From: Clive Bates <clivedbates@gmail.com>
Sent: fundi 18 novembre 2013 19:03
. Tor .

Subject: Presidency 'non-paper’ on the TPD Art 18 on e-cigarettes - a commentary
Attachments: TPD - Article 18 LT Presidency - annotated FINAL.doc

Dear members of Health Council working group

I was forwarded a copy of the Lithuanian presidency's non-papet’ on options for TPD Article 18 (on e-
cigarettes / NCPs), which I am sure you will have seen. It is an excellent paper and a very worthwhile
initiative by the presidency as it raises a number of important questions under its 13 headings. In order to
contribute constructively to what is an otherwise quite opaque process, I have annotated the Presidency's
non-paper with comments on the main questions raised.

In summary, [ think the Parliament's amendment is a substantial improvement on medicine regulation (you
can read about why medicines regulation would have been inappropriate here:
hitp://www.clivebates.com/?p=1546).

 With respect to the presidency's non-paper, these are the main points I wanted to draw out:

1. The case for applying tobacco advér’tising restrictions to e-cigarettes is counterproductive and will only
aid incumbent tobacco manufacturers. Advertising restrictions should be left to member states for now, with
-the option to amend 2003/33/EC and 2010/13/EU at a later date if a real cross-border problem emerges.

2. The 30mg/ml nicotine limit should only be increased. These stronger liquids are important for the more
heavily addicted smokers and for people making the initial transition from smoking to e-cigarettes,

3. The Parliament was right to emphasise the importance of flavours in its vote. These are integral to the
~product and to the proposition to smokers. Unless and until a problem emerges with flavours, and none has
to date, there is no case for imposing restrictions in an internal market directive.

4. Warnings are larger and bolder than justified by the risks. When combined with other labelling
requirements (e.g. for the CLP regulation) they occupy more space than would be proportionate,

There are many other points of detail and explanation included in the commentary. I hope you find this
useful as you consider the best way to draw the TPD negotiations to a successful conclusion later this
year. I would of course be happy to discuss this if you have questions or disagreements.

I apologise if I have any incorrect email addresses or an incomplete list for the working group. If you have
colleagues who might be interested I would be grateful if you could pass this on.



Disclosure: no competing interests. I am an independent advocate for improved public health through harm
reduction. ' '

Yours sincerely

Clive Bates
Counterfactual

+44 77 6879 1237

Twitter: Clive Bates
Web:; www.clivebates.com




Commentary on:

Presidency non-paper on nicotine containing products (Article 18)

This is a commentary on the Lithuanian Presidency’s recently circulated ‘non-paper’ on
regulation of nicotine containing products (NCPs) through Article 18 of the proposed revision
of the Tobacco Products Directive. The paper was prepared to assist the Council in forming
views in the trilogue process progressing through November and December 2013, It
constructively raises questions about the appropriate approach to regulating e-cigarettes and
related products. The paper is reproduced below, with comments provided in shaded boxes
throughout the text:

‘My comments on the text are shown like this

The Presidency’s paper is reproduced, with my comments, starting on the following page. I
recognise that the document was for internal use within the Council, but the process of
settling these important public health issues is unfortunately closed and opaque, and the usual
function of a non-paper is to open up debate. This is intended as a constructive contribution
to the trilogue deliberations.

Disclosure: I have no competing interests. My interest is in securing the best public health
outcome in the design of the new Tobacco Products Directive.

16 November 2013

Clive Bates

Counterfactual Consulting and Advocacy

Former Director, Action on Smoking and Health (UK) 1997-2003
London, UK.




Proposal for a Directive of the European Parliament and of the Council
concerning the manufacture, presentation and sale of tobacco and related
products

Presidency non-paper on nicotine containing products (Article 18)

THE EP AMENDMENT

The EP (amendment 170) proposes to treat nicotine-containing products (NCPs) as consumer
goods subject to notification before their placing on the market according to Article 17 (the
same notification as for 'movel tobacco products’). They shall comply with the requirements of
the General Product Safety Directive 2001/95/EC. The maximum level of nicotine allowed in

such products is 30 mg/ml.

Only NCPs presented as having properties for treatment or prevention of diseases shall be
authorised according to the pharmaceutical legislation, i.e. Directive 2001/83 on the

Community code relating to medicinal products for human use.

The EP does not want the additives set out in Article 6.4 of the Commission's proposal (i.e.
vitamins, caffeine, taurine, additives having colouring properties) to be used, thus NCPs
containing those additives shall be banned. On the other hand, the EP is expressly allowing
the use of "flavourings” (including ingredients with characterising flavour) and they should be
available on sale as tobacco products, meaning the EP is against limitation of their sale to

pharmacies.

