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ABSTRACT

The present thesis aims to study the legal measures for the control of
electronic cigarettes, which includes category, feature and the working process of
electronic cigarettes, and the impacts of electronic cigarettes on body and
environment. Both Thai and foreign laws were studied, especially, the problems and
obstacles in the enforcement of legal measures. The research was designed as a
qualitative study, which conducted by collecting of documents related to the
electronic cigarettes and analysis of those research materials.

Because of cigarette smoking is one of major environmental problem:s,
therefore, the current topic was chosen to study. Tobacco smoke is a source of several
harmful substances such as a pro-carcinogen and one of the cause of many severe
diseases. Although a number of smokers had a willingness to quit smoking, the
unsuccessful  smoking cessation cases were commonly observed. Nicotine
replacement therapy plays an important role in smoking cessation. However, because
of the route of administration of nicotine gum and tobacco smoking are completely
different, the therapy is not effective against addictive behavior of smokers. Nowadays,
the newly nicotine replacement therapy has been invented namely, "electronic
cicarettes", which commonly used in several countries. An electronic cigarettes has an

advantage over a tobacco smoking including generate less pollution and contain less
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toxic substances when compared between each other, leading to decrease air
pollution that is remained in the smoking area and reduced the effects on non-
smokers. Moreover, the electronic cigarettes can help tobacco smokers to reduce or
quit smoking in smoking cessation therapy.

The results of the study demonstrated that the existing legal measures
in Thailand are not adequate for electronic cigarettes because of the definition of
"tobacco products" do not cover all categories of electronic cigarettes. These includes
the lack in detail of product control measures, which is required to apply for controlling
the electronic cigarettes standard. In advertising, there is only an offense in case if the
advertisement is intended for commercial purposes whereas no offense for an
underage person whom purchases or receives the electronic cigarettes. Moreover, the
definition of "smoking" in legal measures for health coverage for non-smoker, is written
as it derived only from tobacco products. Therefore, the definition of smoking do not
cover all categories of electronic cigarettes. Moreover, an existing non-smoking areas
are still inappropriate with the lack of strict law enforcement in legal measures.

Hence, the author propose the solution to solve the current legal
measures problem of electronic cigarettes. These include the adaptation of the foreign
legal measure as a part or a prototype of Thai legal measure which is suitable for
situation of the state of affairs and social conditions in Thailand. The Tobacco Products
Control Act B.E. 2560 should be amended to define the tobacco products extended
to all categories of electronic cigarettes. The additional detail are required on the
product packaging while the advertising should cover the action which encourage the
product consumption. Furthermore, the distribution and purchasing of the electronic
cigarettes should be controlled with the identification of the customers while set the
offense to the underage buyer or the recipient. In meanwhile, the standards of
electronic cigarettes is needed to be specified to ensure the safety of the products. In
addition, the legal measures in the area of non-smoking protection should be more
applicable to the smoking area and different from other tobacco products and adapt
the measures for persuading such as the fine earned from the offense shall be paid to

the competent official and informants, to increase the surveillance and arrest of the
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offender. These acts might lead to reduce the amount of offenses and solve the

pollution problem caused by tobacco products.

Keywords: Electronic Cigarette, Vape, E-juice, E-liquid, Electronic Cigarette Law
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wrgrynsldndilu® wagludrumieulyanduiiduiieynsininldduazdudiun
Anfuiududiudinga
2.1.3.4 daudnga
duunnga (Drip Tip 58 Mouthpiece) lagdiuundninainuil 1sgu
a a - a & v = ' v & a4 = &
eafilloy vivenanadin Wusu lagonvasilsuieadreunidaviedunsenseuean Feauilu

dwmenlidwsunisdudaiuuinvesiaulunaigu

1 Qvied ASluRsenl, 979689 19995907 4, U.6.
' THAI VAPE SHOP, “yun3linAoasls?,” duAutliadun 11 Jurau 2561, 310

https://en.thaivapeshop.com/blogs/vaping-101/what-is-ecig.
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Built In
Re-Fillable Atomizer
Tank "

!;Sitery

On\/ Off
Switch

Mouﬂ;piece

AR 2.6

AwansdILUsENaUYeIgUnsalysinii '

284 dauﬂ%nawaaﬁwmﬁ‘lﬂﬂq
a a & o ao aaa Y Y Y o v a & X &
gamdudaivinujasenduainufeundrvinlmindulessmetuuniu
Sendn deyvliiii (E-Juice vie E-Liquid) Tudiuusenauinenvesyviliihazusenauly
e
2.1.4.1 Inslndulnanea
nslndulnanea vselnsiaulnanea (Propylene Glycol) 1Hu

drwisznaunanvesineyws i dnihfidenisasisle fnuauifiduveuvas Ta Wilid Tay

EN

sglisaavudndesuaziinnuniadeudisas Wuarsiefinlaannisdaasient dey

o w

o Y @ v o a [ (4 o [ ! a o [ aAa
Wt dudviazaglundndun gniunidudiunauluasiaddmsuleluidiaseinty
wnune ulviangueiasiasesdorvainvaievila 819 Asuvnt iediulin uasds

Tinauluomsaunazemsdnd!’ vieldieuTulsenuandivesndndanliaiunsany

a

ANuSaunIanudeaninaungligasenniundla iesnnlnsindulnareaiduansy

Y

16180 Smoke Vapers Community, “The Anatomy Of An E-Cigarette,” Retrieved
on February 21, 2018, from https://vapers.180smoke.com/t/the-anatomy-of-an-e-
cigarette/519.

7 g5nsses Faudl, “Propylene glycol,” AufusiloTudl 20 furau 2560, 910

http://www.summacheeva.org/index_thaitox_propylene_glycol.ntm.
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Y= o a

anunsasyuieauseulandainasinliansfiedlndlioamglianadld® wu Tdduarstesiu

Y
(% 1%

msudeinfuluszuuwinhdmiednuss U vesssmaunmu
2.1.4.2 NAY03Y
ndiwaTu (Glycerin) teynilifianunsaldndisoiuwnuvie
sawfulnsindulnanealunsairslosumeluszninamsgu ndweIufidengniwny

drudsznovluineynslniAendigeIuainiia (Vegetable Glycerin) finuaudfidu

A a =

youvanhiid Lifindu Janundawaziisaninu nawosulddulavsansdedunazansiiy

a L a A A

wAe NALweTUUTaVSARNAweTURUTHIUNTTNITAULarnAulundeRundunATuAN MM Y

q

'
a =

uazANIFUTINgaLanses audldnvazmingannewhlly Wuingiuiidealdinnlu
geamnsIuvaeUssanuazinluussgndldlalunanesuuun® W apamnssuingseide
anamnssugiluldusslevinianisunndimenisienmwiunisldidueissue way
ansalfifugnameidmiviyvmaivimvaisvdanuignliiiiesnuwlsamionlsdse
desanndweduaunsndntenuafiefiAeitesld® waslfidudrunanlunisudn
ir3esdens nanfusigueusly 019 013 ondily enaszunazayidesnndleeiuludiu
Pevdoaumiloutesdianslaseiaunsauniesinlilliuiuasgaduautuidedudady
a1makarinuUasniesoiint
2.1.4.3 @15UTIASSEVIALAZNALBINS
asUgausesAmALAZNALE NS (Food Flavorings) ansusausiagn

T duingiiavueinis dwsunisuiuldsunseiusavifnaznauroindndngiens

18 Suaddue, “arsindandfansied : Inslndulnanea wse A3 (Propylene Glycol
. PG),” duAu dlofud 20 Tua 2560, 31N https://content.chemipan.net/home/
index.php?option=com_content&view=article&id=262.

Y Anfen 9an1wil, “ﬂﬁL%@%UU%E}V}é,” U7 28 avudi 326 aus @13, u.9 (EwWAY
2545).

