E-Cigarettes:
No Smoke, But Plenty of Fire!

Melodie Tilson

Non-Smokers’ Rights Association
4 December 2012




Sensor detects when
smoker takes a drag Heater vaporises nicotine

LED lightsup when
the smoker draws

onthe cigarette MICROPROCESSOR CARTRIDGE

BATTERY controls heater holds nicotine dissolvecg
and light in propylene glycol

Basic e-cigarette:
battery, vaporizing chamber, cartridge



Burgeoning popularity

» Ruyan, 2007 Now, too many to list ...

RUYAN 4
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» Crown7 .77 New brands

» Njoy New products
» SmokeStik New technologies
» Smoking Everywhere New flavours

» Gamucci

Most brands manufactured in China, not in approved
manufacturing facilities




Convenient
USB Charger

|

Just 84mm long!



CLASSIER HEALTHIER WAY TO SMUOKE. QUIT WITHOUT QUITTING

HOME ORDERVAPUR HOWITWORKS VAPUR ADVANTAGE TESTIMONIALS CONTACTUS FAQ SMOKING FACTS  DISTRIBUTORS
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Share ¥ More info

Vapur kits come with
everything you need to get
started. Our kits also come with
three different chargers so you
can charge your batteries just
about everywhere. Our
Cartridges come in your choice
of five different flavors and four
nicotine strengths.
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Internet Searches: E-Cigarettes, Snus, NRT, Champix

Relative search volume (%)

2008wS 2008w33 2009wS 2009w33 2010wS 2010w33
Year, week

(Ayers et al, American_Journal of Preventive Medicine,
April 2011)




Awareness and use of e-cigarettes

» No Canadian data;
» Two large US surveys in 2010

» 40% had heard of e-cigarettes, awareness highest
among current smokers (online survey)

» 11% of current smokers have ever used e-cigarette

= Low rates of use among former smokers (2%) and never-
smokers (0.5%)

= Use inversely proportionate to age

» Strong belief among smokers that e-cigarettes are
less harmful than regular cigarettes (71% online,
85% in smoker survey)

- son et al, American Journal of Public Health, July 2011)



Health Canada’s position

NOTICE
Our file mumber 0. 10848655

To All Perzons Inrerested in Importing, Advern:ing or Seling Electronic Smolking
Produces in Canada

Eloctronic smoking products (.5, sleczronic products for the vaporization and admizistration of
inkaled doses of zicotins including elecmoxic cigarettes, cigars, ciganilos a=d pipss, 25 well 23
camidges of nicotize solutions a=d related produces) fall withiz the scope of the Food and Drugs
Aczr. All of these products requirs marke: authonzation prior to being mmperted, advertised o
sold iz Canada. Market authorization is gransed by Heald: Canada followizg successful roview
of sciontific svidsuce demomstrating safety, quality axd efficacy with respect to the intszded
purpess of the healtz produg

amtherization. To date, zeo &f

Canada.

In the absence of evideuce p
product dalivering zicotine i
Drug Regulations. In addati
CODfaIns DICONRG MMt Meet
establishmexnt Brences tasus
manufacturizg elecronic cig

Health Canada Advises Canadians Not to Use
Electronic Cigarettes

Eealth Canada is awars that|
Cazada withous market aurk
advertising or sellizg elecare
2sked to stop doizg 50 imms
viclatica of the Food and [
enforcement actions iz acco

Compliancs and Enforcemed

If vou wish to submit » comy
warket autkorizatiox, plezss

All electronic products for
administration of inhaled
doses of nicotine are new
drugs; thus fall under
Food and Drugs Act

Cannot be imported,
marketed, sold in Canada
without market
authorization from Health
Canada

Delivery system of e-cig
containing nicotine must
meet requirements of
Medical Devices Regs



Health Canada’s position

» Reqgulatory grey zone

E-cigarettes for nicotine use lllegal
E-cigarettes not for nicotine use that

. lllegal
make a health claim
Nicotine cartridges/liquid lllegal

E-cigarettes not for nicotine use that do
not make a health claim




E-cigarettes: Regulatory grey zone

Vendors not permitted to explain to customers
what they do—"The only thing I'm allowed to do
is sell them as a novelty product”

Wednesday, April 25, 2012 R E N Subscriber Services Join our research panel!

