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. Introduction

Philip Morris Asia Ltd. is pleased to have this opportunity to provide its comments on the proposals to
mandate health warnings covering a minimum of 85% of the front and back panels of tobacco packaging
and to ban non-nicotine containing e-cigarettes. This opportunity is especially welcome in light of the
attempt by the Food and Health Bureau (FHB) to circumvent the democratic process and propose
legislation without consulting interested parties.

We oppose the proposal to increase the size of health warnings to 85%, thus leaving only 15% of
tobacco packaging available for communicating product attributes to consumers because:

e The proposal is based on the flawed logic that because two countries have implemented 85% or
larger health warnings, Hong Kong should follow;

e The FHB has presented no evidence to support the claim that 85% health warnings would
reduce smoking in Hong Kong, and the available data from countries that have implemented
excessively large health warnings suggest they are no more effective than smaller warnings;

e The proposal could trigger substantial growth in the already booming Hong Kong black market;

e The limited space available for branding will make it difficult to communicate product
information to consumers; and

e The proposal’s impact on intellectual property raises serious legal concerns.

The FHB’s proposal to maintain the existing ban on nicotine-containing e-cigarettes and prohibit non-
nicotine e-cigarettes is misguided and ignores significant scientific and empirical evidence and
regulatory precedents:

e Evidence shows that e-cigarettes could reduce risk in smokers who fully switch to them and
benefit public health;

e Evidence shows that they are used almost exclusively by current smokers or recent ex-smokers
and that sustained use by non-smokers and minors is negligible;

e Evidence shows that the availability of e-cigarettes has not adversely impacted smoking
initiation and cessation rates among youth or adults;

e Leading regulators recognize e-cigarettes potential to benefit public health and have not
prohibited e-cigarettes or regulated them as medicines.

Il. The Food and Health Bureau fails to articulate what 85% health warnings would accomplish

In order to ensure high quality and effective regulation, global better regulation principles require the
clear identification the problem to be addressed, only after which it would be appropriate to consider
regulation to addresses the problem.' In the case of the proposed 85% health warnings rather than
clearly identifying a problem with the existing health warnings, the FHB appears to propose the measure
first and develop the justification after the fact.

The FHB makes no suggestion that larger health warnings are necessary to remedy a lack of
understanding of the health risks of smoking. In fact, Hong Kong government awareness and education
campaigns conducted since the 1980s have ensured that awareness of the risks of tobacco use is nearly
universal.



Furthermore, Hong Kong is fully compliant with its obligations under the World Health Organization
Framework Convention on Tobacco Control. In fact, Hong Kong exceeds the FCTC mandatory minimum
of 30% health warnings on the front and back of the tobacco packaging, and unlike many countries,
meets the FCTC’s aspirational recommendation of 50% health warnings."

Instead of articulating a problem to be addressed by increasing the size of health warnings, the FHB
policy paper seeks to justify the policy based on the “overseas experience.”" In this respect, the FHB
appears to suggest that the actions of other countries justify the implementation excessively large
health warnings in Hong Kong, and specifically names Pakistan, Nepal and Thailand as having 85% or
larger health warnings.” As a threshold matter, the FHB is mistaken — Pakistan has not implemented
85% health warnings. The government has twice delayed implementation and formed a ministerial
committee to undertake consultation with interested stakeholders in order to assess whether the
measure would actually reduce smoking, as well as the impact on illicit trade and government revenues.
With respect to Thailand, the FHB fails to disclose that since the implementation of 85% health warnings,
cigarette consumption has gone up, continuing a multi-year trend of increasing tobacco consumption.

Statements made during the Panel on Health Services meeting on May 18 at the Legislative Council
suggest that the FHB also seeks to justify the larger health warnings on the basis that they will reduce
smoking. At the meeting, however, the FHB could provide no estimate of the impact of increasing the
size of health warnings on Hong Kong’s long declining smoking rate, currently at 10.7%" and among the
lowest in the world, nor did it cite a single piece of empirical or even anecdotal evidence that larger
health warnings would have this effect. If anything, the inability of the FHB to cite evidence that larger
health warnings reduce smoking is consistent with the “overseas experience.”

