In principle, the creation of a new statistical CN code requires a
turnover of at least 30 million Euros per year. However, the total annual import volume
under the current CN code 17019100 is for 2016 just 1.898.111€ / 1.141t.
Consequently, splitting would not be feasible from the statistical perspective.

Furthermore, the submitting Member State was asked to check whether the proposal
was not containing a contradiction between the proposed new subheadings and the
proposed new Additional note 3 to Chapter 17.

A round of the table indicated that just a small minority of the represented Member
States could support the proposal as presented.

The Chair concluded by saying that the submitting Member State should review its
proposal and provide (if possible) statistical data justifying a split of subheading
1701 91. The file is kept open for the time being.
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7.11

Tariff classification of anti-freezing preparations and similar products of Chapter 38,
TAXUD/3751249/2017.

The Committee examined the tariff classification of anti-freezing preparations and
similar products of Chapter 38, in particular a preliminary draft for a new Additional
note to Chapter 38 dealing with a description of products covered by heading 3820.

The Chair pointed out that this draft was partly elaborated based on information from
industry that shared their inside knowledge. DG TAXUD found it however complicated
to bring all elements together in a way that fits all needs and remains open for further
discussion on this subject.

One Member State stated that it cannot support the draft as it leaves too much room for
interpretation. The definition of "other substances" is too vague and this Member State
is seeing itself in an uncomfortable situation considering that different Member States
have different rules on denaturing ethyl alcohol. Denaturants and their concentration
differ between the Member States and so does classification for some products. The
distinction between products of headings 2207 and 3820 remains unclear.

A second Member State understands the frustration of the first Member State as regards
the distinction between products of headings 2207 and 3820 but is not opposed to the
draft although it does not offer a perfect solution. Some elements of the presented draft
however could be taken on board when possibly drafting a new measure addressing the
general issue of the classification of such products.

A third Member State received the draft with mixed feelings as it sees clearly the
problem but has concerns with thresholds. The reference in the draft to Additional note
12 to Chapter 22 seems questionable and should be removed.

A fourth Member State remarked that classification Regulations with products in the
range of approx. 90 % by weight of ethyl alcohol exist and wondered on the
effectiveness of the drafted measure.

A fifth Member State wondered whether products of heading 3820 are limited to those
containing denatured ethyl alcohol, following the wording of the draft.

A sixth Member State said that, after having discussed the draft with its customs
laboratory, the draft could be worded a lot easier by indicating simply the intended end-
use of the products, their main components, that they are denatured according to EU
legislation and that they are ready-to-use. The indication of temperature levels is not
needed.

The Chair said that a recent contribution from industry goes into the same direction: also
there it was mentioned that such products should - upon importation - be ready-for-use
as a screen wash, with exception of any water content. Furthermore, there should not be
any threshold for ethyl alcohol.

A seventh Member State stated that it too cannot accept the draft: the indication of
temperatures is not important; such products should contain surfactants and the use as
antifreeze preparations and washing liquids should be obvious.

An eighth Member State would welcome the idea to distinguish between products of
headings 2207 and 3820 by applying a threshold. Therefore the draft does not work; as
regards the reference in the draft to Additional note 12 to Chapter 22 this Member State
also is of the opinion that it should be removed.

The Chair said the preliminary draft is withdrawn as it lacks support from the
Committee as presented. As regards the comments from the first Member State that
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7.12

"different Member States have different rules on denaturing ethyl alcohol”, the Chair
pointed out that this refers to excise legislation. Such issues are not to be dealt with by
this Commiittee but the Excise Committee.

The Chair referred to Article 27, paragraph 5, of Council Directive 92/83/EEC on the
harmonization of the structures of excise duties on alcohol and alcoholic beverages.
There it is clearly stated that if a Member State finds that a product which has been
exempted from excise duty gives rise to evasion, avoidance or abuse, it may refuse to
grant exemption or withdraw the relief already granted. The Member State shall advise
the Commission which has to transmit the communication to the other Member States,
A final decision shall then be taken at the Excise Committee.

The Chair underlined that the Customs Code Committee is in charge of tariff
classification, in the first place linked to products crossing the external border of the EU.
Products crossing excise borders inside the EU are not in the scope of discussions of this
Committee.

The Chair concluded by saying that the file is closed. The general issue conceming the
classification of such products will be however discussed at a forthcoming Project
Group meeting,.

Possible amendment of the Combined Nomenclature Explanatory Note to heading 2309
("analyvtical methods"), TAXUD/3751287/2017.

The Chair explained that, following the publication of the amendment to the CNEN to
Heading 2309 on 08/06/2017, DG TAXUD received concerns from several parties (incl.
third countries and trade associations) affected by that publication as regards the new
threshold of 5 % replacing the previous one of 0.5 % by weight for starch.

The unintended effect of such a new threshold is that imports previously classified under
subheading 2309 10 11 (benefitting from a "free" duty rate) have now to be classified
under subheading 2309 10 90 instead, underlying a duty rate of 9.6 %.

Since an amendment to the CNENs can neither expand nor restrict the scope of a CN
subheading, DG TAXUD is of the opinion that such a measure should be again
amended in order to restore the previous situation and that new initiatives should be
taken in order to ensure both legal and analytical certainty. In particular, the recently
published CNENs should be amended and therefore a draft has been prepared for
discussion.