. News | Columnists / lan Gillespie
H e a I t h ( a n ad a_ . Enter the smoky world of e-cigarettes
THE CITY: Electronic cigarettes raise a few questions, but Craig Smith’s not allowed to answer them
By IAN GILLESPIE, THE LONDON FREE PRESS

“The lines are TR

Craig Smith sells electronic cigarettes -- neat little devices that

V4 Email Story | Print | Size A AA | Report Typo contain no nicotine, "light" with the push of a button, come in various

t ,I"I" _ flavours (including mango, dill pickle and peanut butter) and when
o ﬁ ’ B .'; Q "smoked" emit harmless steam vapours that leave no lingering

) ey (o) &

stains or odours

| | The devices, which Smith has been selling online
(www noifsandsorbutis ca) and out of his south London home for
about a year, are legal.

But according to federal regulations, Smith can't explain why he sells
these e-cigarettes.

“I'm not allowed to tell people what electronic cigarettes actually do,"
says Smith. "The only thing I'm allowed to do is sell them as a novelty
product. Ifyou wantto learn about electronic cigarettes .. . you have to
do the research yourself hecause I'm not allowed to tell you because
| sell them."

www.nhoifsandsorbutts.ca

Welcome to the convoluted world of e-cigarettes where, as Health

Craig Smith enjoys an “electronic Canada media relations officer Olivia Caron tells me, "The lines are
cigarette,” which produces vapour, not hlurry.

smoke. He sells them on his website

www.noifsandsorbutts.ca. (DEREK RUTTA, | Forthe record (and according to its stated regulations), Health

The London Free Press) Canada "advises Canadians not to purchase or use electronic

smoking products, as these products may pose health risks and
have not heen evaluated for safety, quality and efficacy. .. . To date, no electronic cigarette product has received market
authorization from Health Canada”



http://www.noifsandsorbutts.ca/

Current situation in Ontario

» Retailers in many jurisdictions are openly selling
and promoting e-cigarettes and paraphernalia

= |nternet

= Head shops
* Flea markets
= Mobile sales at workplaces

= Kiosks in malls

= Convenience stores
= (Gas stations
= Pharmacies
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Ads in shop window, Milton, ON, June 2010
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Electronic Smoking~- Get out of the cold!

Smoke anywheral- No odor - No toxic chemicals!

Order on Line:
www.stopsmoking12.com
Customer Service: 800-408-5840
to be removed from our fax list,

Fax back toll Free, 877-441-0162

Electronic Clgarette, USB Charge:s,
(5) Filters = 230 Cigareltles -

Only $25.30

Buy direct and save - Comparable
Product sold for as much as $150.00
Choosea: Regular Tobacco, Menthol,
Mariboro, Coffee, Chocolate,

or Vanifla

With your safer, cleaner, odorless
electronic cigarette, you will be able
to legally smoke anywhere -
restaurants, bars, work, and even at
home around your spouse and

chlldren.

Fax Blast

received by
various ON
health units,
March 2011

“You will be able to
/egally. simoke
anywrere—
restaurants, bars,
work, even around
you spouse and
children.”




SMOKE INDOORS AGAIN
HDO S ™M D KE

MIGH DEFINITION SK
— T——
ELECTRONIC CIGARETTES

Newspaper, Windsor, ON, Aug 2011
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HFD SMOKE

HIGH DEFINITION SMOKING

Used by C - ML ~ - Pann ‘ 3 GREAT MONEY $5% MAKING $$% PRODUCTS
Kathacire , Ov. Trawis, : STOCK THESE ITEMS TODAY!
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- Equivalent 8o 9 packx of Cigarctien

HD SMOKE
2:phece design with Rechargaable Battary

DELUXE Lifutime Warranty
-3 Popular Kit Flavars: Fall, Robust & Mentho

STARTER KITS E Cartomzer Flavars: Full Tobacco, Rebust Tobacso

Menthel, Appix

ELECTRONIC CIGARETTES M EEENNG—_—

ELECTRONIC CIGARETTES “
GIVE YOUR LUNGS A BREAK

- Popaiar CORONA Sizn

= 1500+~ Pufts

« Equivalent to 35 Cigars '_D ’%
HAVE - Rcalistic Ash Tip %)

Charry Chocolutn, CoMlea, Vanid

o
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COROMA » 5of Plastic Nouthpiege

"""?,::m“ - Great Ciger Flaver . e {,M
J .
o' I lous M Whuy CHoose HD SMoke 7 Orper Topay !