The EP suggests additional provisions for NCPs that are comparable to those available for

tobacco products:

a) ban on cross-border distance sales of NCPs

b) health warnings;

¢) reporting on ingredients and emissions by brand name and type;

d) limitations on advertising and sponsorship according to the Directive 2003/33 (ban on
advertising in the press and printed publications, radio broadcasting and the sponsorship

of events with cross-border character) and the prohibition of commercial communications



and product placement in television broadcast or on-demand audiovisual media service

according to the Directive 2010/13/EU {Audiovisual Services Directive).

THE ISSUE AT STAKE

The main objective of the Parliament seems to be that the NCPs are available on the

market in the same way as tobacco products. It is expected that the EP will show limited

flexibility on this issue.

IfThe European Perhament dzd reeogmse that 1t would be anoma]ous to plaee restnctlons one
availability of NCP refative to tobacco products (for example restnotmc them de facto o
pharmacy sales only) but it had other concerns too : L '

-:(1) The EP Legal Affairs comrmttee found 1t to be unlawful on proportlonahty and non-
idlscrimmatzon grounds -a V1ew supported by demsxons in member state eou;rts |

;(2) It Would be hugely burdensome oostly and restrictlve and destroy many smail busmesses
’g1ftmg the market to the tobacco mdustry SRR . L - O

3".(3) It would slow mnovatlon and hmlt the harm reductlon potentlal of these products It Would ;
.tend to protect the ci garette market - S ‘

;_-(4) Creates a de faeto ban on most produets eurrenﬂy on the market and used sueeessfully and_

';greaﬂy reduced

:(5) Its restnct;veness would promote 111:c1t markets and merease home mtxmg

i '(6) The Parhament reeogmsed that ﬂavours are mtegral to the Vlablhty and success of these:;
fproducts as altematives to smokmg L LA S '

So the question that arises is whether Member States could agree to a solution that would

not make the NCPs subject to pharma. legislation, provided adequate safeguards are added for

these products.

In order to assess this question it is important to reflect about the underlying reasons for

subjecting NCPs above a certain nicotine threshold to the pharmaceutical legislation.

Ultimately the issue is whether the underlying concerns could be adequately addressed in a

legislative framework, which applies to NCPs regulated as consumer products.




In this respect it is important to recall that already the General Approach foresaw the
possibility that nicotine-containing products below a certain nicotine threshold are subjected
to consumer products legislation. Their placing on the market was allowed subject to two
conditions (beyond the existing regulatory framework): a text warning and ingredients

reporting.

‘POINTS TO BE CONSIDERED

There are several issues to be considered. The attached list — whilst already quite long - is not

meant to be comprehensive and Member States are invited to comment and share their own

considerations:

I Product scope
Would there be a need to limit the product scope to "e-cigarettes" only or should all
NCPs be covered by the new rules (knowing that some NCPs are currently authorised
according to pharma. legislation in some Member States)? It would seem that the

main concern of the EP is on "e—cigarettes”.

, unforeseendevelopments.




2.

Safety and quality
Would there be a need for additional safety and quality requirements beyond those in
the General Product Safety Directive 2001/95/EC?

‘j-dxrectwes do not address There may be a ‘case for givmg precxse spec1ﬁc and.
harmonised meaning o the general obhgatlons to make products that are safe under
the GPSD. However, some care should be taken — the experience of measuring and -
dzsplaylng ‘yvields’ for cigarettes proved misleading for several generations and is
only now being (partially) addressed. It is important to avoid hasty but arbitrary
standard setting. The TPD should establish the mechanism by which such standards
;can be developed rather than attempt to develop. them by December. The starting
point should be. tecoghition that . these products have vasﬁy lower risks. than the

‘products. that they- d1sp1ace There is'no need for hasty emergency regulauon to

faddress an. unfo]dmg crisis, because there is no cr131s

Are different rules needed for the nicotine containing cartridges and the devices

through which the nicotine is "vaped/inhaled"?

;No the focus should be on the 11qu1d or other mcotme sou:fce There a:re too many
_dev:lce and 11qu1d combinations for thls to be posmble o : '

Is there a need for a CE standard or for subjecting NCPs to good manufacturing

_ practices?

,Thls is, potentlally very costly and disruptive if the GMP is set at a pharmaceutical

“standard, ‘which is unnecessary for these products and would destroy much of the

established supply chain. The proposal should be subject to impact assessment and
consultation with the affected industries ~ with an attempt to assess how this will
1mpac1 on existing supply chains and if it will create a counter-productive barrier to
entry . that. ~would Jeave - only tobacco companies and -existing pharmaceutical
compames able to compiy The pharmaceutical GMP standards are unnecessarily
exacting, ‘and exist to ensure consistent dosing of potent pharmaceuticals. That is
unnecessary for these NCPs. Some clarity on options for different forms of GMP
'should be mvestloatcd (eg. a variation on ISO22716) and may be adaptable to NCPs.