The Member States expressed their understanding and supported the opinion and
intention of DG TAXUD to issue at the earliest convenience an amendment of the said
CNEN with a view to go back in principle to the situation before 08/06/2017, i.e. re-
introducing the threshold of 0.5 % by weight of starch.

Two Member States strongly demanded a fundamental long-term solution with regard to
the general analytical problem linked to products of heading 2309. That analytical
problem is caused by the wording of the structure of the CN codes of heading 2309 due
to WTO customs duty rates which show considerable differences. Considering that the
goal of economic operators is to import in principle all dog and cat food, put up for
retail sale, under zero duty, it would be perhaps better to re-negotiate at WTO level the
duty rates under heading 2309 so that all products, regardless of their components
(starch, glucose, maltodextrine, etc.), can be imported under zero duty. As a
consequence, the problematic CN structure could be abolished. This would make the
complex and sometimes impracticable analysis of products of heading 2309



8.2

8.3

superfluous. Therefore these Member States would appreciate if the Commission (in
particular DG AGRI) took the initiative in that respect.

As regards a possible retroactive application of that amendment and the possible
remission/repayment of customs duties, DG TAXUD is investigating that aspect. The
Comrmittee will be kept informed about the developments in this case.

A Member State proposed shortly before the meeting a revision of the draft. That
revision had been distributed via CIRCABCB and was also shown and discussed in the
Committee.

A round of the table indicated that all but one of the represented Member States agreed
to the revised draft of an amended CNEN to heading 2309. However, the Committee
suggested strongly discussing also the long-term issues of the analytical methods to be
applied concerning such products.

Several Member States asked about the cormrect procedure to be followed as regards
revoking BTIs issued for such products in heading 2309. The Chair indicated that
Member States may consider flexibility when it comes to revocation of BTIs pursuant to
the new CNEN on dog and cat food, since there will be soon a return to the previous
situation. Sufficient time should be dedicated to examining the situation of each single
BTI that might be concerned.

The Chair concluded by saying that an inter-service consultation will be launched
concerning this proposal. The long-term issues of the analytical methods to be applied
concerning such products will be discussed at a forthcoming Project Group meeting.

Any other business.
List of pending cases - files to be closed.

The Chair indicated that one further case has been received after the 22™ September
2017 (date of the list of pending cases). None of the Member States indicated new
submissions to be expected.

No remarks were made as regards the remaining items on the list,

Results of the Project Group concerning the chemical chapters of HS/CN from 9" to
10™ October 2017.

The Chair provided an oral summary as the written report is not yet available. The report
will be presented to the Committee for endorsement at the next meeting.

As regards the issue of "synthetic nicotine" (nicotine obtained by chemica) synthesis in
connection with the new CN 2018 subheadings 2939 79 10 and 2939 79 90), the Project
Group proposed an amendment of the CNEN to subheadings 2939 79 10 and
29397990 with the phrase "These subheadings include alkaloids obtained by
synthesis". A draft measure will be presented for discussion at a forthcoming Committee
meeting.

Information on_the file regarding the tariff classification of novel tobacco products
(heat-not-burn’).

The Chair informed the Committee that classification of novel tobacco products (heat-
not-burn’) - also described as EHTP (Electrically Heated Tobacco Products) was
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8.4

discussed at the recent meeting of the Harmonized System Committee (HSC) of the
WCO. A large majority of contracting parties voted for classification of these products
in subheading 2403.99. The HSC will issue a classification opinion at its next session
(March 2018) reflecting this decision, which will be deemed final once the deadline for
entering reservations has expired on 31/12/2017, provided no reservation is entered by
any contracting party.

The Chair concluded that the file can be closed as no measure is to be taken on EU
level. As regards the other type of product contained in the file, the CHTP (Carbon
Heated Tobacco Product), the Chair explained that this product is actually not traded in
the EU. Since it has not caused any divergences, no action is required.

Tariff classification of an eczema cream.

The Chair informed the Committee that the delegation of one Member State asked for
advice with regard to the classification of an eczema cream. The interested Member
State explained that according to the information leaflet, the product blocks harmful
bacteria, which reduces complaints such as itching, redness and skin irritation, thus
stimulating skin repair. Details about the composition of the products were provided and
a sample was circulated among the delegations. The question is whether this particular
eczema cream should be classified as a therapeutic/prophylactic product under heading
3004 or under heading 3304 as a preparation for the care of the skin (other than
medicaments).

After a round of the table, despite the abstention of some Member States due to the lack
of information about the exact content of the active substances, the majority of the
represented Member States proposed classifying the abovementioned cream under
heading 3304 as a preparation for the care of the skin.

The interested Member State thanked the Committee for the useful feedback and said
that it has gathered sufficient information to proceed with the case in its administration.
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ANNEX 11

COMMISSION IMPLEMENTING REGULATION (EU) .../...
of XXX

amending Implementing Regulation (EU) No 211/2012 concerning the classification of
certain goods in the Combined Nomenclature

THE EUROCPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,
Having regard to Regulation (EU) No 952/2013 of the European Parliament and of the

Council of 9 October 2013 laying down the Union Customs Code', and in particular
Article 57(4) and Article 58(2) thereof,

‘Whereas:

@) In order to ensure uniform application of the Combined Nomenclature (CN") annexed
to Council Regulation (EEC) No 2658/87%, it is necessary to adopt measures
concerning the classification of certain goods.

