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g OVERVIEW AND HISTORY OF
- ELECTRONIC NICOTINE DELIVERY
SYSTEMS




What’s in a Name?

Electronic Nicotine Delivery Systems (ENDS)
Electronic Nicotine Delivery Device (ENDD)

- *Electronic Cigarette

*E-cigarette

*E-cig

*Personal Vaporizer

-

“Smokers” are now “vapers,” who, instead of identifying themselves
with a particular brand of cigarette, identify themselves by the type of
e-cigarette they use and the flavors they prefer.

Barbeau, A., Burda, J., Siegel, M. (2013). Perceived efficacy of e-cigarettes versus nicotine replacement therapy among successful e-
cigarette users: a qualitative approach. Addiction Science & Clinical Practice , 8(5).
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Presentation Notes
List goes from more formal to less formal.  Can use terms interchangeably.  Other forms of ENDS do exist, such as cigars and pipes, but e-cigarettes have far and away been the predominant form used, and that’s what this presentation focuses on.  Read lower part of screen.  Common names of e-cigarette brands are Blu Cigs, South Beach Smoke, EverSmoke, Green Smoke, Eco Smoke, Cirrus, Victory E-Cigarette, Envy, Red Dragon, Krave, Smoking Everywhere, ProSmoke, Pro Vape…and the list goes on.  Vaping is when you inhale the vapors of an electronic cigarette.


Who Invented the E-Cigarette?

’ﬂ *Hon Lik, a Chinese pharmacist

from Beijing, is generally credited

with inventing e-cigarettes as

they exist in their current form in

- 2003 while working for Golden
Dragon Holdings, which later
changed its name to Ruyan,
which means "Resembling
smoking.”

*Ruyan began marketing e-cigs in
China in 2004, and soon after

began exporting them to Europe
and the US.

Foulds, J., Veldheer, S., Berg, A. (2011). Electronic cigarettes (e-cigs): views of aficionados and clinical/public health perspectives.
International Journal of Clinical Practicei, 65(10):1037-42.

Henningfield, J. E., Zaatan, G. S. (2010) Electronic nicotine delivery systems: emerging science foundation for policy. Tobacco
Control, 19(2):89-90.
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Presentation Notes
International patent for e-cig awarded to Ruyan in 2007.
Marketing to Europe in 2006.
Marketing to US in 2007.

http://www.ncbi.nlm.nih.gov.lp.hscl.ufl.edu/pubmed/21801287
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Tenk, J. (2009). New Invention of 1963: The Smokeless Non-Tobacco Cigarette. Retrieved 5/27/13 from http://www.e-

cig.org/2009/11/07/new-invention-of-1963-the-smokeless-non-tobacco-cigarette/
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A COMPONENTS AND USE OF
E-CIGARETTE DEVICES




What’s in an E-Cigarette?
| .

COTLATTIITTg TSt

Cobb, N. K ., Abrams, D. B.. (2011). E-cigarette or drug-delivery device? Regulating novel nicotine products. The New England
Journal of Medicine, 365(193-195).

Kuschner, W. G., Reddy, S., Mehrotra, N., Paintal, H.S. (2011). Electronic cigarettes and thirdhand tobacco smoke: two emerging
health care challenges for the primary care provider. International Journal of General Medicine, 4(115-120).
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Presentation Notes
E-cigs are basically plastic tubes with parts inside that are designed to mimic the effective and efficient nicotine delivery system of a cigarette without the harmful cigarette smoke. Though there are some differences among the manufacturers as to how they put together their products, they typically have the same general set of parts. The nicotine-containing cartridge is near the mouthpiece and contains nicotine, though some cartridges are marked as containing no nicotine, theoretically for use when a person is attempting to achieve nicotine cessation, though as we’ll talk about in a bit, e-cigarettes do not have approval as cessation aids.  As a quick reminder, nicotine is a stimulant and a highly addictive drug found in tobacco that affects the central and peripheral nervous systems.  Smoking tobacco provides almost instant gratification, as the nicotine deposits in the alveoli, is absorbed into the arterial circulation, and reaches the brain within seconds, causing pleasure, appetite suppression, arousal, reduction in anxiety, and other gratifying effects.  The New England Journal of Medicine states that cigarettes are “the most addictive drug of abuse, eclipsing cocaine and heroin in terms of users’ reported difficult in abstaining.”  A smoker typically takes in 1 to 2 mg of nicotine per cigarette.  Nicotine is very toxic at higher doses.  For instance, a lethal dose for a child is estimated to be 10 mg and for an adult is estimated as 60 mg.  Some e-cigs require refill kits for the cartridges, some of which contain up to a gram of nicotine per bottle.  The nicotine isn’t the only thing in the cartridge.  It’s part of a mixture that also contains propylene glycol (artificial smoke) and other chemicals. This liquid mixture sits within a plastic fibrous sponge that is in the cartridge, and sometimes flavorings like chocolate, coffee, fruit, and tobacco are added to entice users.  Some newer models of e-cigs look less like cigarettes and more like other items.  [Click to advance to extra pics.]  Here is the more traditional e-cig look and a more recent look.  What’s it mimic?  A pen.  Others are different colors…sleek in design…some with digital displays that include features such as number of puffs taken and a warning indicator if the unit is overheating.
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Nicotine cartridges are
filled with plastic fibers
soaked in a solution of
propylene glycol,
nicotine, and some-
times, flavorings