A. The domestic and overseas experiences show that larger health warnings are not more
effective

If the FHB was serious about implementing effective tobacco control measures that reduce the harms of
smoking, it would first look at existing measures to assess whether they have actually worked. For this,
one would need to analyze available smoking prevalence data from before and after the
implementation of regulatory measures, while controlling for confounding factors, to determine which
have reduced smoking and by how much.

While the FHB has not analyzed the efficacy of health warnings in Hong Kong, Dr. Kevin K. Tsui and Dr.
Kwok Ping Tsang from Clemson University and Virginia Tech University have and conclude:"

our empirical analysis suggests that larger graphic cigarette warning labels are
ineffective in reducing smoking prevalence in Hong Kong.

Using government data, the experts analyzed whether increasing the size of health warnings between
1994 and 2007 (from 20% to 25-30% and finally to 50%) reduced smoking. After controlling for the long-
term decline in smoking prevalence and other tobacco control measures, they concluded that increasing
the size of health warnings had no effect on smoking rates:*"

We have found that neither the introduction of regulation that mandates the size of the
health warnings at the beginning of 1994 nor the later expansions around the mid of



2000 and near the end of 2007 played any discernible role in the decline of smoking rates
in Hong Kong.

The experts’ findings are in line with a 2012 United States court decision which addressed the potential
impact on smoking prevalence of health warnings covering 50% of the front and back panels of cigarette
packs."™
predicted that increasing health warnings to 50% of the front and back of tobacco packs from the
current side panel text warning would have an effect of only 0.088%, which the FDA admitted was “not
statistically distinguishable from zero.”™

Even the US Food and Drug Administration (FDA), which proposed the warnings in question,

The court in that case conducted a detailed analysis of the evidence base on which the FDA relied,
finding:

FDA has not provided a shred of evidence ... that the graphic warnings will “directly
advance’ its interest in reducing the number of Americans who smoke.

Furthermore, the court criticized the FDA when it argued, as the Hong Kong FHB now argues, that the
actions of other countries should serve as a basis for action in the US:®

FDA makes much of the ‘international consensus’ surrounding the effectiveness of large
graphic warnings, but offers no evidence showing that such warnings have directly
caused a material decrease in smoking rates in any of the countries that now require
them.

Finally, the court examined and rejected survey-based studies relied on by the FDA and advocates of
larger health warnings, referring to such studies as “questionable social science”" because they did not
measure actual smoking behavior and instead drew conclusions based on study participants’ thoughts or
intentions.

1. Empirical evidence from overseas provides no support for the proposal

In December 2014, Thailand became the first and only country in the world to require 85% health
warnings on all cigarette packs sold at retail, ™ up from 55% previously. Prior to implementing the
measure, the government and anti-tobacco groups claimed that the larger health warnings would
reduce smoking:

This will help our campaign to lower the number of smokers in Thailand.

Narong Sahametapat, Permanent Secretary for Public
Health Ministry*"”

The bigger the warnings are, the better we will be at preventing people from smoking.

Nopporn Cheanklin, from the Public Health Ministry's
Disease Control Department™

The early evidence appears to show the opposite. Cigarette consumption in Thailand continues to
increase. In fact, in the first quarter of 2015 (with 85% health warnings) retail cigarette sales increased
by 281 million sticks compared to the first quarter of 2014 (with 55% health warnings).



Retail cigarette sales (Q1 2014 v Q2 2015)
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Other countries have had similar experiences when increasing health warning size in an attempt to
reduce smoking rates. For example, Canada has always had larger health warnings than its neighbor,
the US. While the US requires only a small textual health warning on the side panel of packs, Canada
required 50% health warnings from 2000 and 75% health warnings from 2012. Despite the stricter
requirements, smoking prevalence in Canada fell no faster than prevalence in the US, and as illustrated
below, smoking rates in the US were lower than in Canada despite Canada’s significantly larger health
warnings.
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This lack of efficacy is not surprising in light of the research that is often cited in favor of large graphic
health warnings, which typically consists of surveys of attitudes and intentions (i.e. what people think or



claim they might do) and does not measure actual smoking behavior. Similar to the findings by the US
appellate court that this type of research is “questionable social science,” a 2011 review of more than
2,000 studies regarding the effects of health warning label size found that the studies do not support the
contention that larger health warnings are more effective than smaller ones.™ In fact, of the thousands
of studies analyzed, only four looked at the effect of health warnings on actual smoking behavior. Of
those, three found no effect, and the fourth failed to control for confounding factors, completely
undermining its validity."