(2) By Commission Implementing Regulation (EU) No 21 1/2012%, a product consisting of
a mixture of ethyl alcohol (70 % by weight) and gasoline (automotive petrol)
conforming to EN 228 (30% by weight) has been classified under CN code
2207 20 00.

(3) By Implementing Regulation (EU) No 626/2014*, the Commission introduced an
Additional note 12 to Chapter 22 of Part Two of the Combined Nomenclature. The
reasons for classifying the product concemed by Implementing Regulation (EU) No
211/2012 under CN code 2207 20 00 should be aligned with the rules set out in that
Additional note in order to avoid potential divergences in tariff classification of
specific mixtures of ethyl alcohol with other substances and to ensure the uniform
application of the Combined Nomenclature within the Union. The description of the

' 0JL269,10.10.2013,p. 1.

2 Council Regulation (EEC) No 2658/87 of 23 July 1987 on the tariff and statistical nomenclature and on the
Common Customs Tariff (OJ L 256, 7.9.1987, p. 1).

Commission Implementing Regulation (EU) No 211/2012 of 12 March 2012 concerning the classification of
certain goods in the Combined Nomenclature (OJ L 73, 13.3.2012, p. 1).

4 Commission Implementing Regulation (EU) No 626/2014 of 10 June 2014 amending Annex I to Council
Regulation (EEC) No 2658/87 on the tariff and statistical nomenclature and on the Common Customs Tariff
(OJ L 174, 13.6.2014, p. 26).



product set out in the Annex to Implementing Regulation (EU) No 211/2012 should
also make it clear that the product is used as raw material to produce fuels for motor

vehicles.

#) Implementing Regulation (EU) No 211/2012 should therefore be amended
accordingly.

(5)  The measures provided for in this Regulation are in accordance with the opinion of the
Customs Code Committee,

HAS ADOPTED THIS REGULATION:

Article 1

The Annex to Implementing Regulation (EU) No 211/2012 is replaced by the text set out in
the Annex to this Regulation.

Article 2

This Regulation shall enter into force on the twentieth day following that of its publication in
the Official Journal of the European Union.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels,

For the Commission

On behalf of the President,

Stephen QUEST

Director-General
Directorate-General for Taxation and
Customs Union

"ANNEX
Description of goods Classification Reasons
(CN Code)
(1) @ 3)
A product of the following| 22072000 | Classification is determined by
composition (% by weight): general rules 1 and 6 for the
_ 1 0 interpretation of the Combined
ethyl -alcoho ) 7 Nomenclature, Additional note 12
— gasoline '(automotwe petrol) to Chapter 22 and by the wording
conforming to EN 228 30 of CN codes 2207 and 2207 20 00.

The product is used as raw material The product is a mixture of ethyl
to produce fuels for motor vehicles. alcohol and gaso]i_ne (automotive
petrol). The percentage level of

21



It is transported in bulk.

gasoline (automotive petrol) in the
product renders it unfit for human
consumption but does not prevent
the use of the product for industrial
purposes (see also the Harmonized
System Explanatory Notes to
heading 2207, fourth paragraph).

The product is therefore to be
classified wunder CN  code
22072000 as a denatured ethyl
alcohol."

O
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ANNEX III

COMMISSION IMPLEMENTING REGULATION (EU) .../..
of XXX

amending Annex I to Council Regulation (EEC) No 2658/87 on the tariff and statistical
nomenclature and on the Common Customs Tariff

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,

Having regard to Council Regulation (EEC) No 2658/87 of 23 July 1987 on the tariff and
statistical nomenclature and on the Common Customs Tariff', and in particular Article 9(1)(e)
thereof,

Whereas:

(H Regulation (EEC) No 2658/87 established a nomenclature of goods (hereinafter
referred to as the “Combined Nomenclature™) which is set out in Annex I to that
Regulation.

2) Additional note 2(f) to Chapter 27 of the Combined Nomenclature defines the family
of products referred to as "fuel oils". These products are classified either in
subheadings 2710 19 51 to 2710 19 68 or in subheadings 2710 20 31 to 2710 20 39,
depending on their physico-chemical properties and characteristics.

3) One such physico-chemical characteristic is the saponification number. "Fuel oils" of
additional note 2(f), first paragraph, first indent shall have a saponification number of
less than 4. This rule applies to products in subheadings 2710 19 51 to 2710 19 68.
However, an exception is made for products in subheadings 27102031 to
2710 20 39 (products containing fatty acid mono-alkyl esters or "FAMAE") where
the saponification number exceeds 4. That exception is currently set out in a footnote
to additional note 2(f).