0 Thanapon Siradulyakorn, “natwesuAezls? inuainesls? wagldvinesls?,”

FududloTuil 20 funa 2560, AN httpy//www.siamabsolute.co.th/blog/1.
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U19asedsltiieasesavifeasndaulinunan Saea1msn il sau@ngenis ausanusle
W 3 Usenvnan?!
(1) #15U5UAINGUTATITNYIR

a15UTUAINAUTAsIIUYIR (Natural Flavoring) anefis a15Uge

'
a

uisndusaildainingAuainieniedaiiunfuywdliuilaalasnszuaunimianigaim
qaunsdnseiouladudriunldidudriunanifvaddusimslaenss wu 41 naun Inld
TECRR

(2) aﬁiﬂ§au,ﬁiana'usal,%‘auu,wssﬁmﬁa

A15UTUAINTUTARULUUSITUIR (Natural Identical Flavoring)

'
a

mnee asugusisndusanldanmsdaasien visegnueningilindusalaenszuiunmi
N A vy G X - N o P Y Y =
il vi3elanningiduaszridu lngansiiuenvsodunsieniutulziednnanvauzniuadl
willouansinulundadueisssunanunfuyedliuslaa wavlvianununesiudeinguicune
NAUTALREULUUTTINYIANT TN U TUANAUTATITUYIRANAN MY
(3) A19UTUAINAUTATUATIZH
asUTsenaudLAsIEnt (Artificial Flavoring) Mngfie ansusauss
nausanlianingndliimenulundndusisssuranunauyudlduslan waglvaunung
= A o caa P a oA A
JfeasU AN AuTaduATIENNNaNTUTIMAINAUTATITUYIA YT0a1TUTIuAINAUTE
BeuuuusssuYAnategiiy 01 Miaduduasujunindusaduasizinindundienau
MNlaanlaannisaninsssuatingussasniianisuslaa a1sugsusitemsianiidniin
1NNITNAUMLLAYAIULAZNITIANITNIRATLRULANIINAITATTINIIINGTTUYIRNTBIMN
WndiuRuvisounduauiiu
Falpgdruninuartuunerynstninvesynslndidnasd
dulsznauvesasUsasenduemis Wnedlutatuiineigluviosnainununenainuaie

nausa 919 naudeuresu ndulaan nduengad nauuw ndunald Jusu

21 & ¢ @ a 4 aa [ [ . [ 1 a
WUNWLWEY WILRAUNSA ey UTYN imu’lﬂuuw, Flavorlng agent / UWQUEQLLWQﬂﬁU
58,” duAullaTui 22 nuAuS 2561, 910 http://www.foodnetworksolution.com/wiki/

word/1334/flavoring-agent-ngUsausanausa.
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d19.A3 nausd
Actyl-L-Pyrazines Joumasu
Esters W%:mélj
Aldehydes WEnimden
Terpeniods du
Pyrazines ANIHA
Allylpyrazine e
2-Isobutyl-3 Methoxypyrazine WINNYIN

2.1.4.4 Rlafy

a a k K v @ [ 3 9] o
AlaRu (Nicotine) %@LUU@W?W’]?’IQ@W@@E@LLﬁ%ﬁ’]MWiﬂﬁﬂ@i@ﬁ]’m

Wyvagvila 919 weilaina Wylunszgadlaiow uwivllanuaisilafuuinigaenvil

laigumiwuniy (Nicotiana tabacum)® ganusnnlunugigunnaienuguazazazauans

A a U Al a 23 ax o A ) v e o o A g a A ¢
ladulinlueguludsnugs® WBnrsadefenisaialaglddl daiavareiludunidans

wseolngidnisnausiglel daaaseailaaingravaziiansilafuuinnindaniasevin

32 anstlaruiduansnluinduwayrd Tdnwazidudiiu ausanzaniuRImlaveInuLay

q

dniladetieinarsilafuluglveavadasvazanunsagnuniniuassemelula

B3

windlygdnheunsiiihesfiansilafulududssnoundniauely

e biienaiiviseldfidiuusznevvesansilafuily Feilmheiynslvihazaiuise

wonleoanidu 2 wuu Aenvuntiiarstlafududiulsznaunazwuundansilafudy

druisznovu delunvuniarsilafududiulsznaufazanuisanuawenUSuiueiasulafy

AupnsnanulUluvansszeu Ingihlunaasivsunusesuvesansilafudusug 3 Jaansu

Z N5ENTREFITUAY, NeImIUANIRgIEnEA, “uFaniilauiunes,” dunuileiun

30 fiu1AN 2561, 990 http://narcotic.fda.moph.go.th/welcome/?p=2604.

2 aud® nMeyauaud, “Msfnwinisan

(Y

[

glziaty

fwnaueaukazyseaninmlunis

MAnuuas,” (Usainus anivendeersuasunsalam, 2519), w.19.

2% 1919979, U.15.

Ref. code: 25605901034578DBH



18

TJautannfianfeusuna 26 Tadnsu IneUsunavesasilafudainanasliliusuummun
vosasillafuluussydue widudnsuiunavesarsilafudrwiuidadniuseuionyns

Tihswunilediaddns (me/ml)

AR 2.7

NI VRt E R U TIE PG IRk

2.2 uamwanynalvii

2.2.1 AMUNUIYVDIATINEITDS

2.2.1.1 AMUNUIYVBIAINFILINADN

dswanasy (Environmental) u1efe 896139 N08nwUENI9

v
1 o a =

NEATNLAETININNBET0UAINYYEY TUAnTULEIlAEsIINYIRA Laun d0d Nvway

U

v '
aaaa

[ a (Y aaa a d' ¥ o v oa X [ < a
NINYINTTIIUUIAA MenTiTdouaslifidde wasdeinegnuywdlaviliAntulaiinasdun

agenfe wnsedldlilany davewnegnaennsdsuieavasaInnivateiioUsslevisonis

999 Vip E cig, “518114M§1Wﬂf1mt,a1,1,ﬁ,” dudwilotuil 11 flunau 2561, 910
http://www.pictame.com/user/999vip_ecig/307292197/1245429219993999373 30729
2197.
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19
A15eTNYesYBdkarAuaNysaiAUlUvesuyye @ Tunidddnegiissdauindeuvedan
napANIUsTEINAnUnAgulanviniiu®
2.2.1.2 ANUNINEVRIAINANY

Y =

Nafiy (Pollutant) B8y VLEY THOUATIY LATUAAITOUY)

q

suhnInazneunsedsiinnAnIndunariunlegludwindeun1usssud vienlagn

Uasefsanunasiiiinuaiiv fnelifiavsoeianeliianansenuseamnInvasduInd oy

wienneiluiiviedunsiedegunineundevesuszavulduazlimneninusiufniy

a a A

Juaziitou $98 Anwfeu uas 1dus nAunsemniiagduiiinniegnudesesnuiain
wrasiLliagaiiyae?’
2.2.1.3 AMUNINEVRIAIIINANYNINRINIA
uafiunae1na (Air Pollution) mineds amgdienmafinsidevy
vosansvdodsuleveglutinuiiginissduunfvasdunauneivgilfeneaden
aunmaulusunnesesnineuazAanndon wuduyud fiv 40T vienindausag uafiv
ﬁﬂmﬁauagﬂummﬁﬁﬁy’ﬂugmwwmLL%Q duazens Auvidoloseive saurandy Aty wih
asfufunged Usen nei eenludvedlulaau miusulazansusznaulslnsafueu 1y
Cv?]"‘1»3128
2.2.1.4 AMUVINEYBIAIIIWANTIZAD AN DY
uanysiedaades (Environmental Pollution) #3adssuniuse
4151502 (Public Nuisance) {unavosfanssuuywduaziguuuuse 019 uan11enig

81117 UAN1IENU Msduasiiiew @essuniu nduwmiiy (udu JUkuuvesan1iese

6 UNe @19gUNT, NANUI18FIWINABNTENTIIUTLINA NITAUATBILAESNE

AwnndeunN1angg, NUNATI 3 (NFUVNEIUAT @ ddinAuilaa, 2560), W.25.

7 wegsvUnafduaSunasSnwAMnMEIIAGoNWIA 2535, 11951 4, 51979
Wunw atunguini @udl 109 neun 37 (4 lwwgu 2535): 1.
% glynu Jundai, “wmsn1Inenguuelun1sAIUANLaNiEN198IN1ATULARIN

LAENAN,” (INTNUSUI TSR AMZRRAIEAS UMINY1BLTITUANERNS, 2552), U 6.