*The user inhales on the
mouthpiece, which activates the
flow trigger (and LED light as
applicable) in the device. i

battery or othe
power source

 The battery sends a current to
the heating element, which heats
and vaporizes the contents of the

Flow trigger

Airflow created by

o the user on inhalation . Heati |
Cartrldge © activates the flow Eating clerent
trigger
. Micotine-
*The user breathes in the vapor contanng
LED light turns on, and the cartridge
= heating element vaporizes the
mlst- propylene glycol and nicotine
solution into a mist Mouthpiece

6 Nicotine-

containing mist

Cobb, N. K ., Abrams, D. B.. (2011). E-cigarette or drug-delivery device? Regulating novel nicotine products. The New England
Journal of Medicine, 365(193-195).

Kuschner, W. G., Reddy, S., Mehrotra, N., Paintal, H.S. (2011). Electronic cigarettes and thirdhand tobacco smoke: two emerging
health care challenges for the primary care provider. International Journal of General Medicine, 4(115-120).
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The e-cigarette is a pneumatic, or breath activated, device. Some e-cigs have LED lights that light up when the user inhales as another way that the e-cig mimics conventional cigarettes.  When the user inhales, the flow trigger and LED light are activated, and then the heating element heats up the mixture in the cartridge (in some e-cigs, this is based on negative pressure causing the circuit to close), causing it to vaporize the contents of the cartridge.  The user then breathes in the resultant vapor mist. Some models require the user to press a power switch, which must be held down during operation.  E-cigs routinely have lithium-ion rechargeable batteries, which are charged through an AC outlet, car charger socket, or USB.  New e-cig users often purchase starter kits, which can range from $20 to $170.  Some manufacturers also sell portable charging cases, which have a large battery that in turn charges smaller batteries for individual cigarettes.
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Adult Awareness and Use

US Population
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Zhu S-H, Gamst A, Lee M, Cummins S, Yin L, et al. (2013) The Use and Perception of Electronic Cigarettes and Snus among the U.S.
Population . PLoS ONE 8(10): €79332. d0i:10.1371/journal.pone.0079332

King, B. B.,Alam, S., Promoff, G, Arrazola, R., Dube, S. R. (2013) Awareness and Ever Use of Electronic Cigarettes Among U.S. Adults,
2010-2011. Nicotine Tobacco Research, 15(9): 1623-7.
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Presentation Notes
Finally getting some solid data on use and awareness. “This study, based on a national probability sample, found
that three quarters of the U.S. adult population have heard about e-cigarettes, and approximately 8% of them have
experimented with e-cigarettes.”

That 75% of U.S. population reported being aware of e-cigarettes
is somewhat surprising, given that the survey was
conducted before the onset of any major paid media promotion
by large tobacco companies. E-cigarettes are presumably
mostly of interest to current smokers, or about 20% of the U.S.
population [50]. This survey found that almost 90% of current
smokers have heard about them, but even two-thirds of never
smokers reported having heard of e-cigarettes. When asked
about where they have heard about these products, television
tops the list. Internet, which we suspected to be a major driver
for the spread of information about e-cigarettes [12,54], ranks
third on the list.
Since there is little data indicating major television
advertising paid for by e-cigarette manufacturers before this
survey was conducted (in February-March, 2012), the high
level of awareness attributed to television suggests that the
products might have garnered considerable earned media
attention. Earned media includes national news programs or
health programs that discuss the pros and cons of e-cigarettes
[55-58]. It also includes celebrity endorsements on popular TV
talk shows [34,35]. And it could include many local television
and radio programs, which feed from these national news
programs [59-61]. There is, however, no formal documentation
of exactly how often this took place, and survey respondents
might have based their report on what was most salient in their
memory, not what was most frequent.