4) The exception currently in a footnote to additional note 2(f) needs to be extended to
take account of developments in technology, in particular the development of
renewable fuels containing animal or vegetable fats or oils. It also needs to be
extended to tackle the potential for the counterfeiting of diesel fuels that is generally
achieved by adding small quantities of vegetable or animal fats or oils to gas oils in
order to change their classification from gas oils (which are subject to excise duties)
to other products (which are not subject to excise duties). In particular, the addition
of vegetable oils serves to change the distillation parameter and to obtain a
saponification number equal to or exceeding 4. The addition of small quantities of
such substances does not change their essential character as fuel oils from a physico-

b QJL256,7.9.1987,p. 1.



chemical point of view. They are still used as fuel oils. Removing the requirement in
these cases for the saponification number to be less than 4 will therefore ensure that
such products are classified correctly as fuel oils, not as other products.

6))] The current exception for products containing FAMAE also needs to be extended so
that it covers products where the saponification number equals 4, not just products
where it exceeds 4.

6) Additional note 2(f) to Chapter 27 should be amended accordingly to ensure its
uniform interpretation throughout the Union.

@) Regulation (EEC) No 2658/87 should therefore be amended accordingly.
®) The measures provided for in this Regulation are in accordance with the opinion of
the Customs Code Committee,

HAS ADOPTED THIS REGULATION:

Article 1

In Chapter 27 of the Combined Nomenclature set out in Annex I to Regulation (EEC) No
2658/87, additional note 2(f) is amended as follows:

¢})] in the first paragraph, the first indent, including the footnote, is replaced by the
following:

"_not exceeding that shown in line I of the following table when the sulphated ashes
content is less than 1 % by the ISO 3987 method and the saponification number is less
than 4 by the ISO 6293-1 or 6293-2 method (except where the product contains one or
more bio-components, in which case the requirement in this indent for the saponification
number to be less than 4 does not apply),”;

) the following fourth paragraph is inserted:
"The term "bio-components" means animal or vegetable fats, animal or vegetable

oils, or mono-alkyl esters of fatty acids (FAMAE).".

Article 2

This Regulation shall enter into force on the twentieth day following that of its publication in
the Official Journal of the European Union.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels,

For the Commission
The President
Jean-Claude JUNCKER
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ANNEX IV

COMMISSION IMPLEMENTING REGULATION (EU) .../...
of XXX

amending Annex I to Council Regulation (EEC) No 2658/87 on the tariff and statistical
nomenclature and on the Common Customs Tariff

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,
Having regard to Council Regulation (EEC) No 2658/87 of 23 July 1987 on the tariff and

statistical nomenclature and on the Common Customs Tariff', and in particular Article 9(1)(e)
thereof,

Whereas:

(1) Regulation (EEC) No 2658/87 established a nomenclature of goods (hereinafter
referred to as the “Combined Nomenclature™ or the "CN"), which is set out in Annex
I to that Regulation.

(2) Additional note 10 to Chapter 22 of Part Two of the CN stipulates that for the
purposes of subheadings 2206 00 31 and 2206 00 39 fermented beverages, other than
those put up in bottles with *‘mushroom’ stoppers held in place by ties or fastenings,
with an excess pressure of not less than 1,5 bar, measured at a temperature of 20 °C,
are regarded as 'sparkling'.

3) Subheading note 1 to Chapter 22 of Part Two of the CN stipulates that for the
purposes of subheading 2204 10, the expression ‘sparkling wine’ means wine which,
when kept at a temperature of 20 °C in closed containers, has an excess pressure of
not less than 3 bar.

4 Council Directive 92/83/EEC” states that 'other sparkling fermented beverages',
falling not only within headings 2204 and 2205 but also within CN code 2206 00 91,
as applicable at the time of the adoption of the Directive (currently CN codes
2206 00 31 and 2206 00 39), have an excess pressure of 3 bar or more,

' OrL256,7.9.1987,p. 1.

to

Council Directive 92/83/EEC of 19 October 1992 on the harmonization of the structures of excise duties on
alcohol and alcoholic beverages (OJ L 316, 31.10.1992, p. 21).
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(5) It cannot be justified, scientifically or otherwise, to have different thresholds as
regards the excess pressure for sparkling fermented beverages, regardless of their
classification within CN codes 2204, 2205 or 2206.

(6) In the interest of legal certainty, it is necessary to amend Additional note 10 to
Chapter 22 of Part Two of the CN by replacing the existing threshold of 'not less than
1,5 bar' by '3 bar or more'.

N In order to ensure consistency and uniform interpretation of the Combined
Nomenclature throughout the Union with regard to the definition of ‘sparkling
beverages’, Additional note 10 to Chapter 22 of Part Two of the CN should be
amended.

) Regulation (EEC) No 2658/87 should therefore be amended accordingly.

) The Customs Code Committee has not issued an opinion within the time limit set by
its Chair,

HAS ADOPTED THIS REGULATION:

Article 1

In Chapter 22 of Part Two of the Combined Nomenclature set out in Annex I to Regulation
(EEC) No 2658/87, the second indent of Additional note 10 is replaced by the following:

".  fermented beverages otherwise put up, with an excess pressure of 3 bar or
more, measured at a temperature of 20 °C.".