Is there a need to clarify that the ultimate responsibility for product safety lies with

the manufacturer?




Is there a need for safety alerts beyond the existing RAPEX system? Is there a need to

ensure consistent dosing?

Maximum nicotine content

What would be an appropriate limit of nicotine content for NCPs? The EP is proposing

30 mg/ml.

""(2) smokers:wh are just making the smtch often start’ on the ronger hquzds.to-_
recreate the effect of smoking and then reduce the strength over time as they leam to




use the products and/or they statt to reduce dependence Itis hkely that ‘zhe strongest
ilquids are_1mportant ‘bmdgmg products for srnokers e

.(3)__j it works_ agamst mnovatmn that mlght a531st m deveiopment of more compaet

Any hazards assoolated wnh high nicotine concentrations are addressed by apphcatzon
-_of CLP reguianon {1272/2008) on classification, Iabelhng and packaging. It is far
_more 1mp0r£ant to set standards for quality/purity — i.e. ‘thresholds for contaminants.

If there is concern about lethal exposure to nicotine through ingestion or skin contact,
then officials should be aware of the latest work in this area, suggesting the widely
‘quoted adult lethal dose of 60mg nicotine is based on no substantial science and is too
low by a factor of 10-20 times. (see Bernd Mayer, University Graz, Austria, How
much mcorme kills a kuman? Tracing back the generally accepted lethal dose to
dubious. seiff -experiments in  the ‘nineteenth. century Archives of Toxicology
;-10 1007/500204 013 1127-0, October 2013).

::However 1f Parhamem and Council agree there miust be a threshold for nicotine
:_densny, it.should be increased to 50mg/ml to allow for perfectly good products now
on the market that do not pose additional risk to health and are likely to produce
sign;ﬁcant_health benefits through competition with cigarettes. These products should
not be subject to arbitrary and discriminatory regulation and policy should not invite
legal challenge.

Is there a need to act against refillable cartridges that allow the blending by

consumers?

There is no need to act against refillable cartridges. In fact this is an important part of
the ‘vaping’ experience for many users. Most refillable cartridges are used for adding
‘purchased liquids rather than blending by consumers, so these are two distinct issues.
Home blending is difficult to prevent and used because it can offer costs savings and
options to tailor the experience more precisely to needs. The main way of containing
the use of home blending, and any resultant risks, is to have a highly diverse and
lightly regulated market that makes it unnecessary because a wide variety of
affordable products is available to buy.

Use of ingredients with characterising flavours
The EP excludes certain ingredients, but proposes to allow any flavour, including

those which could be atiractive to children and non-smokers.




5.

What should be the appropriate regulation regarding ingredients in general and

flavourings in speoiﬁc ?

E':'I‘]:ae Parhament is: absolutel:::"nght to protect ﬂavours for e 01garettes Flavours are'f'

"ﬂavours 1rke vamlla or apple Flavours also add to the appeal by allowmg for greater

personahsanon Flavours aro mtegral to the ‘harm reduc’aon concept as ’_chey helpl

Reporting on ingredients and emissions
The EP is proposing reporting on ingredients, which is similar to that introduced by
the Council for "below threshold NCPs"). Is there a need to oblige companies to

provide marketing studies and sales volumes?

Hits users.

;'smokmg cessation” medlcatrons Thrs shouldf'be ‘commissioned from mdependent'
researchers and based on market wrde samphng (as w1th the UK smokmg cessatron_

recogmsmg that the product is 10t 3 seen as a smokrng cessatlorr treatment by "most'offf




6.

7.

Labelling
Is the health warning (and accompanying leaflet) proposed by the EP appropriate?
In the Presidency's assessment the EP proposal for the heaith warning is even stronger

than the Council's text given the fact that the nicotine content would be higher.

:The IZP heahh Wammg text (“hlghly addlctwe”) is excessive: e-czgs are iess addxctwe '
'than mgareties and that differentiation is Impoﬁant The warning should be a useful |
communication of relative risk for potential users. . Regulators should be prov1dmg :
health messages that promote informed choice for smokers and encourage switching
by ‘contrasting the risks with smoking. It should not be frwhtenmg them back to
smokmg ‘The size and boldness of the health warning proposed by the Parliament is
-disproportionate to risk and too reminiscent of the warnings on cigarette products, and
therefore implicitly overstating the risks. There are also a number of practical
problems associated with very small containers and add1t1011a1 text that needs to be
added to cover CLP regulations etc, - :

The question remains whether the limitations on presentation of tobacco products in
Article 12 should apply also to NCPs if they would be widely available on the

market?