Ref. code: 25605901034578DBH
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AN DULAAITUNIUABAIT TN INANTENUABAVNINLAETINVBIUTEU 1 VULAEN 19D DUT
aztioy”
2.2.2 Uszanalaneanyms tui
P % al' 1 a v a H A

Wesneuns fudasdvioanalidiulsenouveniiemiediuyssnoy

yasgunsaiuanaiululuusiazave Juililuusazunsinihonanaliiinuaiviiuansing

Al Taulddnduinlunsazndadusiynilnihezdedivafivasunusznn laeUsznnues

A do d'dy < =) Y 1 a &
vafwilausluntiduiesiegnsanuyinuu
2.2.2.1 Wlasunanlan
asnesunadlen (Formaldehyde) Wuansniinlngsssuynfuayds
ad a 4 d’jQJ [ I v Al & a = a I

annsanulalusssuvaniaanmswing arstidaduaisnqudanlanviianils Undegly

sufeluansiafifiszinedneg (Volatile Organic Compounds : VOCs)* answesunadlasidu

arshneliianissgaedieslaieg aunsailifnauszmefewaaynuarae vnliain

nnste® TunsalnfinnsgaeuansiludnaguasduszeznarnussinliAanisdnauly

a qﬂ.’/ 1 dy d‘ 1 d‘ o)

szuumaiumgla awdiagelulnsaynvasnay vieay wazgealuven Tuueseninsd

JuuwszliAnuwhudasmeladiuin wdunthen sudwudediala mnlasuludsuiu

I~ 1 o Y a [ < = 4 1 <@ Y
WINIgsEAEfntRgeTuLsliinUansniauwaziduneuiiala agnslsinmunislasuanslu

Usunutesagsainaus 91v3zdsluiAnoinisieudailiiesnisiiuas lo audenisentauuss

AaRAANLYIILLY

a o a -3

# F3fa87 2300 UUT kagAME, 1an19I¥e1n1d, (NJUNNUNIUAT : d1TnTumN

q

UNINYIBYNEATANERNS, 2542), 1.3,

' '
= v =

0 Jep5 anansnd, “deosuradten/Nesudu dusrelnana,” U0 1 adudl 1 21308

. .

)

wialw aeefunszifesh, .98 Wnsiaw - Iquiey 2558).

[

L udiSeid 89A7550UA, N133AN1IAMNINDINIALUEIATS HalyeINAlUeIA1T NS

1393 3ALaLITN1IAIVANNINRAINTTY, (UIIEI5AY : d1nANRLTINIdeunIaIsA,

2556), u.22.

32 J995 19NSNE, 89Ka7 19985509 30, U.103.
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2.2.2.2 alAsau
a . I a Ay ] & &
a150¢lasau (Acrolein) Wuasieneusssonyee Inaraseey
duiazszezeieven ilvmadumeladiuuuseaaipesaruin ggulzianmalanuy
winean yelaldlas venanildenelminniuseaefasmanieilnonaie
2.2.2.3 azdnnantan
a a 2 1 Y a & 1
415083100 L8n (Acetaldehyde) nalwlAnA11UTEA18LADIAD
e Bavtlsiazniudumels enviliAneinismilawiug lo gauveaviunazilone®
2.2.2.4 Ingdy
a15mgdu (Toluene) ansilillolasuluusuiauinagnassuy
Uszamdiunans iliAnenisiaulidduas Jedu aveuiied walida vde ams draawd
s1aneluszezatuuaryinliiinen1sseaeAedraniamn maiumels Wuae eauld
Neufisye Undsurnasuaulinau™
2.2.2.5 [UUIY
= & % [} | < <4
A5 UUTU (Benzene) Ap Aan1suanvasansnausiss tnawduans
neuwisSenildluasdunidssmeieluusseinia gasdudunsieazdodddsuaisiuu
FuluuTurauuinndn 2,000 PPM wsvngnlasuansiuudusioiliesuiidnasysunaliuin
J19n18gaulaFURHI83991NaN5 UL FEinansenuAanIsHanwaddinaenwnainlilie
Iseladinaauazanaduanwslifauzisadadonyn Wewnaswuduausassmvedule
Iolugamglivies asiuludssimalneiianmgieniareudisFeunsssmedulovesansiu

FuidnnnTuladng®

#Iasen1sansynsulve dusuienivy Inensesguseanlunssumaunanss
1d10g 9, “awamﬁﬁlLﬁuﬁﬂuﬂi’uqﬁ,” AuduiiloTudl 19 Lwwieu 2561, 910
http://kanchanapisek.or.th/kp6/sub/book/book.php?book=28&chap=6&page=t28-6-
infodetail04.html.

e,

* uninendumeluladnszaenndisuys, “ulullaufiousvaisnouziSaudios,”

U1 40 1@ufi 230 INNO Mag, 1.24-25 (Femau-fueneu 2013).
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2.2.2.6 lulnsaniiu
HAnSugie1auEansiulnge1iu (Nitrosamines) Anuladninig

[

3nATUYNT baun Tobacco-specific nitrosamine (TSNA) &atinainnisvinuazenves

a o aal !

lulasiauuazoondiauazansnguilaiulueigu® Jaduarsusznouiidfniifinansaus
avamuaziduaisiiawisarilfiAnugiie® Tagarsinuluauyndlii Idun N-
nitrosonornicotine (NNN) L@z 4-(methylnitrosamino)-1-(3-pyridyl)-1-butanone (NNK) 1
NNAL tfuansiindundsan NNK idigdsnanie® delaidranslulasenlutiozduiums
Wedlaferadudunsials™
2.2.2.7 Az

nri (Lead) tfulanzwidin meiedunidlusinimeglusuves
oynAaansTilaEnnit 2 luaseu Jeiudgszuunsmeladiudnauazgngadunig
Jeniingnszuadonlnefinegfuidaidonuns ndmmiuasnszeluduiodesounavetoy
$IN99) ImaﬁﬂssfﬂﬂLﬁuLLwdﬂazamaamﬁa ayiifiwsosanelusyuusnegiiddey o1f svuu
Tafin svuuvszam ln o¥esmeduiug uavaues mnlddulussduienavhdaand e

U91aUBINBoULSI YINANAN1ILEINR9Y

* guimtd S0y, glansinwilsafnyvsileddu wdy 1 (@ynsUsIngg : B
Wududnin Funina wIuRs, 2553), W12,
7 Aueis wswglufn, “unsbii : deanaiuauainvesiegy,” U9 25 alun

2138153YIN1TA151TUEY, U.1079 (2559).

*® The Centers for Disease Control and Prevention, “NNAL (4-(methylnitrosa
mino)-1-(3-pyridyl)-1-butanol),” Retrieved on June 19, 2018, from://www.cdc.gov/bio
monitoring/pdf/FourthReport_UpdatedTables Feb2015.pdf.

* 25100 IszUseRvg wazany, “e1gulindu (Smokeless Tobacco) TayadAaLite

N13ATUAL,” LANT 14 24AAINFYANITAIUANKEA S MIE1gULaENISE1T2TI9naINT T

g1ay, (Wns1AU 2553).

“ nsgnsreEnsnsage, nsueunly, Yamuaitunigennid NansynuaguAInea e

o
§ o a

LAZLUINNNITRALY, FUNATIN 1 (NUMNUTIUAT : JSINUNBIAANATIZINITNINTHIUAN,
2540), U.27.
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2.2.3 NANIENUNANYIINUNI WA
2.2.3.1 HANTENUNANEINEINUTENDUVDIULIYNI AN

Wgnvasunsinihuseneuluimeansiaiivaneyin Fo19iiu]izen

NIMRUAURIvDIAarAulllilauiY WU mmuma%LLﬁmﬂehumamaqﬁwmw‘%l%lﬂm%
=1 v @ @, %
9199z luifionnswitae fdule
(1) Wstnaulnanaa
Tuannnglsy (European Union : EU) Tnslndulnarsatiodndu
ANa vo P a | P Py & A
ansniinlasueygalildiduasifiuuwsisomslauaglasunmsnsisaeunaznuinluansiie
TaendelagdtinaIuAMENITUNITEIMITHALEIUBIENT NN (U.S. Food and Drug
Administration : FDA) l9sunsldagnakninanelus1ms &1 1A389d1979 kagaInnIssIusId
JayalaglasinsawIndeNLieanUszy1v1# (United Nations Environment Programme :
UNEP) #a1dulasan15ndndaduiiodnsiauseiiununlduiasuasnanisdnnisaanndau way
wanasuanukasimaluladiuduindeuninansenusoanmuindeulaieunsn1Tide
lgszuy Screening Information Data Set (SIDS) Tunisesrasuusziliumnulasndeves
a 2 a < d' aa 1 1 o Y a

a1salnee anansaagulainlnsindulnarsaiuasnlifiived1aguunse vinliAnainis
sEAELABIADRINIY LHD1RRzdnINTsEAmePRRiieLdntesdAnnsFuRER UM N1SNAaBT
Tudnilaenissuusemununlifnansenudsaulunuvsensesine ldfinaduiivdedu wie
dedusiougnysu Wiluansnouzss ansadesaaneliigluhuaziuwaghivansnaaudi
lunisazauniedinin lagladnisviinisAnuluny Swazgivaislossmeainududu

[y

seaugeadnsindulnanea wefmunauvasadelunisldlessivevednsiniulnanea

a

' 1 | a a < =~ =] | a 1 <
‘wm’ﬂ,mmamamswmmu‘[mmLumaam lummamzmmmqmumﬂa IﬂJﬂJﬂ’J’lﬂJLUUWHSLW]

1%
a o LY

FUUaANIasU N15951ATda1IE LA NISNAADUNISYINIUTDIaUNR aniuLaInTunlny
&542 |6L| dev IVL.:{\/L squ b‘u'/le
WnAu® wiludruvesnisgedulessiveveslnsindulnansaidndvenuywddelaiinng

AnwnIdennuTaLNgINUILUInYeIlasTme

M Pans UuUseasn, a99uad 199a5507 3, 1.06.