Article 2

This Regulation shall enter into force on the twentieth day following that of its publication in
the Official Journal of the European Union.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels,

For the Commission
The President
Jean-Claude JUNCKER

O
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ANNEX Y

Explanatory Notes to the Combined Nomenclature of the European Union

Pursuant to Article 9(1)(a) of Council Regulation (EEC) No 2658/87\, the Explanatory Notes
to the Combined Nomenclature of the European Union® are hereby amended as follows:

On page 125, the explanatory note to subheadings '2710 19 11 to 2710 19 29 Medium oils' is
replaced by the following text:

"271019 11 Medium oils
to

See additional note 2(c) to this chapter.
271019 29

\\./

Kerosene is used for a wide range of different purposes, for example as fuel
for airplanes engines or for heating.

¢

Kerosene is a medium oil with a distillation range according to the
EN ISO 3405 method (equivalent to the ASTM D 86 method) approximately
between 130 °C to 320 °C.

The images attached to this explanatory note are merely indicative of
chromatograms of one category of products classifiable in each of the three
subheadings concerned.”

On page 125, the explanatory note to subheading '2710 19 21 Jet fuel' is replaced by the
Jollowing text:

e
\) 127101921  Jet fuel

This subheading covers kerosene type jet fuel. This jet fuel complies with the
provisions of additional note 2(c) to this chapter.

The gas chromatographic profile of kerosene-type jet fuel, for instance the
most commonly used jet fuel A-1, is characteristic of an oil obtained by the
distillation of a crude oil and also by other petrochemical processes. The chain
length of the alkanes varies between about 10 and 18 carbon atoms. The
aromatic content may be up to 25 % by volume. Its flash point is generally
above 38 °C according to the ISO 13736 method. The freezing point is usually
not above -40 °C.

M Council Regulation (EEC) No 2658/87 of 23 July 1987 on the tariff and statistical nomenclature and on
the Common Customs Tariff (OJ L 256, 7.9.1987, p. 1).

@ 0] C 76,4.3.2015, p. 1.



Jet fuel may contain the following additives: antioxidants, corrosion
inhibitors, icing inhibitors, tracer dyes.

GAS CHROMATOGRAPHIC PROFILE OF JET FUEL TYPE A-1
(KEROSENE) SimDis ASTM D 2887 extended (equivalent to the ISO 3924

method)
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On page 127, the explanatory note to subheading

Jollowing text:

"271019 25 Other

2710 19 25 Other' is replaced by the
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This subheading covers kerosene other than jet fuel. The kerosene of this
subheading complies with the provisions of additional note 2(c) to this chapter.

The gas chiromatographic profile of "other" kerosene is characteristic of an oil
obtained by the distillation of a crude oil.

This subheading also includes:

- oils used in lamps, with a low aromatic and olefin content to prevent the
formation of soot during combustion;

- oils with a narrow range of distillation, with a gas chromatographic profile
composed only by a fraction of the GC image below.

In some cases chemical markers are present.

This subheading excludes mixtures of kerosene with other mineral oils or
organic solvents.

GAS CHROMATOGRAPHIC PROFILE OF KEROSENE OTHER THAN
JET-FUEL SimDis ASTM D 2887 extended (equivalent to the ISO 3924
method)
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On page 129,
Jollowing text:

"2710 19 29

the explanatory note to subheading '2710 19 29 Other' is replaced by the

Other

This subheading covers medium oils other than kerosene of subheadings
27101921 and 271019 25. The oils of this subheading comply with the
provisions of additional note 2(c) to this chapter.

Usually, products of this subheading are obtained by one or more chemical-
physical processes which can significantly alter the chemical composition of
those products so as to make them suitable for certain industrial uses. In
certain cases, the modification of molecular composition of those products can
be detected using GC or SimDis while for other kinds of products more
accurate determinations are necessary (e.g. gas chromatography—mass
spectrometry (GC-MS)).

An example of a SimDis profile of these oils is represented by n-paraffin as
shown below.

GAS CHROMATOGRAPHIC PROFILE OF A N-PARAFFIN SimbDis
ASTM D 2887 extended (equivalent to the ISO 3924 method)
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°C Mass % ¢ JSETER ¢ C
18P 1724 30,0 199.2 60,0 2196 90,0 2392
5.0 1748 35,0 199,06 65,0 2202 95,0 2300
10.0 176,0 40.0 200.4 70.0 2120.8 P 254,4:
15,0 188,2 45,0 200.8 75.0 2218
20,0 1972 300 2174 80,0 2370
250 198,4 55.0 2188 85,0 238,2

Another example of products of this subheading are those obtained by a
multistep process that includes:

- extraction of linear paraffins;
- hydrogenation of the de-paraffinated residue;

- fractionation by distillation of the hydrogenated and de-paraffinated residue
in products with shorter carbon cut.