Other resource just in case: Popova, L., Ling, P. M. (2013) Alternative Tobacco Product Use and Smoking Cessation: A National Study.  American Journal of Public Health, In Press.
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Zhu S-H, Gamst A, Lee M, Cummins S, Yin L, et al. (2013) The Use and Perception of Electronic Cigarettes and Snus among the U.S.
Population . PLoS ONE 8(10): €79332. d0i:10.1371/journal.pone.0079332



Presenter
Presentation Notes

‘Among current smokers, over 30% have ever used e-cigarettes. Of those who have ever tried
e-cigarettes, about 18% are currently using them.”

Study showed that women were significantly more likely to have tried e-cigarettes than men.  Also, almost half of current smokers (49.5%) were susceptible to using e-cigarettes in the future.


“E-cigarettes are presumably mostly of interest to current smokers, or about 20% of the U.S.
population [50]. This survey found that almost 90% of current
smokers have heard about them, but even two-thirds of never
smokers reported having heard of e-cigarettes. When asked
about where they have heard about these products, television
tops the list. Internet, which we suspected to be a major driver
for the spread of information about e-cigarettes [12,54], ranks
third on the list.
Since there is little data indicating major television
advertising paid for by e-cigarette manufacturers before this
survey was conducted (in February-March, 2012), the high
level of awareness attributed to television suggests that the
products might have garnered considerable earned media
attention. Earned media includes national news programs or
health programs that discuss the pros and cons of e-cigarettes
[55-58]. It also includes celebrity endorsements on popular TV
talk shows [34,35]. And it could include many local television
and radio programs, which feed from these national news
programs [59-61]. There is, however, no formal documentation
of exactly how often this took place, and survey respondents
might have based their report on what was most salient in their
memory, not what was most frequent.





U.S. Youth Use
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Centers for Disease Control and Prevention. (2013) E-cigarette use more than doubles among U.S. middle and high school students
from 2011-2012. Retrieved from http://www.cdc.gov/media/releases/2013/p0905-ecigarette-use.html
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MS went from 1.4% in 2011 to 2.7% in 2012
HS went from 4.7% in 2011 to 10% in 2012

“These data show a dramatic rise in usage of e-cigarettes by youth, and this is cause for great concern as we don’t yet understand the long-term effects of these novel tobacco products,” said Mitch Zeller, director of FDA’s Center for Tobacco Products. “These findings reinforce why the FDA intends to expand its authority over all tobacco products and establish a comprehensive and appropriate regulatory framework to reduce disease and death from tobacco use.”
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2012 Florida Youth Tobacco Survey, http://www.floridahealth.gov/reports-and-data/survey-data/fl-youth-tobacco-
survey/reports/index.html
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Among high school students who have ever smoked a cigarette, 15.7% are current e-cigarette users, and 35.7% have ever tried an e-cigarette.

Among current high school smokers, 36.2% are current e-cigarette users and 58.9% have tried an e-cigarette.


Florida Youth Use
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2012 Florida Youth Tobacco Survey, http://www.floridahealth.gov/reports-and-data/survey-data/fl-youth-tobacco-
survey/reports/index.html
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Presentation Notes
Among high school students who have ever used an e-cigarette, 58.9% are current smokers, and 83.3% have ever tried a cigarette.

Among current e-cigarette users, 63.6% are current smokers, and 84.9% have tried a cigarette.
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2012 Florida Youth Tobacco Survey, http://www.floridahealth.gov/reports-and-data/survey-data/fl-youth-tobacco-
survey/reports/index.html



Presenter
Presentation Notes
Among high school students who have never smoked a cigarette, 2.7% have ever tried an e-cigarette and 1.1% are current e-cigarette users.