-Huge Profits Tel: 416-746-4700

For yourself... For the ones you love... SExcting Now iem Advertisad on TV Toll Free: 1-855-HD-SMOKE
Endorsed & Used by Popular Calabwities or: 1-855-437-6653

LOOKS, FEELS & TASTES LIKE A REAL CIGARETTE Rosidual Income Seming Cartomizer Rofdls

Me Send Customers 10 You Fax: 647-547-8176

Qualiw’ Va’ue’ service Your Customers Send You Referrals Email: sales@hdsmoke.com

MOSmche.com FREE Promational Bemu for Your Stare
For more info or to find a dealer near you, visit: HDSmche o3 FREE Danler Listing on our Website!!! Web: www.HDSmoke.com

Distributors & Retailers Wanted

www.HDSmoke.com

Retail trade journal, May 2012



Outdoor ad

Brantford, ON
. Nhar °/

77;:: Nm/ﬁm

—
"'.' ; 1
- -
i
| « | ‘ ’
| I ——
» o ' ,
- - - A. - |

v ELECTRIC CIG

Mg M99
‘ Vi ¥
o A

UMM



N@ Ifs Ands or Bu''s

Save your money, save your life!
Electronic Cigarettes, Accessories and E-Liquid

Join us at the Trail's End Farmers Market in the produce building stall 40 Saturdays

or find us at the Aylmer Sales Arena in the center aisle Tuesdays

No Ifs Ands or Butts is a London, Ontario, Canada based Electronic Cigarette company. The company was
founded by former smokers who, after using E-Cigarettes to break their own habit, felt a need to share

' p— the product with other smokers.
' — 90% cheaper than cigarettes! No tobacco or harmful chemicals!
i L el ¥
Products . N .
' FAQ .

Website, London ON-based e-cigarette retailer,
September 2011


http://www.noifsandsorbutts.ca/
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Ad for e-cigare
On Covered Ci N'OHD'EFINITIONSMOKING ‘
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The controversy

» E-cigarettes are » E-cigarettes are clean
unproven cessation drug delivery device
devices; should be that can satisfy
required to undergo smokers’ addiction to
same rigorous testing nicotine and to
for safety/efficacy as smoking behaviours

other NRTs Even if untested,
E-cigarettes have health risks of e-
potential to cigarettes could not
undermine major come close to those
tobacco control gains of cigarettes




Proponents

» Substantially lower health risks than cigarettes

» Main ingredient—propylene glycol—has been
proven safe
= asthma inhalers, nebulizers
= Food additive: humectant, preservative
= theatre fog

» No risk to others from second-hand ‘vapour’

» No deaths; only one hospitalization ever
reported




Proponents

» Effective in helping smokers \ cigarette use

» Effective in helping smokers quit smoking
= Thousands of testimonials/anecdotal reports on Internet
= Surveys of e-cig users (small samples; internet based)
78% of 110 users not used tobacco in past 30 days
Most felt e-cig helped them quit (Foulds 2011)

= One small, single blind study, 40 smokers (Bullen 2010)

16mg nicotine scored highest for enabling
participants to refrain from smoking

16mg received similar ratings for satisfaction +
ease of use as nicotine inhaler



Opponents

» Long-term health risks not yet known

» Safety concerns

» Lack of quality controls

» Misleading/incorrect labelling & promotion

» Little evidence of effectiveness as cessation aid

» Tobacco control successes undermined

= Increased social exposure to ‘smoking’: Will e-cigarette
promotion/use re-normalize smoking?

= Dual use = increased consumption
= Enforcement of smoking bans complicated




Unproven cessation claims

» No randomized, controlled trials
= Mostly anecdotal evidence
= Financed by e-cig manufacturers
= Focus groups/surveys

» Much lower nicotine delivery than cigarettes

» High variability in quantity of nicotine delivered
among brands and within a brand

» Amount of vapour diminishes throughout life of
e-cigarette




Labelling issues

4

FDA testing found nicotine levels *# information
on labels; most e-cigs labelled as nicotine-free
did contain nicotine

Significant variation in contents and deliveries
among cartridges/brands and within brands
means nicotine dosage on label may not reflect
what's inhaled

Smoking is harmful for health E-Cigarette is good for healt

Many brands make

health claims Health
-Cigarette




Will e-cigarettes re-normalize smoking?
.y '\‘ ""\»HN %

SMOKE

" N1 VVI1II1LIDL

- AIRPLANES

> RESTAURANTS

- NIGHT CLUBS

- BARS

- HOTEL/MOTELS
- EVERYWHERE!