2 Karyn | Cotta, “A Review on the Safety of Inhalation of Propylene

Glycol in E-cigarettes,” Volume 2 Issue 2 Juniper Publishers, p.4 (May 2017).

LY

3 Qviend ASLURTHY, 9799uA7 T9a5509 4, U.25.

Ref. code: 25605901034578DBH



24

(2) naLwaTu
lneyilundweiutuieindnnudasadedmsunsusiaAIunig
Unuagldlunisndnems 21nn155usIutoyalaglaseinsduindenuniandsy i Nl

n1snsasvgeulssliuanulasndevesansiatiningg awsaasuladnnfiwes ullnani

U YU Aa v

fualousian aanu sedulaiuiivds Idneamelunisilvseagifasrmdaiagn

(% s

LunalviAnuAsein1suiniinids ldnsliiinnisnateiugeesgulunisvaaseiuiie

3

ca v

wUATSe lasremnuRaunflnnulasiulouluwaduesdn INdesanaieul wagbidiinalny

Y

s =

domesiofdwe (ONA) Tunasaveaes lufinansenusenisduiiuguazszuvduiug usdald
ffeyauazmaiteiomeluiesnsgaauniwesuluviinudfisnnuasindefuduszes
AU
(3) asUgauAeTEYIALAZNALEMNS

asUgusssarAaznauesiduasildoiaunsvaruazu
asUsznnmilivesansiouus ey elildaunguane® lagiuasidevusvisi
I§sueugnlilddmivemsiiiunsuseifiunnudasndouda® Snsdmundiain
Uaanduniea1 (Acceptable Daily Intake : ADI) ﬁlé’ﬂszmﬂﬂmmww%mmgmﬁmu
TofiMUALATINITUINTFIUDINITIENINUTENAVDIBIANITOIMITHAZNYAT (Food and
Agriculture Organization : FAO) Inga3finsunnsgiuensszninedssne waziduingdovu
pnsndinnuanznssIMseIwarsUszmalilulsenadiin cuamznTIINNTE NS
LazeIeEonuN LAz YRS TRgieUe s edndinsldnuiavesingide
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%> CONSUMER PROTECTION (No.507), The Tobacco and Related Products
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% CONSUMER PROTECTION (No.507), The Tobacco and Related Products
Regulations 2016, § 44: p.26.

“* CONSUMER PROTECTION (No0.507), The Tobacco and Related Products
Regulations 2016, § 38(4): p.23.
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 Medicines and Healthcare products Regulatory Agency, “Guidance E-
cigarettes: regulations for consumer products,” Retrieved on April 5, 2017, from https://
www.gov.uk/guidance/e-cigarettes-regulations-for-consumer-products.

> Health Act 2006: p.1.

2 Health Act 2006, Part 1 Smoking, Chapter 1 Smoke-free premises, places and
vehicles, § 1 introduction: pp.1-2.
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>®> Health Act 2006, Part 1 Smoking, Chapter 1 Smoke-free premises, places and
vehicles, § 2 Smoke-free premises: p.2.
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vehicles, § 4 Smoke-free premises: p.3.

> Health Act 2006, Part 1 Smoking, Chapter 1 Smoke-free premises, places and
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" BBC Newsbeat, “So where can you still vape?,” Retrieved on April 5, 2017,

from http://www.bbc.co.uk/newsbeat/article/33079473/so-where-can-you-still- vape.
*® Manchester United, “MATCHDAY INFORMATION,” OLD TRAFFORD THE

THEATRE OF DREAMS VISITING SUPPORTERS” GUIDE, p.4.

> Ibid., p.5.
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%0 Rank Brain, “Signpost at a hospital in the UK,” Retrieved on March 31, 2018,
from https://www.reddit.com/r/electronic_cigarette/comments/gzffe/signpost at a

hospital_in_the uk/.
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1. Southern Railways

2. Thameslink and Great Northern

3. TfL Transport for London (Underground and Overground)

%1 Health Act 2006, Part 1 Smoking, Chapter 1 Smoke-free premises places and
vehicles, § 5 Vehicles: p.4.

2 0K E Cig, “WHERE CAN YOU VAPE IN THE UK (2018),” Retrieved on May 16,
2018, from https://www.ok-ecig.com/can-cant-vape-uk/.

63 Amy Willis, “E-cigarettes have now been banned from most British trains,
stations and platforms despite it being totally legal,” Retrieved on May 16, 2018, from
https://metro.co.uk/2015/06/10/e-cigarettes-have-now-been-banned-from-british-
trains-and-stations-5238943/.
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% Health Act 2006 CHAPTER.28, Part 1 Smoking, Chapter 1 Smoke-free premises
places and vehicles, § 5 Vehicles: p.4.
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% Department of Health and Social Care, supra note 41.

% PUBLIC HEALTH, The Smoke-free (Private Vehicles) Regulations 2015 § 2
Private vehicles with children present — amendment of the Smoke-free (Exemptions
and Vehicles) Regulations 2007: p.1.

67 Luke John Smith, “Smoking e-cigarette while driving can land you with a
£2,500 fine and a driving ban,” Retrieved on May 16, 2018, from https://www.express.
co.uk/life-style/cars/922398/vaping-while-driving-UK-law-e-cigarette.
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Ingredients information for herbal products for smoking
Herbal products for smoking - supplementary

PART 6

Electronic cigarettes

Notification about electronic cigarettes and refill containers
Annual reporting requirement

Submission of information

Secretary of State duty to publish notifications ete.

No supply of product where notification not complied with
Product requirements

Product information and labelling requirements

Product presentation requirement

Vigilance requirements

Action to protect human health

PART 7
Electronic cigarette advertising

Interpretation of Part 7

No advertising of electronic cigarettes in the press etc.

No advertising of ¢lectronic cigarettes in information society services

Sponsorship of events etc.

Amendment of section 319 of and Schedule 11A to the Communications Act 2003
(product placement of electronic cigarettes on television)

Amendment of Part 4A of the Communications Act 2003 (on-demand programme
services)

PART 8

Distance sales to consumers
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47.  Cross-border distance sales of tobacco products and electronic cigarettes etc.

PART 9
Penalties and enforcement

48.  Offences
49.  False or misleading information
50. Defences

51.  Penalties
52.  Offences by bodies corporate and Scottish partnerships
53.  Enforcement

PART 10

Miscellaneous provisions

54.  Revocation
55.  Saving for tobacco product identification marking
56.  Transitional provisions

57.  Saving for product placement of electronic cigarettes in television programmes the
production of which began before 20th May 2016
58.  Review

SCHEDULE — Liability of intermediary information society service providers

The Secretary of State makes these Regulations in exercise of the powers conferred by section
2(2) of the European Communities Act 1972(a).

The Secretary of State has been designated for the purposes of section 2(2) of the European
Communities Act 1972 (“the 1972 Act™) in relation to tobacco, tobacco products, nicotine,
nicotine products and herbal products for smoking(b).

PART 1

Introduction

Citation and commencement

1.—(1) These Regulations may be cited as the Tobacco and Related Products Regulations 2016.
(2) These Regulations come into force on 20th May 2016.

(a) 1972 c.68. Scction 2(2) was amended by scction 27(1)(a) of the Legislative Reform Act 2006 (¢.51) and section 3(3) of and
Part | of the Schedule to the Furcpean Union (Amendment) Act 2008 (c.7). Paragraph 1A of Schedule 2 was inserted by
section 28 of the Legislative and Regulatory Reform Act 2006 (¢.51) and amended by section 3(3) of and Part 1 of the
Schedule Lo the European Union (Amendment) Act 2008, Under section 57(1) of the Scatland Act 1998 (c.46), despite the
transfer to Scottish Ministers of functions in relation to implementing cbligations under Community law in relation to
devolved matters, the functions of the Secretary of Stale in relation (o impl ing lhese obligations continues o be
exercisuble by him as regards Scotland.