These products consist of saturated hydrocarbons, mainly branched and cyclic,
with an aromatic content far less than 1 %. An example of a SimDis profile
for this kind of products is shown below:

ASTM D2887 extended (equivalent to the ISO 3924 Method)
Boiling point (°C)
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SIMDIS ASTM D 2887 extended correlation to ASTM D 86

Recovered| BP | Recovered| BP  |Recovered|BP | Recovered| BP
Mass % |°C  [Mass% |°C |Mass% |°C [Mass% |°C
IBP 234,2130.0 241,1170.0 246,5| FBP 255,9
5.0 240,0{40.0 242,21 80,0 2470

10,0 240,9150.0 243,4(90,0 250,8

20.0 241,0{ 60,0 243,8{95.0 254.5

The use of GC-MS technique may deliver a profile like that shown below as
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an example:

X-axis: time (minutes)

y-axis: relative abundance

Danan vagy YB5E

i

AL B .

s

1

i

i

é 55 49
1

I l a‘jil!

a6

Tuver {svsin}

4 g
i
l
d
Ly
E

2] £ B

GC-MS total ion chromatogram (TIC)

This profile has been obtained with the following experimental conditions:

Column Zebron ZB5-MS (or similar)
Column length 30m
LD. 0,25 mm
d. f. 0.25 um
Mass range 35-600
Ton source 250 °C
Start time 3 min
Split rate 1:60
Injector temperature 250 °C
Injection Volume 1 uL
Transfer Line 275°C
Temperature program:

Starting temperature 40 °C
Starting time 3 min

Gradient 1

2.5 °C/min up to 270 °C

Final time

10 min

This profile shows the following distribution:
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CARBON CUT

C10 | C11 | C12 | C13 |Cl4 | TOT
n-Paraffins 0,1 0,6 | 4,8 1 0 6,5
;ﬁ:gﬁ";‘;ethyl 0 | 1,5 | 142|157 |18 332
Others iso-paraffins 0 0,9 { 10,6 | 20.1 | 0,6 | 32.2
Cyclo-paraffins 0 1,2 1 61 {16303 24.0
Decaline 0,2 2 14 | 0,6 0 | 42
TOT 0,3 6,2 | 37,1 | 53,7 | 2,7 | 100

u
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fobacco neat

‘oducts

t is widely known that ciga-

rette smoking causes many

human diseases including
cardiovascular disease, lung
disease and cancer. Novel
tobacco products with reduced
yields of toxicants compared
with cigareltes, such as tobacco-
heating products (THPs),
snus and electronic
cigarettes (ECs), may
hold great potential
for reducing the risks
associated with tobacco
use for smokers who
choose to swap to only
using such products instead
of cigarettes. In the UK some
public health agencies have
advocated a potential role for
Tobacco Heating Products in
tobacco harm reduction. In
2017, the UK Independent Sci-
enlific Committee on Toxicity
were asked by the UK Depart-
ment of Health to study data
on Tobacco Heating Products.
They concluded: “As the expo-

sure to compounds of concern in
the aerosol is reduced com-
pared to conventional cigarette
smoke, it is likely that there is a
reduction in risk, though not to
zero, to health for smokers who
switch completely to heat-not-
burn tobaceo products” ‘They
acknowledged that the actual
risks associated with the use of
heat-not-burn tobacco products
cannot be quantified for a
number of reasons, such as due
to gaps in the information avail-
able and that further research is
required to verify the findings
[Committee On Toxicology,
2017] Furthermore, a recent
publication from Public Health
England (PHE) concluded “The
available evidence suggests that
heated tobacco products may be
considerably less harmful than
tobacco cigarettes”, but “nore
harmful than e-cigarettes” [Mc-
Neill, 2018] Again PHE high-
lighted that more independent
research is needed on THPs.




/\ t British American
Tobacco we risk assess
all our next generation

roducts before launch. In

s of THP consumables,

redients are sourced at the

1igh purity. Flavours are food
gradeasa niinimuin and any
ingredient that is a carcinogen,

a mutagen or a reproductive

ssussssstoxicantisiexcluded from reci-

pes. Furthermore, regulations
in the EU under the revised To-
bacco Product Directive (TPD),
require manufacturers to
submit dossiers of information
on their products disclosing
ingredients and ensuring that
electrical safety testing has been
successfully completed and that
the product has the requisite

Population
studies

electrical safety cer-
tificates. Addition-
ally, suitable device
materials that do
not leach chemicals during
consumer use are selected
to augment product safety.
Claims on these novel prod-
ucts such as ‘reduced exposure’
and ‘reduced risk’ should be
substantiated using a weight
of evidence approach based
on a comprehensive scientific
assessment. The US Food and
Drug Administration (FDA),
has provided draft guidance
outlining a framework to assess
novel products as Modified
Risk Tobacco Products (MRTP)
{FDA 2012]. In October 2017
the Italian government trans-

posed the European Union
Tobacco Products Directive
(EU TPD) to include a regula-
tory framework, whereby [in

a similar manner as the US]
manufacturers could submit
dossiers to potentially sup-
port [health-related] claims on
heated tobacco products that
could be printed on product
packaging. Based on this, we
previously proposed a scientific
framework (Figure 1) compris-
ing pre-clinical, clinical, and
population studies to assess the
risk profile of novel tobacco
products [Murphy 2017].
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e have published a

\/\ / series of 10 papers

v \v to date, that describe
both the operation of a new
commercial THF (glo) and its
assessment in a series of pre-
clinical clinical and population
based studies [Proctor 2018].
With no combustion and maxi-
mum heating of the tobacco to
240 *Cx5"Cin glo, the tobacco
consumable did not form any
ash as is found with cigarette
smoking [Ealon 2018]. The
emissions of glo correspond-
ingly showed around 90-95%
fewer tested toxicants than
those measured in cigarette
smoke.* Furthermore, a range
of analyses of physical proper-
ties concluded that the aerosol

produced was respirable. [For-

ster 2018a] "Lhe environmental

emissions were substantially

reduced when consumers used

glo compared with when

they smoked cigarettes, to the
extent that for the majority

of measured constituents, the
environmental emissions were
at similar levels as those from
the baseline measurements,
when the consumers were not
using any products. Further-
more, the PM10 measurement
of the aerosol would conform
with the recommended WHO
outdoor air limit of 10 pg/m3.