“Can | smoke anywhere? Technically yes. Since it is non-flammable and
contains no burned dried or cured plant leaves, it is not smoking and its
use is not prohibited by law. Customers have used the product in
restaurants, in airports, at work and in other places where traditional
smoking is banned.” (www.smokeanywhere.com)



Will e-cigarettes re-normalize smoking?

» Celebrity endorsements
= Katherine Heigl, Lindsay Lohan, Charlie Sheen, Dennis Quaid

- I . —
You TUhe \ Search | Browse — Movies

The Doctors Reviewed Electronic Cigarettes

freetrialoffers1 4 videos [¥|  Subscribe

Becironir
Moaretlp

VAPES.COM

= “The Doctors”

= Celebrity blog by Robin Sullivan
(http://www.esmokingreviews.com)




You're Shopping in Canada | See Mare Cities Contact Us

~ O )
02000, 2
kIJIJI ODain Kijiji Daily Deals Email: | vou@domain.corm Subscribe

saving BIG together m

Today's Deal Kijiji Exclusive FAQ Sign in

$19 for an Electronic Cigarette Kit ($59 Value) or VALUE  DISCOUNT SAVINGS
$29 for Two Kits ($100 Value) from Kijiji T .
Exclusive - Includes Taxes and Shipping

NEVER MISS A DEAL AGAIN!

Subscribe to our Daily Deal Alerts!

ou@domain.com

Greensmoke AND BluCigs Sponsor NASCAR Memorial
Day Weekend 2011 [Pictures]

& POSTED BY SPARKY

Green Smoke's Car #50 (Click to Enlarge)




Will e-cigarettes re-normalize smoking?

» Promotional
immi NEW! 4
gimmicks Ehe N .
je New Aork Cimes
= Blu allows users to qurt PCICI( L Expect the World®

. . changes electronic cigarette industry.
communicate with kel
each other

= LoongTotem
features adjustable

*Blu has developed
packs of e-cigarettes
with sensors that will
let users know when
other e-smokers are
nearby. Think of it as
social smoking for the
social networking era.”

smoke volume WATCH THE LAUNCH VIDEO » - Naw T L
. 'Vlatn}’dbra nds offer Patented electronic cigarettes
cartriages in unique with customizable smoke volumes

flavours and in
flavours that appeal
to kids

Electronic cigarettes with 1,300mAh batteries
and 2.5mlL cartomizers



“All our E-LI
grade ingre
All our E

e from USP certified food/medical
0 not contain any harmful chemicals.
PG/VG blends using only vape-safe
flavorings”

Strawberries and Cream
Dill Pickle

American/
Tobacco
Menthol To
Pipe Tobac
Black Cherry
Cuban Cigar T
Earl Grey Tea
Clove

Butter Rum

Cola

Irish Cream

Bubblegum Snicker Doodle
Hot Cocoa Spearmint
Caramel Cream Liqueur Cherry Blossom
But \\ Ripple Honeysuckle

orice Kettle Corn

Black



Will e-cigarettes re-normalize smoking?

» Big Tobacco is buying e-cigarette companies

= BAT established Nicoventures in 2011, division
devoted to smoking alternatives

= Imperial Tobacco bought undisclosed stake in e-
cigarette company in 2011 (large expansion in 2012)

= Lorillard bought blu e-cigarettes in 2012

= Japan Tobacco signed agreement in 2012 to
commercialize e-cigarettes made by Ploom

August 12, 2012 4:45 pm
Big Tobacco bets on e-cigarette future

By Mark Wembridge and Christopher Thompson

When a passenger on an intercity Megabus
coach service reported seeing smoke
emanating from a carry-on bag last month,
British authorities feared a terrorist attack,
and closed down a big motorway.

- What armed police, fire crews and bomb
disposal experts discovered was altogether
less sinister: the “smoke” was in fact vapour from an electronic cigarette device.