{b) S.I.2014/2705.
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Interpretation

2.—(1) In these Regulations—

“the 2002 Regulations™ means the Tobacco Products (Manufacture, Presentation and Sale)
(Safety) Regulations 2002(a);

“addictiveness™ means the pharmacological potential of a substance to cause addiction, that is,
a state which affects an individual’s ability to control his or her behaviour. typically by
instilling a reward or a relief from withdrawal symptoms, or both, and “addictive™ is to be
construed accordingly:

“additive” means a substance, other than tobacco. that is added to a tobacco product, unit pack
or container pack;

“brand name”, in relation to a particular product, means the primary name by which the
product is known;

“calendar year” means a period of 12 months beginning with 1st January and ending with 31st
December;

“characterising flavour” means a smell or taste other than one of tobacco which—
(a) is clearly noticeable before or during consumption of the product; and

(b) results from an additive or a combination of additives,

including. but not limited to, fruit, spice. herbs. alcohol, candy. menthol or vanilla:

“cigarette” means a tobacco product that can be consumed by means of a combustion process
and which is either—
(a) aroll of tobacco (or of tobacco and another substance) capable of being smoked as it is,
but which is not a cigar: or
(b) aroll of tobacco (or of tobacco and another substance) which is designed to be, by simple
non-industrial handling—
(i) wrapped in cigarette paper, or
(i1) inserted into a cigarette-paper tube;
“cigar” means a tobacco product that can be consumed by means of a combustion process and,

given its properties and normal consumer expectations, is exclusively intended to be smoked
as it is, and which is either—
(a) a roll of tobacco (or of tobacco and another substance) which has an outer wrapper of
natural tobacco; or
(b) aroll of tobacco (or of tobacco and another substance) which—
(i) has an outer wrapper—
(aa) of the normal colour of a cigar,
(bb) made of reconstituted tobacco, and

(cc) covering the product in full (including the filter but not, in the casc of a cigar
with a mouthpiece, the mouthpiece),

(ii) is filled with a threshed blend of tobacco (or of tobacco and another substance),
(iii) has a unit weight. not including any filter or mouthpiece, of not less than 2.3 grams
and not more than 10 grams, and

(iv) has a circumference, over at least one third of its length, of not less than 34
millimetres;

“cigarillo™ means a cigar with a unit weight of not more than 3 grams:

“chewing tobacco” means a smokeless tobacco product which is exclusively intended for the
purpose of chewing:

(a) S.L2002/3041.
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“CMR properties” means properties which are carcinogenic, mutagenic or toxic for
reproduction;

“consumer” means a natural person who is acting for purposes which are outside that person’s
trade, business, craft or profession;

“container pack”™ has the meaning given to it in regulation 4(2);

“cross border distance sale” has the meaning given to it in regulation 3(4):

“electronic cigarette” means a product that—

(a) can be used for the consumption of nicotine-containing vapour via a mouth piece, or any
component of that product, including a cartridge, a tank and the device without cartridge
or tank (regardless of whether the product is disposable or refillable by means of a refill
container and a tank. or rechargeable with single use cartridges); and

(b) is not a medicinal product or medical device:

“emissions” means substances that are released when a tobacco product or related product is

consumed as intended:

“hand rolling tobacco™ means a tobacco product which is not a cigarette and can be used after

retail sale for making cigarettes;

*herbal product for smoking™ means a product based on plants, herbs or fruits which contains

no tobacco and that can be consumed via a combustion process:

“ingredient” means the tobacco, any additive, as well as any other substance or element

present in a finished tobacco product or related product, including paper, filter, ink, capsules

and adhesives;

“ISO 4387 means the intemnational standard entitled “Cigarettes: Determination of total and

nicotine-free dry particulate matter using a routine analytical smoking machine”, 1SO

4387:2000, third edition, published by the International Organisation for Standardisation on
Ist April 2000 and amended by Amendment 1:2008 dated 15th September 2008:

*ISO 10315 means the international standard entitled “Cigarettes: Determination of nicotine
in smoke condensates. Gas chromatographic method”, SO 10315:2013, third edition,
published by the International Organisation for Standardisation on 31st March 2013, and
corrected by Corrigendum dated 1st November 2014,

“ISO 8243 means the international standard entitled “Cigarettes: Sampling”, 1ISO 8243:2013,
fifth edition, published by the International Organisation for Standardisation on 31st July
2013;

“ISO 8454” means the international standard entitled “Cigarettes: Determination of carbon
monoxide in the vapour phase of cigarette smoke: NDIR method”, 1SO 8454:2007, third
edition, published by the International Organisation for Standardisation on 1st June 2007 and
amended by Amendment 1:2009 dated 15th October 2009;

“medical device™ has the meaning given (o it by regulation 2 of the Medical Devices
Regulations 2002(a);

“medicinal product” has the meaning given to it by regulation 2 of the Human Medicines
Regulations 2012(b);

“nasal tobacco” means a smokeless tobacco product that can be consumed via the nose;
“nicoting” means nicotinic alkaloids;

“novel tobacco product” means 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 19th May 2014

(a)
(b)

S.L 2002/618, amended by S.1. 2008/29306: there are other amending instruments but none are relevant.
S.L 201271916, 10 which there are amendments not relevant to these Regulations.
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“pipe tobacco™ means tobacco that—

(a) can be consumed by means of a combustion process; and

(b) is exclusively intended for use in a pipe;

“pouch” means a unit pack of hand rolling tobacco either in the form of a rectangular pocket

with a flap that covers the opening or in the form of a standing pouch;

“produce” and “producer’ have the meaning given to them by regulation 3(1);

“refill container” means a receptacle that—

(a) contains a nicotine-containing liquid, which can be used to refill an electronic cigaretie;
and

(b) is not a medicinal product or medical device;

“related product™ means a herbal product for smoking, an electronic cigarette or a refill
container;

“retailer” has the meaning given to it by regulation 3(4);

“retail sale” means sale (o a consumer;

“smokeless tobacco product”™ means a tobacco product that is consumed in a way which does

not involve a combustion process (including chewing tobacco, nasal tobacco and tobacco for

oral use):

“supply” and “supplier” have the meaning given to them by regulation 3(2);

“tar”” means the raw anhydrous nicotine-free condensate of smoke;

“tobacco™ means leaves and other natural processed or unprocessed parts of tobacco plants,

including expanded and reconstituted tobacco;

“tobacco for oral use”” means a tobacco product which is—

(a) intended for oral use, unless it is intended to be inhaled or chewed; and

(b) in powder or particulate form or any combination of these forms, whether presented in a
sachet portion or a porous sachet, or in any other way;

“tobacco product” means a product that can be consumed and consists, even partly, of

tobacco;

“tobacco product for smoking” means a tobacco product other than a smokeless tobacco

product;

“Tobacco Products Directive”™ means Directive 2014/40/EU of the European Parliament and

the Council on the approximation of the laws, regulations and administrative provisions of the

Member States concerning the manufacture, presentation and sale of tobacco and related
products(a);

“toxicity” means the degree to which a substance can cause harmful effects in the human
organism, including ecffects occurring over time, usually through repeated or continuous
consumption or exposure. and “toxic” is to be construed accordingly;

“travel retail sector” means retail outlets in the United Kingdom at which tobacco products or
related products may be purchased only by people travelling on journeys to destinations
outside the United Kingdom:

“unil pack™ has the meaning given to it in regulation 4(1);

“variant name”, in relation to a particular product, means any name by which that product is
distinguished from other products under the same brand name;

“watcrpipe tobacco™ means a tobacco product that can be consumed by means of a waterpipe,
and for the purposes of these Regulations—

(a) waterpipe tobacco is deemed to be a tobacco product for smoking: and

(a)

OI' L 127, 29.4.2014, p.1 as amended by Commission Delegated Directive 2014/109%/EU, OJ L 360, 17.12.2074
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(b) a product which may either be consumed via a waterpipe, or used as hand rolling tobacco,
is deemed to be hand rolling tobacco.

(2) For the purposes of these Regulations, data or information are available to a person if that
person is able, by reasonable endeavour, to identify their existence and obtain a copy.

Meaning of producer and supplier etc.

3.—(1) For the purposes of these Regulations a person produces a tobacco product or related
product if in the course of a business and with a view to the product being supplied for
consumption in the United Kingdom or through the travel retail sector, the person—

(a) manufactures the product:
(b) puts a name, trade mark or other distinguishing mark on it by which the person is held out
to be its manufacturer or originator; or
(c) imports it into the United Kingdom,
and the terms “producer” and “importer” are to be construed accordingly.
(2) For the purposes of these Regulations a person supplies a tobacco product or related product
if. in the course of a business, the person—
(a) supplies the product—
(i) for consumption in the United Kingdom or through the travel retail sector, or
(ii) with a view to the product being supplied for consumption in the United Kingdom or
through the travel retail sector;
(b) offers or agrees to supply it in those circumstances; or
(c) exposes or possesses it for supply in those circumstances,
and “supplier™ is Lo be construed accordingly.
(3) In the case of a cross-border distance sale of a product to a consumer located in the United

Kingdom, the product is to be treated for the purposes of these Regulations as supplied, and
presented for retail sale, in the United Kingdom.