“This reduction in environmen-
tal emissions led to a reduction
in the tobacco odour on hands,
hair and fabric being perceived

from using glo compared with
smoking cigarettes under a
set of laboratory tests. The
reduction in environmental
emissions and tobacco odour
with glo were measured versus
both a flue-cured blended
cigarette and US-blended
cigarettes. [Forster 2018b]

A series of in vitro toxicologi-
cal studies indicated that glo
was non-mutagenic, showed
no tumour promotion activity
[Thorne 2018] and elicited a
substantially reduced cyto-
toxic response that was 97%
reduced relative to the response
from cigarette smoke [Jaunky
2018]. A separate study that
used a high-content screen-
ing approach with eight end

a This is a comparison between the smoke
from combusted tobacco ina 3R4F
scientific reference cigarette (approxi-
mately 9 mg/cig tar’), and the vapour from
heated tobacco in glo, in terms of the

nine types of harmful components which
the World Health Organisation recom-
mends to reduce in cigarctte smoke.”
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those observed when subjects
stopped smoking completely
[{Gale 2018 and McEwan 2018].
We have recently commenced

a year-long clinical study in

the UK measuring
consumer’s exposure
over a 90 day period
and a variety of disease
relevant risk indicators
over a 360-day period,
to assess individual
potential risk reduc-
tion. Furthermore, a range of
pre- and post-market studies

are also required to substanti-
ate them as products that can
potentially reduce risk on a
population level. It is antici-
pated that these would include
risk perception studies and an
assessment of the population’s
(current smokers, former smok-
ers, never smokers etc) inten-
tion to use glo [Murphy 2017}.
Furthermore, in the absence

of epidemiology, analytical
modelling techniques will also
be used to assess the impact of
glo on public health [Hill 2016].




heating product THP1.0. Part 5: In

assessment. Regul Toxicol Pharmaco

org/10;1016/j.yrtph:2017.09.01
McEwan M, Gale N,

J; Practor C.J, Fearor

changes in exposure
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igarettes (Figure 1a)

contain tobacco which

when lit, combust at
temperatures between 600 ~
900°C forming smoke which is
comprised of greater than 6,500
individual compounds [Rodg-
man and Perletti, 2013], of
which about 150 are known as
toxicants [Fowles and Dybing,
2003]. It is these toxicants
which are the main drivers of
smoking related diseases.

glo is a novel Tobacco

Heating Product (THP), which

comprises a tobacco consuma-
ble rod called a Neostik (Figure
1b), which is inserted into an
electrical heating device (Figure
ic). glo heats the Neostik to

a maximum temperature of
245°C [Eaton, 2017}, much
below the temperature of ciga-
rette combustion (>600°C).

It therefore heats rather

than combusts the tobacco,
forming much fewer indi-
vidual compounds and lower
levels of the toxicants associ-
ated with cigarette smoke.
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missions refer to what
L:: is emitted by a product
i (be it smoke or vapour)
en that product is be-
used (smoked or vaped).
derstanding what is in
emissions is important
because it gives an indica-
tion of what a person
may be exposed to when
they use the product.
Emissions are meas-
ured using laboratory
based pufling engines
programmed to operate
according to a spe-
cific plan, or “pufling
regime’, that prescribes
the (requency of puffs,
the duration of each puff
and the size/volume of the
. 'The pufling machines are
d to collect smoke pro-
ed by a reference cigarette
4F) and heated tobacco
vapour from glo. There are two
standard pufling regimes that
are widely used, the Interna-
tional Standards Organisation
(1SO) puffing regime, and a
so-called intensive puffing
regime designed by Health
Canada (Table 1). The Health

2
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Canada Intense (HCI) regime
may be considered to reflect
extreme consumer use for ciga-
rette smoking. This method

is in regulatory usage today
for reporting cigarette smoke
yields in Canada. Mainstream
cigarelte smoke yields are often
printed on cigarette packs,
summarizing the emissions of
Nicotine Free Dry Particulate
Matter (NFDPM -, somelimes
referred to as ‘tar’ for ciga-
rettes), nicotine and Carbon
Monoxide. These emissions
are measured using laboratory
based smoke machines set at
the ISO puffing regime (Table
1). There are currently no
standard methods for measur-
ing Tobacco Heating Product
emissions, though glo can be
measured using these regimes
for comparative purposes.
Some adaptation of these
regimes are required when
testing non-combustible prod-
ucts, for example lighting steps
do not apply and ventilation
blocking may not be possible
due to device construction.
When modified the regimes

are denoted with a “-m”
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Table 3/ Manstrearm aerasol yieids from 3R4F cigarette and gio tobacce heating product

TPM OTHER WATER NICOTINE GLYCEROL

PRODUCT (ma/stick) (ma/stick) (mag/stick) (mag/stick) (mg/stick)

27.42

Eaton el al (2017) Assessment of tobacco heating product
THPL.0. Part 2: Product design, operation and thermophysical
characterization, Reg Tox Pharm, 93, March 2018, Pages 4-13.