B. Increasing health warnings to 85% risks fueling the already prolific Hong Kong black market

The cigarette black market in Hong Kong is staggering — in 2013, one of every three cigarettes consumed
in Hong Kong was smuggled. This gives Hong Kong the dubious distinction of having one of the highest
rates of illicit tobacco use among 14 Asian countries in a recent analysis, well above the average of
10.9%:"
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To put this in perspective, 1.8 billion illicit cigarettes were consumed in Hong Kong in 2013, roughly the
same amount as in Indonesia, where the total market is 57 times larger than in Hong Kong.™ By any
measure, Hong Kong faces a substantial cigarette illicit trade problem.

The tobacco black market brings with it significant consequences for the Hong Kong economy, the legal
tobacco industry and society as a whole. Oxford Economics estimates that in 2013, the Hong Kong
government lost nearly USS 400 million in taxes to the tobacco black market — taxes that could have
been put to good use to fund education, health care or tobacco control programs, among other things.™

At the same time, the tobacco black market fuels organized crime, which engages in criminal activity
going well beyond the illicit tobacco trade. In Hong Kong, there have been many reports of the
involvement of triad criminal gangs in the illicit tobacco trade. For example, in February 2015, the
Regional Anti Triad Unit Kowloon East seized 170,000 illicit cigarettes and arrested two people in a raid
of an illicit cigarette storage facility believed to be operated by a major triad.™

Extreme regulation, like the proposed 85% health warnings, risks further increasing the already
overwhelming black market. Countries that have implemented extreme regulatory measures in an
attempt to reduce smoking have seen these policies backfire and trigger increased illicit trade.
Australia’s draconian packaging and labeling requirements are a prime example. As of December 2012,
all cigarettes sold in Australia must bear health warnings covering 75% of the front and 90% of the back
of the pack, and retail packaging cannot include logos or trademarks other than the brand name and
variant displayed in a uniform size, place and font. While the measure has not resulted a reduction in
smoking above and beyond the pre-existing decades-long trend of declining prevalence,™ the black
market has reached historic levels. According to Oxford Economics, the illicit consumption increased
from 11.3% in 2012 to 13.2% in 2014™". This trend is confirmed by the renowned international
consulting firm KPMG,*" according to whom the tobacco black market grew by more than 17% in the
first year of plain packaging (from 11.5% of total tobacco consumption in 2012 to 13.5% in 2013) and
continued to grow to 14.5% of total consumption in 2014.%" As a result, the Australian Customs and
Border Protection Service has, for the first time ever, identified black market tobacco and its links to
organized crime as an operational priority:™"

The involvement in importing illicit tobacco by serious and organised crime is one of the
reasons we have actually nominated it as being an operational priority for the service.
With that comes the game we always play with organised crime, which is to stay one
step ahead.

Hong Kong should be mindful of this risk and careful to not follow in the footsteps of countries like
Australia, both because increased illicit trade is a potential consequence of excessive regulation and
because the illicit trade undermines the very objectives governments seek to achieve through tobacco
control efforts. It is well-established that the black market, where minimum age laws are not enforced,
is a popular source of tobacco for youth.™" At the same time, the rock-bottom prices offered on the
black market — well below those of the legal market — undercut the use of tax measures, which are
widely recognized as effective means to reduce smoking when applied in a reasonable manner that does
not encourage illicit trade. ™"



Rather than ineffective packaging measures that may exacerbate the already rampant illicit trade, if
Hong Kong is serious about reducing smoking, it should focus on reducing the illicit trade, which will in
turn enhance the efficacy of other tobacco control measures.