(4) In these Regulations, “cross-border distance sale™ means a distance sale to a consumer
where, at the time the consumer orders a product from a retailer, the consumer is located in a
member State other than the member State or third country where the retailer is established, and
for these purposes—

(a) aretailer means a person who sells. or offers or agrees to sell. a tobacco product or related
product to a consumer; and

(b) aretailer is deemed to be established in a member State
(i) in the case of a retailer who is a natural person, if that person’s place of business is in
that member State, and
(i1) in any other case, if the retailer has its statutory seat, central administration or place
of business, including a branch, agency or any other establishment, in that member
State.

Meaning of unit and container pack and the surfaces of a pack

4,—(1) In these Regulations, a “unit pack”. in relation to a tobacco product or related product,
means the smallest individual packaging in which that product is, or is intended to be, presented
for retail sale (regardless of whether it is presented inside a container pack), but does not include
any transparent wrapper.

(2) In these Regulations, a “‘container pack”, in relation to a tobacco product or related product
means any packaging—

(a) in which that product is, or is intended to be, presented for retail sale; and

(b) which contains (whether fully or partially enclosing)—
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No vitamins, colourings or prohibited additives in tobacco products

16.—(1) No person may produce or supply a tobacco product containing—

(a) vitamins or other additives that create the impression that a tobacco product has a health
benefit or presents reduced health risks;

(b) caffeine, taurine or other additives and stimulant compounds that are associated with
energy and vitality;

(c) additives which have colouring effects on emissions: or

(d) in the case of tobacco products for smoking, additives that facilitate inhalation or nicotine
uptake.

(2) No person may produce or supply a tobacco product containing—
(a) additives that have CMR properties in unburnt form; or

(b) additives in quantities that increase, to a significant or measurable degree, the toxic or
addictive effect or CMR properties of the product when it is consumed.

(3) Nothing in this regulation prohibits the use of an additive which is essential for the
manufacture of a tobacco product (for example, sugar when it is used to replace sugar that is lost
during the curing process), provided that the additive does not result in a product with a
characterising flavour, and does not increase o a significant or measurable degree, the toxic effect,
addictive effect or CMR properties of the product when it is consumed.

Tobacco for oral use

17. No person may produce or supply tobacco for oral use.

PART 4

Reporting about tobacco products

Specified information about tobacco products
18.—(1) A producer of a tobacco product must submit the following information relating to the
product to the Secretary of State—
(a) the ingredients information specified in regulation 19: and
(b) the emissions information specified in regulation 20.
(2) The information required by paragraph (1) must be submitted—

(a) on or before 19th November 2016, in the case of a tobacco product which a producer first
supplied before 20th May 2016 and continues to supply on or after that date; or

(b) where paragraph (a) does not apply, at least one day before the day the producer first
supplies a tobacco product.

(3) Where the composition of a tobacco product is modified in a way that would affect the
information required by paragraph (1) (“a modified product™), a producer must comply with that
paragraph in respect of the modified product at least one day before the producer first supplies the
modified product.

(4) A producer of a tobacco product must also—

(a) carry out such further studies as the Secretary of State may reasonably require in order to
assess the effects of ingredients on health, and such studies must take into account,
among other things, the addictiveness and toxicity of the ingredients; and

(b) report the results of such studies to the Secretary of State by the date reasonably required
by the Secretary of State.

(5) A producer of a tobacco product must notify the Secretary of State before, or as soon as
reasonably practicable after, the producer withdraws a product from the market.

14
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Herbal products for smoking - supplementary

30.—(1) Regulations 25 (submission of information) and 26 (use of information) apply in
relation to information provided in accordance with regulation 29 as they apply in relation to
information provided in accordance with regulation 18 (information about tobacco products).

(2) A producer who fails to submit information in accordance with regulation 29 in respect of a
herbal product for smoking may not supply the product concerned until the producer submits the
required information in accordance with regulation 25.

PART 6

Electronic cigarettes

Notification about electronic cigarettes and refill containers
31.—(1) A producer who supplies or intends to supply electronic cigarettes or refill containers
must notify the Secretary of State in accordance with this regulation.

(2) Where an electronic cigarette or refill container is substantially modified (“a modified
product™) a producer must comply with paragraph (1) in respect of the modified product.

(3) A notification under paragraph (1) must contain the following information (so far as relevant
to the product concerned)—

(a) the name and contact details of the person who manufactures the product, the importer (if
applicable) and, if neither is based in a member State, a responsible person within a
member State;

(b) a list of all ingredients contained in, and emissions resulting from the use of, the product
by brand and variant name, including quantities;

(c) toxicological data regarding the product’s ingredients (including in heated form) and
emissions, referring in particular to their effects on the health of consumers when inhaled
and taking into account, amongst other things, any addictive effect;

(d) information on the nicotine dose and uptake when consumed under normal or reasonably
foreseeable conditions;

(e) a description of the components of the product including, where applicable, the opening
and refill mechanism of the electronic cigarette or refill container;

([) a description of the production process and a declaration that the production process
ensures conformity with the requirements of this Part; and

(g) a declaration that the producer bears full responsibility for the quality and safety of the
product when supplied and used under normal or reasonably foresecable conditions.
(4) Paragraph (1) does not apply to an importer in respect of a product if—
(a) another producer has notified the Secretary of State in respect of that product: and

(b) the information submitted by that producer has been published in accordance with
regulation 34(a).

(5) Paragraph (1) does not apply to a producer in respect of a product if the producer intends to
withdraw the product from the market by 20th November 2016.

(6) Notification under paragraph (1) must be submitted in respect of a product—
(a) at least one day before the day the producer first supplies the product, where—

(i) a producer intends to first supply a product which is not a modified product during
the period beginning with 20th May 2016 and ending with 19th November 2016 (“a
new transitional product™), or

(i1) a producer intends to first supply a modified new transitional product during the
period beginning with 20th May 2016 and ending with 19th November 2016;

Ref. code: 25605901034578DBH



188

(b) on or before 19th November 2016,where—

(i) a producer first supplied a product before 20th May 2016 (“an existing product”) and
intends (o continue to supply that product on or after 20th November 2016, or

(ii) a producer intends to first supply a modified existing product during the period
beginning with 20th May 2016 and ending with 19th May 2017; or

(¢) in any other case. at least six months before the date on which the producer intends to
first supply a product or a moditied product.

(7) Unless the Secretary of State directs otherwise, notification is not regarded as submitted for
the purposes of paragraph (6) until any fee which may be payable in connection with the
notification has been paid.

(8) A producer must notify the Secretary of State before, or as soon as reasonably practicable
after, the producer withdraws a product that has been notilied under paragraph (1) from the
market.

(9) Paragraph (8) does not apply to an importer in respect of a product if another producer has
notified the Secretary ol State that the product has been withdrawn from the market.

(10) Where the Secretary of State considers that the information submitted under this regulation
is incomplete, the Secretary of State may request the producer concerned to provide the complete
information.

(11) A producer must comply with a request under paragraph (10) by the date reasonably
required by the Secretary of State.

Annual reporting requirement
32.—(1) A producer of electronic cigarettes or refill containers must submit the following
information to the Secretary of State—

(a) comprehensive data on the producer’s sales volumes in the United Kingdom, by brand
and variant name:

(b) any information available to the producer, whether published or not, on the preferences of
consumer groups in the United Kingdom, including young people, non-smokers and the
muin types of current users;

(c) the mode of sale of the producer’s products in the United Kingdom: and

(d) executive summaries of any market surveys carried out by the producer in respect of
paragraphs (a) to (¢).

(2) The information listed in paragraph (1)(a) to (d) must be submitted annually on or before
20th May each year, and must relate to the preceding calendar year.

(3) The first submission under paragraph (2) is to be made on or before 20th May 2018 in
respect of the calendar year 2017.

(4) The information listed in paragraph (1)(a) to (d) relating to the period beginning with 20th
May 2016 and ending with 31st December 2016 must be submitted on or before 20th May 2017.

(5) The Secretary of State must monitor the market developments concerning electronic
cigarettes and refill containers, including any evidence that their use is a gateway (o nicotine
addiction and ultimately traditional tobacco consumption amongst young people and non-smokers.