Fowles, ., Dybing, E., 2003, Application of toxicological risk
assessment principles to the chemical constituents of cigarette
smoke, Tobacco Control 12(4), 424-430.

Health Canada (1999). Health Canada method T-115,
determination of “tar, nicotine and carbon monoxide in
mainstream tobacco smoke.

ISO4387:2000: Determination of total and nicotine-free dry
particulate matter using a routine analytical smoking machine

Murphy ef al (2017) Assessment of tobacco heating product
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Rodgman, Al Perfetti, TA., 2013, The Chemical Components
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Nicotine 2.56%
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What is cigarette tar?

The “tar” content stated on cigarette packs in some jurisdictions is the amount of nicotine free dry
particulate matter (NFDPM) that a cigarette produces when it is smoked by a smoking machine
under a set of ISO specified conditions. NFDPM is measured and then reported on a per cigarette
basis according to ISO 4387 standard.' The ISO standard is very clear about the purpose of
measuring NFDPM by stating:

“This method is @ machine method and allows cigarettes to be smoked using a strictly controlled set
of parameters. Thus, it enables the NFDPM and nicotine from cigarettes, when smoked by this
procedure, to be compared and ranked on the basis of machine yield.”

Strictly speaking, NFDPM from a cigarette is only called “tar” when it is measured by ISO 4387;
NFDPM values measured by any other conditions are just NFDPM values, and cannot be called “tar”.

ISO 4387 standard also contains some important caveats:

“No machine smoking regime can represent all human smoking behaviours;”

This approach is similar to car emission testing under standard laboratory conditions, which does not
reflect real emission levels a driver may get in rea! life situation.

And: :

“machine smoking testing is useful to characterise cigarette emissions for design and reguiatory
purposes, but communication of machine measurements to smokers can result in misunderstanding

about differences in exposure and risk across brands;”

Indeed, to avoid misinterpretation of cigarette smoke ISO NFDPM (tar) content by consumers, the
EU requires its reporting for cigarette to ensure that the maximum level authorised is not exceeded
(10 mg)? but does not allow disclosure of this information on the pack to avoid misunderstanding by
consumers on the relative health hazards of different cigarette.?

Why the “tar” terminology should not apply to tobacco heating products like glo™?

The ISO 4387 standard clearly states that NFDPM for cigarette smoke is sometimes referred to as
“tar” and this terminology has indeed been widely used to describe cigarette smoke in the scientific
literature and public media. We do not believe the aeroso! produced by a tobacco heating product
like glo™ should be described as “tar” for the following reasons.

e An internationally developed equivalent of I1S04387 for tobacco heating products currently
does not exit. it is technically incorrect to simply apply a test method for a cigarette to
another type of products without adequate consideration of the purpose of the test, the
product design, and the nature of the aerosol produced. For example, ISO4387 clearly
defines the number of puffs a cigarette will produce under the test condition, judged by the
so-called “butt mark”. There are other technical details in 1SO4387 that cannot be directly
copied to test a tobacco heating product, and different test laboratories may choose to
interpret these details differently, hence leading in different test results.

e “Tar’ from cigarettes is well a studied and characterised chemical entity in scientific
literature. Using the term “tar” to describe the aerosol produced from a tobacco heating
product like glo™ would falsely imply that these products are capable of producing cigarette

" /SO 4387: Cigarettes — Determination of total and nicotine—free dry particulate matter using a
routine analytical smoking machine

2 DIRECTIVE 2014/40/EU, Article 3, paragraph 1(a)

3 DIRECTIVE 2014/40/EV, Article 18, paragraph 1(a)




smoke which they are not. Several scientific publications**, including a recent independent
study®, demonstrated that the composition of NFDPM for cigarette smoke and tobacco
heating product emissions is fundamentally different. Chemically, harmful and potentially
harmful constituents found in tobacco heating products are much lower (50-90%)’ as
compared to cigarette smoke which suggests the aerosol formation process is fundamentally
different. Furthermore, laboratory results have shown that the aerosol produced by glo™
has a very different biological effects as compared to cigarette smoke.®°*°

* Jaccard G et al., Regulatory Toxicology and Pharmacology 90 (2017) 168
° Forster M et al, Reguiatory Toxicology and Pharmacology 93 (2018) 14833
b1 X et al, httos://academic.oup.com/ntr/advance-article—
abstract/doi/10. 1093/ntr/nty005/4793230

7 Committee on toxicity

8 Jaunky T et al, Regulatory Toxicology and Pharmacology 93 (2018) 52e61
® Taylor M et al, Regulatory Toxicology and Pharmacology 93 (2018) 62e70
% Thorne D et al, Regulatory Toxicology and Pharmacology 93 (2018) 71e83