C. Increasing health warning size to 85% of front and back of packs would negatively impact
consumers’ right to be informed and manufacturers’ intellectual property

Health warnings covering 85% of the front and back of tobacco packs would prevent manufacturers
from including certain descriptive product information on packaging. As packaging is among the only
avenues left in Hong Kong to tell consumers what they are purchasing, limiting the product information
that manufacturers can communicate to consumers could violate consumers’ “right to be informe
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Furthermore, as explained by the International Trademark Association (INTA),”* limiting the available
space would force manufacturers to give up elements of their distinctive branding, many of which are
registered and protected as trademarks under Hong Kong law.™ As use is the essence of trademarks,
the impact would be to deprive manufacturers of all economic utility and value in these marks, which
are also valuable property.™" Many of the trademarked elements of current day tobacco packaging
would have to be abandoned if only 15% or less of the pack face were available for displaying branding
and trademarks.

Legislation that restricts the use of or effectively deprives individuals of their property raises serious
legal concerns. For example, when considering the impact of a proposal for health warnings covering
75% of the front and back of tobacco packaging, the European Union Parliament Committee on Legal
Affairs expressed concern and suggested that 50% health warnings would be more appropriate:™"

Reducing the space available on the front and back surfaces to less than 25% would . . .
make it difficult to sufficiently distinguish the products of one producer from those of
others, thereby depriving the trademarks of one of their main functions. The
trademarks could also not properly fulfill their other functions ... This would also not be
in accordance with national constitutional law as well as international treaties such as
the TRIPS Agreement.

Bearing in mind the impact on intellectual property rights, it is more than surprising that
the Commission did not even consider less restrictive measures such as smaller health
warnings. Taking into account the importance of intellectual property rights and
legitimate health objectives, it is suggested that health warnings should cover 50 % of
the front and back surface.

As in the EU, private property rights enjoy vigorous protection under Hong Kong’s capitalist system, and
in particular under Articles 6 and 105 of the Basic Law.”™" In the words of the venerable jurist P.Y. Lo,
“Bearing in mind that the Basic Law entrenches Hong Kong’s capitalist system, [private property rights]
ought to be generously interpreted.””" In fact, in 2006, when confronting the similar issue of a product
descriptor ban that would prevent the use of certain trademarks, the Hong Kong Department of Justice,
the Health, Welfare and Food Bureau, and the Intellectual Property Department, agreed that the
cumulative effect of the proposed ban and other tobacco control measures created a “serious risk” of a



de facto deprivation of property.™ In order to prevent the deprivation, the decision was taken to
structure the descriptor ban in a way that did not prevent the use of certain trademark rights.

Furthermore, preventing the use of trademarks as registered by limiting the packaging space on which
they can be applied may be inconsistent with Hong Kong’s obligations under various international
agreements. As explained by INTA, the World Trade Organization Agreement on the Trade Related
Aspects of Intellectual Property Rights (TRIPs) prohibits the “unjustified encumbrance of the use of
trademarks in the course of trade.”™ " Absent any evidence that substantially increasing the size of
health warnings would lead to a material reduction in smoking, and given the availability of less
restrictive alternative measures to reduce the harms of tobacco use, it is unclear how such an
encumbrance could be justified.

Hong Kong enjoys a reputation as an ideal IP trading hub according to a survey of more than 500
business leaders, ™" which comes in part from the government’s strong commitment to protection of
intellectual property rights.”*™ The government should carefully consider the message it would send to
current and potential investors should it implement a measure that undermines intellectual property
rights. In this regard, Australia is again instructive. Following the de-branding of tobacco products, the
influential Global Intellectual Property Center of the International Chamber of Commerce criticized
Australia, citing “restrictions on the use of brands, trademarks and trade dress in packaging” as a key
“area of weakness.”

At a minimum, the government should insist that the FHB present robust empirical evidence that such
measures would achieve their objectives in Hong Kong before taking further legislative action.