Submission of information

33.—(1) This regulation applies to a person who notifies the Secretary of State under regulation
31 or submits any information under regulation 32.

(2) Information must be submitted to the Secretary of State—

(a) in electronic form;
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(b) by means of the entry gate for data submission referred to in Article 2.2 of Commission
Implementing Decision (EU) 2015/2183 of 24 November 2015 establishing a common
format for the notification of electronic cigarettes and refill containers(a):

(c) inaccordance with the administrative requirements set out in that Decision; and
(d) in the format specified in the Annex to that Decision.

(3) A person submitting information under regulation 31 must specify any information which
that person considers to constitute a trade secret.

Secretary of State duty to publish notifications etc.

34, The Secretary of State must—

(a) ensure that information submitted under regulation 31 is made publicly available on a
website. taking the need to protect trade secrets duly into account:

(b) provide the European Commission and the competent authorities of other member States
with access to information submitted in accordance with any provision of this Part on
request. ensuring that trade secrets are treated in a confidential manner.

No supply of product where notification not complied with
35. A producer who is required to submit a notification under regulation 31(1) in respect of any
clectronic cigarettes or refill containers but fails 10 do so in accordance with that regulation and
regulation 33 may not supply those electronic cigarettes or refill containers until—
(a) the producer has submitted the information listed in regulation 31(3) in respect of that
product to the Secretary of State in accordance with regulation 33;
(b) the producer has paid any fee payable in connection with notification; and

(c) the information submitted by that producer has been published in accordance with
regulation 34(a).

Product requirements
36.—(1) No person may produce or supply an electronic cigarette or refill container unless it
complies with paragraphs (2) to (8), so far as relevant to the product concerned.
(2) Nicotine-containing liquid which is presented for retail sale must be in—
(a) a dedicated refill container in a volume not exceeding 10 millilitres; or
(b) a disposable electronic cigarelte, a single use cartridge. or a lank, in a volume not
exceeding 2 millilitres.
(3) The capacity of the tank of a refillable electronic cigarette must not exceed 2 millilitres.

(4) Nicotine-containing liquid which is presented for retail sale in an electronic cigarette or refill
container must not contain nicotine in excess of 20 milligrams per millilitre.

(5) Nicotine-containing liquid in an electronic cigarette or refill container—
(a) must not contain any additive referred to in regulation 16 (no vitamins, colourings or
prohibited additives in tobacco products);
(b) must be manufactured using only ingredients of high purity;

(¢) must not contain substances other than the ingredients notified under regulation 31, unless
present in trace levels, where such trace levels are technically unavoidable during
manufacture: and

(d) must not include ingredients (except for nicotine) which pose a risk to human health in
heated or unheated form.

(a) OJL309,26.11.2015,p 15,
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(6) An electronic cigarette must be able to deliver a dose of nicotine at consistent levels under
normal conditions of use.

(7) An clectronic cigarctte or refill container must be—
(a) child-resistant and tamper-evident; and
(b) protected against breakage and leakage.

(8) An electronic cigarette or refill container must have a mechanism for ensuring re-filling
without leakage (unless it is a disposable electronic cigarette).

(9) For the purposes of paragraph (7), a product is tamper-evident if it has one or more
indicators or barriers to entry which, if breached or missing, can reasonably be expected to provide
visible evidence that the product (or its packaging) has been opened.

(10) For the purposes of paragraph (8), a product has a mechanism for ensuring re-filling
without leakage if the mechanism—

(a) entails—
(i) the use of a refill container possessing a securely attached nozzle at least 9
millimetres long which is narrower than, and slots comfortably into, the opening of
the tank of the clectronic cigarette, and

(ii) in the case of refill containers, a flow control mechanism that emits no more than 20
drops of refill liquid per minute when placed vertically and subjected only to
atmospheric pressure at a temperature between 15 and 25 degrees Celsius; or

(b) operates by means of a docking system which only releases refill liquids into the tank of
an electronic cigarette when the electronic cigarette and refill container are connected.

Product information and labelling requirements

37.—(1) No person may produce or supply an electronic cigarette or refill container unless it
complies with paragraphs (2) 1o (6).

(2) Each unit packet of the electronic cigarette or refill container must include a leaflet with
information on—
(a) instructions for use and storage of the product, including a reference that the product is
not recommended for use by young people and non-smokers:

(b) contra-indications:

(¢) warnings for specific risk groups;

(d) possible adverse effects;

(e) addictiveness and toxicity;

(f) contact details of the producer; and

(g) if the producer is not based in a member State, a contact person within a member State.
(3) Each unit packet and any container pack must include—

(a) alist of all ingredients contained in the product set out in descending order by weight:

(b) an indication of the nicotine content of the product and the delivery per dose;

(¢) the batch number; and

(d) arecommendation to keep the product out of reach of children.

(4) Each unirt packet and any container pack must carry a health warning consisting of the text:
“This product contains nicotine which is a highly addictive substance”.

(5) The health warning must—
(a) appear on both the front and back surfaces of the unit packet and any container pack:
(h) cover 30% of the area of each of those surfaces, calculated in relation to the area of the
surface concerned when the pack is closed:

(¢) be in black Helvetica bold type on a white background;
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(d) be in a font size which ensures that the text occupies the greatest possible proportion of
the surface area reserved for it; and

(e) appear at the centre of that area.
(6) The health warning must be parallel to the main text on the surface concerned.
(7) For the purposes of paragraph (2)(a), the instructions for use must—

(a) include appropriate instructions for refilling, including diagrams; and

(b) comply with paragraph (8).
(8) Instructions for use comply with this paragraph where—

(a) if the refill mechanism is as described in regulation 36(10)(a), the instructions for use
indicate the width of the nozzle or the width of the opening of the tank (as appropriate) in
a manner that enables consumers to identily the compatibility of refill containers and
electronic cigarettes: or

(b) if the refill mechanism is as described in regulation 36(10)(b), the instructions for use
specify the type or types of docking system with which the electronic cigarette or refill
container is compatible.

(9) Paragraph (7) does not apply to instructions for use that relate to disposable electronic
cigarettes.

Product presentation requirement
38.—(1) No person may produce or supply an electronic cigarette or refill container unless it
complies with paragraphs (2) to (4).

(2) The unit packet and any container pack of the electronic cigarette or refill container may not
include any element or feature falling within paragraph (3).

(3) An element or feature falls within this paragraph if it—

(a) promotes an electronic cigarette or refill container, or encourages its consumption by
creating an erroneous impression about its characteristics, health effects, risks or
emissions;

(b) suggests that a particular electronic cigarette or refill container—

(1) is less harmful than other elecironic cigarettes or refill containers,
(ii) has vitalising, energising, healing, rejuvenating, natural or organic properties, or
(iii) has other health or lifestyle benefits;

(c) refers to taste, smell or other additives (except flavourings) or the absence of any such
thing;

(d) resembles a food or a cosmetic product; or

(e) suggests that a particular electronic cigarette or refill container has improved
biodegradability or other environmental advantages.

(4) The unit pack or container pack in which an electronic cigarette or refill container is, or is
intended to be, presented for retail sale may not contain any element or feature which suggests
economic advantage by including printed vouchers or offering discounts, free distribution, two-
for-one or other similar offers.

(5) The elements and features referred to in paragraphs (2) to (4) include (but are not limited to)
text, symbols, names, trademarks, figurative or other types of sign.

Vigilance requirements
39.—(1) A producer of electronic cigarettes or refill containers must establish and maintain a

system for collecting information about all of the suspected adverse effects on human health of the
product.
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(2) Paragraphs (3) and (4) apply where a producer of electronic cigarettes or refill containers
considers or has reason to believe that an electronic cigarette or refill container which is in its
possession and is intended to be supplied, or which has been supplied, is not—

(a) safe;

(b) of good quality; or

(c) in conformity with this Part of the Regulations.
(3) The producer must (as appropriate)—

(a) immediately take the corrective action necessary to bring the product into conformity
with this Part of the Regulations;

(b) withdraw the product;
(c) recall the product.

(4) The producer must immediately inform the Secretary of State and the competent authority of
any other member State in which the product has been supplied or is intended Lo be supplied,
giving details of, in particular—

(a) the risk to human health and safety;
(b) any corrective action taken; and
(c) the results of any corrective action taken.

(5) The Secretary of State or the competent authority of any other member State may request
additional information from a producer of electronic cigarettes or refill containers, including
information on the safety and quality aspects or any adverse effects of electronic cigarettes or refill
containers.

(6) A producer must comply with a request made of it under paragraph (5) by the date
reasonably required by the Sccretary of State.