These limitations in Article 12 should not apply — this article is there to avoid
misleading implied claims. There are sufficient protections in general consumer
profection in 2005/95/EC (unfair commercial practices) and 99/44/EC (sales of
-consumer goods efc).

Is there a need fo list on the package of the NCP the ingredients and nicotine level,

considering that for tobacco products the TNCO levels will no longer be presented?

'The labellmg requirement should only include what the consumer needs to know to
make an informed choice: nicotine strength, flavourings, excipient and any other
ingredients. Nicotine strength is covered by the CLP regulations, so some care is
needed to avoid duplicating labelling requirements. The comparison with TNCO
yields is not relevant. There is no need to provide data on inhalation or micotine
'_dehvery as this will be under the controi of the user and would be as misleading as it
is for TNCO yields. |

Packaging
Shall any requirements/limitations on packaging of NCPs apply similar to those

applicable to cigarette packs (prescribed shape or size)?

These products have to be appealing to smokers to encourage switching, and unless




8.

9.

mternal market measure.-__.: :

Notification vs. pre-marketing authorisation
Should the notification applicable to the 'novel tobacco products' in Article 17 apply

also to NCPs or would there be a need for pre- ma:rketmg authorisation?

Product on the market
Is there a need for a special or at least transitional regime for products currently on

the market?

and enforcemenﬁ_pf the various. s directi es_tha’é ali‘ead appiy, ‘cove 'mg general safety',f
electrical safety, packagmg & Iabeihng, rel; measures :

_ and data protectzon
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10.

11.

Need for a safeguard clause
Is there a need for a safeguard clause allowing Member States to restrict the placing
on the market of NCPs if it turns out they develop into an entry gate for new nicotine
addiction or even smoking or if the products fail to demonstrate their potential as

cessation product 7

"because 1t is 1mp0551blc to know whafs wouId have happened wnhout the presence of :
NCP “The EU has’ already ‘made a s;gmﬁcan‘c blunder in mzsunderstandmg the

-population effects of snus, whwh were defined as a problem in 1992, but have turned
out to be hlghly beneficial. If a survey shows young people using e-cigarettes, is that

bad, ‘or 1s it good because perhaps they would have smoked otherwise? This
beneficial effect has been seen in Sweden through snus use as an alternative to -
.smokmg This would also open the way t0 arbitrary. dlfference in practzce between_

;member states and work agamst mternal market ob}ectwes

'consequences of regulatlon and ihe nght 10 hft counter productwe restnctzons §

Advertising
Do Member States agree with the EP that NCPs which are not subjected to
pharmaceutical legislation have to comply with the same restrictions on advertising

and promotion as tobacco products?

'The advemsmg restrlctzons are excessive and not justified on hea}th 01" mtemal

market grounds. The appixcatton ‘of '2003/33/EC and 2010/13/EU. to NCPs 1s:
disproportlonate and vulnerable to legal chailenge It will tend to protect incumbents.

{tobacco industry). and those with established distribution channels (tobacco mdustry)

These restrictions are justified for (combustlble) tobacco only because these products

are harmful, whereas as NCPs are two orders of magnitude less risky. Furthermore,
they provide a major net health benefit when smokers switch. From an internal
market perspective, NCPs will be relatively new brands that aim to gain market share
from established incumbent tobacco brands, It makes no sense legally, for- public
health or for the mtemal market to apply any broad prohibitions to NCP advertlsmg

_The ECJ annulment of the original tobacco advertlsmg directive 98/43/EC Showed
'regulatlon of advertising is primarily a member state competence. Some controls may
be appropriate at member state level, but these should not attempt to limit advertising
to health messages. These restrictions could be defined by member states in much the
same way that controls on alcohol advertising are implemented (in the UK as Code of
Practice).

The EU should retain the option to develop EU-wide regulation of cross-border
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‘advertising that could be introduced later, but not implemented at this stage.

Can Member States agree to the EP proposal that addresses the risk of brand
stretching (identical brand names for tobacco products and NCPs)?

Is there a need to prohibit celebrity endorsement?

: The ex1st1ng resmctlons ‘on. tobacco brand stretchmg"'prov '

12.  Need for internal market coordination
What would be an appropriate mechanism to ensure that diverging decisions on

specific NCPs are avoided/limited to the extent possible?

13.  Practicalities
Is there a need to regulate the powers of regulators (e.g. inspections). Is there a

need/possibility to introduce a fee based system?

In addition the Presidency will request the view of the Council's Legal Service whether the EP
proposals on sales arrangements (minimum age and sales outside pharmacies) are compatible
with the legal basis of the TPD (Axt. 114 TFEU).
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