M. E-cigarettes should be properly regulated, not prohibited

The FHB provides no evidence that its proposal to maintain the existing ban on nicotine-containing
electronic cigarettes and prohibit non-nicotine e-cigarettes would reduce smoking rates. To the
contrary, there is compelling evidence that allowing Hong Kong’s adult smokers access to nicotine-
containing e-cigarettes could reduce their risk of smoking related disease and benefit public health.

A. Introduction

When a cigarette is lit, the burning of tobacco and other materials creates smoke, which contains
nicotine and thousands of other chemicals. Some of these chemicals are widely recognized as being
associated with the development of smoking-related diseases.” At the same time, experts agree that
nicotine, while addictive, is not the primary cause of smoking-related diseases. In 2007, Britain's Royal
College of Physicians observed "...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 effective

as a cigarette substitute, millions of lives could be saved.”"

E-cigarettes are not cigarettes, do not burn tobacco and do not generate smoke. They use battery-
powered electronics to vaporize a nicotine-containing solution to create an aerosol, commonly referred
to as vapour, with far fewer harmful chemicals than cigarette smoke.™™ A growing number of public
health authorities and experts view the emergence of e-cigarettes and other non-combustible
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alternatives to cigarettes as “among the most significant health innovations of the 21st Century —
perhaps saving hundreds of millions of lives...”"

Providing adult smokers with reduced-risk alternatives to cigarettes is a priority for Philip Morris Asia
Limited and its ultimate parent company, Philip Morris International. Our goal is to develop a portfolio
of novel products, including e-cigarettes, which replicate the sensorial and taste attributes of cigarettes
and deliver a nicotine-containing aerosol that is significantly less harmful than cigarette smoke.

B. Evidence shows that e-cigarettes could reduce risk in smokers who switch to them and benefit
public health

In order for an alternative to cigarettes to benefit public health, it must satisfy three conditions.

e First, its potential to reduce risk in smokers who switch to it must be established by sound
science and measured against a clear standard.

e Second, the product must be a satisfying alternative to conventional tobacco products.

e Third, the product’s marketing and use must not adversely impact initiation and cessation of
overall conventional tobacco use.

The available evidence strongly suggests that, as a class, nicotine-containing e-cigarettes meet those
three criteria.

First, nicotine-containing e-cigarettes are likely to present significantly lower risk of smoking related
disease to individuals than combustible cigarettes. For example, a 2014 publication by the UK Royal
College of Physicians noted that “Switching completely from tobacco to e-cigarettes achieves much the
same in health terms as does quitting smoking and all nicotine use complete/y.”x"’ A group of scientific
and tobacco policy experts reviewed all the available scientific literature on e-cigarettes and concluded:

“based on the data available regarding the toxicant content of EC liquid and aerosol, long-term use of EC,
compared to smoking, is likely to be much less, if at all, harmful to users or bystanders. This is because
unlike cigarettes, EC do not deliver combustion-generated toxicants that are linked to cancer, chronic
lung disease and cardiovascular disease (C VD).

Although, to our knowledge, no individual e-cigarette has been subjected to the full set of studies that
would be necessary to precisely quantify its specific risk profile, there is little doubt among the scientific
and policy community that smokers who switch to e-cigarettes would likely significantly reduce their risk
of smoking-related diseases.

Second, evidence from places where e-cigarettes are widely available shows that e-cigarettes are a
satisfying alternative to conventional tobacco products for millions of smokers and they are not used by
never smokers. For example, a recent briefing paper by Action on Smoking and Health—-UK noted that
“there are currently 2.6 million adults in Great Britain using electronic cigarettes. Of these,
approximately 1.1 million are ex-smokers while 1.4 million continue to use tobacco alongside their
electronic cigarette use. Regular use of the devices is confined to current and ex-smokers and use
amongst never smokers remains negligible.”'Similarly, a government-funded monthly survey of
thousands of UK smokers and non-smokers found that “E-cigarettes may have helped approximately
20,000 smokers to stop last year who would not have stopped otherwise.” ™"