Action to protect human health

40.—(1) This regulation applies where the Secretary of State has reasonable grounds to believe
that an electronic cigarette or refill container. or a type of electronic cigarette or refill container,
could present a serious risk to human health.

(2) The Secretary of State may take appropriate provisional measures to address the risk to
human health.

(3) The measures that the Secretary of State may take include, but are not limited to—

(a) prohibiting the supply of the electronic cigarette or refill container, or the type of
electronic cigarette or refill container;

(b) requiring each supplier of the electronic cigarette or refill container, or the type of
electronic cigarette or refill container, to recall the product.

(4) The Secretary of State may take appropriate follow-up measures to implement any
conclusions of the European Commission in relation to the matter.

(5) Any producer or supplier of a product that is the subject of a provisional measure or a
follow-up measure must comply with the measure insofar as it applies to that producer or supplier.

PART 7

Electronic cigarette advertising

Interpretation of Part 7
41.

(a) the aim of promoting an electronic cigarette or refill container; or

(1) In this Part “electronic cigarette advertisement™ means an advertisement with—

24
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(b) the direct or indirect effect of promoting one.
(2) In this Part—

“the E-Commerce Directive™ means Directive 2000/31/EC of the European Parliament and of
the Council of 8 June 2000 on certain legal aspects of information society services, in
particular electronic commerce, in the Internal Market (Directive on electronic commerce)(a);

“information society services™—

(a) has the meaning given in Article 2(a) of the E-Commerce Directive (which refers to
Article 1(2) of Directive 98/34/EC of the European Parliament and of the Council of 22
June 1998 laying down a procedure for the provision of information in the field of
technical standards and regulations(b)); and

(b) is summarised in recital 17 of the E-Commerce Directive as covering “any service
normally provided for remuneration, at a distance, by means of electronic equipment for
the processing (including digital compression) and storage of data, and at the individual
request of a recipient of a service™;

“recipient” means a person who (whether for professional purposes or otherwise) uses an

information society service, in particular for seeking information or making it accessible;

“seryice provider” means a person providing an information society service;

“the Union market” means the market of one or more member States; and

“third country” means a state which is not a member State.

(3) For the purposes of this Part. a service provider is established in a particular EEA State, if
the service provider—

(a) effectively pursues an economic activity in that EEA State using a fixed establishment for
an indefinite period: and

(b) is a national of an EEA State, or a company or firm as mentioned in Article 54 of the
Treaty on the Functioning of the European Union (c).

(4) The presence or use in a particular place of equipment or other technical means of providing
an information society service is not itself sufficient to constitute the establishment of a service
provider.

(5) Where it cannot be decided from which of a number of establishments a given information
society service is provided, that service is to be regarded as provided from the establishment at the
centre of the service provider’s activities relating to that service.

No advertising of electronic cigarettes in the press etc.
42.—(1) No person may in the course of a business publish, or procure the publication of, an
electronic cigarette advertisement in a newspaper, periodical or magazine.
(2) No person may in the course of a business sell, offer for sale or otherwise make available Lo
the public a newspaper, periodical or magazine containing an electronic cigarette advertisement.
(3) Paragraphs (1) and (2) do not apply—
(a) to a newspaper, periodical or magazine which is intended exclusively for professionals in
the trade of electronic cigarettes or refill containers; or
(b) to a newspaper, periodical or magazine which is printed and published in a third country
and is not principally intended for the Union market,

(a) OIL 178, 17.7.2000, p.1.
(b) OIL 204, 21.7.1998, p.37, as amended by Directive 98/48/EC (OJ L. 217, 5.8.1998, p.18).
(¢} Cm7310
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No advertising of electronic cigarettes in information society services

43.—(1) No person may in the course of a business include, or procure the inclusion of, an
electronic cigarette advertisement in an information society service provided to a recipient in the
United Kingdom.

(2) No service provider established in the United Kingdom may in the course of a business
include an electronic cigarette advertisement in an information society service provided to a
recipient in an EEA State other than the United Kingdom (“a non-UK-EEA-State™).

(3) No proceedings for an offence for breach of paragraph (1)(a) may be instituted against a
service provider who is established in a non-UK-EEA-State, unless the derogation condition
mentioned in paragraph 4 is satisfied.

(4) The derogation condition is satisfied where the institution of proceedings—
(a) is necessary for the purposes of public policy. the protection of public health or the
protection of consumers (“the objective™);
(b) relates to an information society service that prejudices the objective or presents a serious
and grave risk of prejudice to the objective; and
(c) is proportionate to the objective.
(5) Paragraphs (1) and (2) do not apply—

(a) to an information society service which is intended exclusively for professionals in the
trade of electronic cigarettes or refill containers; or

(b) to an electronic cigarette advertisement which is not principally intended for the Union
markel.

(6) Schedule 1 (liability of intermediary information society service providers) has effect.

Sponsorship of events etc.
44.—(1) No person may in the course of a business provide electronic cigarette sponsorship
to—
(a) an event or activity which takes place in or has an effect in two or more member States
(“a cross-border event or activity”); or
(b) an individual taking part in a cross-border event or activity.

(2) In this regulation *‘electronic cigarette sponsorship™ means any form of public or private
contribution to any event, activity or individual, with the aim or direct or indirect effect of
promoting an electronic cigarette or refill container.

Amendment of section 319 of and Schedule 11A to the Communications Act 2003 (product
placement of electronic cigarettes on television)

45.—(1) Section 319 of the Communications Act 2003(b) (OFCOM’s standards code) is

amended as [ollows—

(a) at the beginning of subsection (9) insert “Subject to subsection (10),”;
(b) after subsection (9) insert—

“(10) So far as relating to product placement falling within paragraph 4(ba) of Schedule
I1A (electronic cigarettes and electronic cigarette refill containers). subsection (2)(fa)
applies only in relation to programmes the production of which begins after 19th May 2016.

(2) In Schedule 11A (Restrictions on Product Placement)—
(a) at the end of paragraph 4(b) omit “or™;

(a) See regulation 48(e).
(b) 2003 ¢.21. Relevant amendments were made by S.1 2010/831,
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(b) after paragraph 4(b) insert—

(i) “(ba) of electronic cigarettes or electronic cigarette refill containers: or™:
(c) in paragraph 6(2)(a) omit “electronic or smokeless cigarettes, ™";
(d) in paragraph 9 after the definition of “connected” insert—

electronic cigarette™ has the meaning given in section 368R;

“electronic cigarette refill container” has the meaning given in section 368R:".

Amendment of Part 4A of the Communications Act 2003 (on-demand programme services)
46.—(1) Part 4A of the Communications Act 2003(a) (on-demand programme services) is
amended as follows.
(2) In section 368F (advertising) after subsection (1)(a) insert—
“(aa) electronic cigarettes or electronic cigarette refill containers:”.
(3) In section 368G (sponsorship) after subsection (1) insert—

“(1A) An on-demand programme service or a programme included in an on-demand
programme service must not be sponsored for the purpose of promoting electronic
cigarettes or electronic cigarette refill containers.”.

(4) In section 368H (product placement)—
(a) atthe end of subscction (4)(b) omit “or™;
(b) after subsection (4)(b) insert—
“(ba) it is of electronic cigarettes or clectronic cigarette refill containers, or”;
(¢) at the beginning of subsection (15) insert “Subject to subsection (15A),”;
(d) after subsection (15) insert—

“(15A) Subsection (4)(ba) applies only in relation to programmes the production of which
begins after 19th May 2016.”.

(5) In section 368R (interpretation of Part 4A) in subsection (1) after the definition of

“children’s programme” insert—

“*electronic cigarette” means a product that—

(a) can be used for the consumption of nicotine-containing vapour via a mouth piece,
or any component of that product, including a cartridge, a tank and the device
without cartridge or tank (regardless of whether the product is disposable or
refillable by means of a refill container and a tank, or rechargeable with single use
cartridges), and

(b) is not a medicinal product within the meaning of regulation 2 of the Human
Medicines Regulations 2012 (S.I. 2012/1916) or a medical device within the
meaning of regulation 2 of the Medical Devices Regulations 2002 (S.L. 2002/618);

“electronic cigarette refill container” means a receptacle that—

(a) contains a nicotine-containing liquid, which can be used to refill an electronic
cigarette, and

(b) is not a medicinal product within the meaning of regulation 2 of the Human
Medicines Regulations 2012 or a medical device within the meaning of regulation
2 of the Medical Devices Regulations 2002;".

(a) Part 4A was inserted by S.1 20092979, There have been subsequent amendments, but none is relevant.
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