Position of other jurisdictions—WHO

» Extent of nicotine uptake and its safety have not been
established

» Insufficient scientific evidence to establish nicotine
dosing capabilities, efficacy as cessation aids, safety of
use

» Concern that nicotine delivery to the lung might result in
s’:c;onger toxicological, physiological, and addictive
effects

» Should be regulated as combination drug/medical device

» If regulated as tobacco product, manufacture/sale/import
should be subject to FCTC requirements:

= Contents and labelling (Articles 9-11)

= Prohibition on public use that might expose others to emissions
(Article 8)

= Ban on advertising + promotion (Article 13)



Position of other jurisdictions

» E-cigarette regulated as drug or combination
drug/ medical device
= Canada, Australia, Singapore Thailand, Brazil
= No country has approved e-cigarette as a drug

» UK: proposed regulation to permit sale of
licensed e-cigarettes as harm reduction device

» NZ: Ministry of Health says e-cigarette is “far
safer than smoking,” but sales not yet permitted
= Government-funded clinical trial of Elusion brand

launched in Aug. 2011
= e-cig part of 20-year plan to phase-out combustible

tobacco




Position of other jurisdictions—FDA

US:Department of Health & Human Services £5) wuwhhs.gov

» In 2009 US FDA halted 5

PO us. foodand Drug Administration AZinder  Seach | 9

| | | ]
I I I I p O I | S Of e — CI g a re tte S Home | Food | Drugs | Medical Devices | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Radiation-Emitting Products | Tobacco Products
n n
; I t b News & Events  Share | Emaltis Page &) prntis page T Change FontSie
aWS u I y e - C I g Home » News & Events » Public Health Focus
f t Public Health Focts Regulation of E-Cigarettes and Other Tobacco Products
Manuraciurers iz

Dear Stakeholder;

. D eC . 2 O 1 O fe d e ra I C O u rt Of The purpase of this letter is to provide stakeholders and the public with information, in light of a recent

court decision, regarding the requlation of products made or derived from tobacco.

A I I d th t 1 t' The Family Smoking Prevention and Tobacco Control Act of 2009 (Tobacco Control Act), which amends
p pea S ru e a n I CO I n e the Federal Food, Drug, and Cosmetic Act (FD&C Act), was enacted on June 22, 2009, and it provides
the Food and Drug Administration (FDA) with authority to regulate "tobacco products,” The FD&C Adt,
as amended by the Tobacco Control Act, defines the term "tobacco product,” in part, as any product

. . - . "made or derived from tobacco” that is not a “drug,""device,” or combination product under the FD&C
products, including e-cigs, to

Act.

Under the FD&C Act, the definition of "drug” includes articles intended: (1) for use in the diagnosis,
b e re g u I ate d a S to b a CCO n Ot cure, mitigation, treatment or prevention of disease, or (2) to affect the structure or any function of
the body. Similarly, “device” is defined to include articles intended: (1) for use in the diagnosis of
disease or other conditions, or in the cure, mitigation, treatment, or prevention of disease, or (2) to

a S d ru g S/ d eVi CeS affict the structure or any function of the body.

Between 2008 and 2010, the FDA determined that certain electronic cigarettes (e-cigarettes) were
unapproved drug/device combination products and detained andor refused admission to those

[ A ri I 2 O 1 1 F D A d e Ci d e S t O offered for import by Sottera, Inc. and other manufacturers. Sottera, Inc. challenged that
p determination in court,

. . . The U.S. Court of Appeals for the D.C. Circut, in Sottera, Inc. v. Food & Drug Administration, 627 F.3d
- 891 (D.C. Cir, 2010), recently issued a decision with regard to e-cigarettes and other products "made
a Cce pt ru I I n g L) I S d eve I O p I n g or derived from tobacco” and the jurisdictional ine that should be drawn between "tobacco products”
. . . . and "drugs,” "devices," and combination products, as those terms are defined in the FDBC Act. The
d I court held that e-cigarettes and other products made or derived from tobacco can be requlated as
g u I e I n e S O n Va rl O u S I S S u e S "tobacco products” under the Act and are not drugs/devices unless they are marketed for therapeutic
PUMpOSES,

The government has decided not to seek further review of this decision, and FDA will comply with the
Jurisdictional ines established by Sottera,




So where do you stand?

How should e-cigarettes be regulated:
= Asdrugs?
= As tobacco products?

= Under a new nicotine regulatory framework, with
controls in proportion to their risk profile”?




Melodie Tilson, Director of Policy

mtilson@nsra-adnf.ca
613.230.4211 x3

For more info:
www.nsra-adnf.ca/cms/file/files/e-ciq%20Brochure%20FINAL.pdf

Follow us on Twitter: y @nsra-adnf
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