Third, evidence shows that the availability of e-cigarettes has not adversely impacted smoking initiation
and cessation rates. Again, the UK’s robust data are instructive, showing that the advent and growth in
e-cigarette use “has been accompanied by an increase in smoking cessation rates, a continued reduction
in [smoking] prevalence and no increase in smoking uptake” and “by a decrease rather than increase in
smoking uptake by children.”™™

Evidence also shows that e-cigarettes more likely to be gateways out of smoking than gateways into
smoking. The same review concluded, “[A]lthough there have been claims that EC [electronic cigarettes]
are acting as a ‘gateway’ to smoking in young people, the evidence does not support this assertion.
Regular use of EC by non-smokers is rare and no migration from EC to smoking has been documented (let
alone whether this occurred in individuals not predisposed to smoking in the first place).”

FHB and COSH have provided no evidence to justify a prohibition on e-cigarettes; significant evidence
from countries which permit e-cigarettes to be sold suggests that e-cigarettes should be available for
adult smokers to use as alternatives to combustible cigarettes.

C. The Legislative Counsel should properly regulate e-cigarettes, not ban them

We recommend that the Committee reject FHB and COSH’s recommendation to prohibit non-nicotine e-
cigarettes and maintain the existing ban on nicotine-containing e-cigarettes. Instead, the Legislative
Council should support and encourage the development, assessment, commercialization and use of
potentially reduced risk non-combustible products by adult smokers as alternatives to combustible
cigarettes.

The European Union and the United States have already adopted, or are in the process of adopting,
dedicated legislative and regulatory frameworks for e-cigarettes and other alternatives to combustible
cigarettes. In the EU, for example, e-cigarettes will be regulated under the 2014 Tobacco Product
Directive (2014/40EU). As the EU Commission stated, “The new legislation does not ban e-cigarettes,
nor was there ever a plan to ban such products. Not only will consumers still be able to buy and use e-
cigarettes, but they will benefit from improved safety and quality requirements.”"

We would recommend that the Hong Kong Legislature establish a framework for e-cigarettes that
includes:

e Regulating them in a dedicated category or as tobacco-related products, not as medicines;
e Prohibiting their sale to minors;

e Subjecting e-cigarettes and e-cigarette ingredients (including nicotine) to quality and safety
requirements;

e Regulating the advertising and marketing practices for e-cigarettes in a balanced way to
minimize exposure of nonsmokers and minors while ensuring smokers and e-cigarette users are
informed about their availability and benefits;

e Prohibiting therapeutic claims unless the product and claims are authorized as medicines;
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e Prohibiting comparative claims of reduced risk or reduced exposure unless substantiated by
product-specific clinical studies and other data;

e Prohibiting the use of candy or confectionary brands and marketing, such as the use of cartoon
character trademarks.

The Committee should consider empirical and scientific evidence and regulatory best practices in
deciding on the options they will allow for Hong Kong’s more than 600,000 adults who smoke.

VI. Conclusion

The FHB urges the government to implement tobacco control measures that it claims will protect and
improve public health — a goal we support. Neither it nor COSH have provided any evidence that their
proposed measures will reduce smoking rates or the burden of smoking-related disease — which is the
evidence the Legislative Council should require before adopting FHB’s proposals. In fact, the evidence
shows that FHB’s proposals would not reduce smoking rates: FHB can provide no data showing that
health warnings have reduced smoking in Hong Kong or that excessively large health warnings have
reduced smoking in other countries. Instead, the FHB can only characterize the acts of two countries as
a “trend” towards 85% or larger health warnings. A deeper look at the Hong Kong and international
experience confirms that larger is not better — increasing health warning size does not appear to impact
smoking rates. At the same time, excessive regulation undermines intellectual property rights and can
bring with it unintended consequences such as increased illicit trade.

The proposal on e-cigarettes would deprive smokers of access to potentially less harmful alternatives to
cigarette smoking. If the FHB was serious about improving public health, it would look beyond measures
that have proven ineffective in the past and recognize the growing consensus that novel products such
as e-cigarettes could provide hundreds of thousands of adult smokers in Hong Kong with potentially less
harmful options and benefit public health.
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