Where Have You Seen E-cigs for Sale”

L]
*Online
n ln Zushion (16... @8 Suggested Sites = a Web Slice Gallery v [#]| Quiz - Shorteut

South Beach Smoke Reviews & Ratings — Coupon plus Rebate

°
.Convenlence Stores LI Trendy ecig produces lot's of vapor and offers stylish accessories. m

Overview | Reviews & Ratings | Full Product Details & More | Leave a Review

.
.PharmaCIeS All cartomizers now contain 100% Made in the USA e-cig juice! [ compare

The lowest price starter kit from South Beach Smoke is their Express Kit at $29.99. However, our recommendation is one of
their Deluxe Kits starting at $59.99. This e-cigarette is a superior 2 piece electronic cigarette and comes with atomizer and cartridge
combined into a disposable cartemizer. The NEW SuperMAX battery produces crazy amounts of vapor and comes with a crystal LED. For

.
.Blg B Ox Stores great savings on re-orders of cartomizers and other exclusive discounts, be sure to check-out their Home Delivery Program option. You'll

be given the option to join after you have purchased your kit. Get 10% off your SBS kit purchase with our South Beach Smoke coupon listed

here.
alls ek Ecet)IG) $ Eandop New SuperMax Battery 3 Tobacco flavors,
: User Ratings: Yricioirds Overall Menthol, Vanilla
rirdrieds Battery Life ! :
i, Leave a Review ) Chocolate, Cherry, Peach,
Leave a Review Foiioids Smoke /Vapor Peppermint, Pina Colada

*Tobacco Specialty Shops S,

Fniin'ds Cost/Value

q+1 4 m Based on 55 user reviews.

Free Shipping: No

‘Liquor/Beverage Stores | oo, womon

Nicotine Levels
Bold (24mg), Full (16mg),
Light (12mg), Ultra Light

{6mg), Zero (Omg)

(except $29.99 Premium Kit).
Discount will be autormatically
applied during checkout when
ardering through finks/buttons on
H this site.

Misc. Info
NEW SuperMAX Battery
produces great vapor!

*Grocery Stores

. .
.TeleV]. Slon Price per Cartridge (*): $1.79 to $2.66 (cartomizer)

One Cartridge equates to. 1.5 - 2 packs South Beach Smoke Starter Kit &
Money Back Guarantee: 30 days Accessories

LED Color: [ ]

Warranty- Lifetime

Charging Case (PCC)
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Blu Cigs website said it has over 80,000 distributors in the US.
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A SCIENTIFIC HEALTH
ASSESSMENTS AND FINDINGS




More Information Needed

*5till in need of safety and *In a study on pulmonary effects
efficacy data — no long-term (Vardavas et al.), 5 minutes of e-
controlled clinical trials. Most cigarette use led to an increase of
research studies conclude by impedence, peripheral airway
noting the need for further flow resistance, and oxidative
research stress among healthy smokers.

Inconsistent nicotine delivery
and craving suppression

Eissenberg, T. (2010) Electronic nicotine delivery devices: ineffective nicotine delivery and craving suppression after acute
administration. (Tobacco Control, 19(87-88).

Popova, L., Ling, P. M. (2013) Alternative Tobacco Product Use and Smoking Cessation: A National Study. American Journal of
Public Health, In Press.

Vardavas, C. I., Anagnostopoulos, N., Kougia, M., Evangelopoulou, V, Connolly, G. N., Behrakis, P. K. (2012) Impact of Respiratory
Flow Resistance, Impedance, and Exhaled Nitric Oxide. Chest, 141(6)), 1400-1406.
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Often seen as reduced exposure option even within the realm of tobacco control.  Variability in design might be the cause for inconsistent nicotine delivery.  Some studies have shown little to no nicotine being delivered.  Differences between brands and differences within single e-cigs in terms of inconsistent the further into a cartridge one gets, so to speak.  For some e-cigs, “vapers” have to inhale more deeply and aggressively after the first 10 or so inhalations to get the same amount of nicotine as earlier inhalations.”  Vardavas study tested short-term pulmonary effects…had participants vape for 5 minutes, control group without cartridge included. Lung function assessments of exhaled nitric oxide, dynamic lung volumes, and total respiratory resistances.  Result: 5 mins of e-cig led to increase in impedence, peripheral airway flow resistance, and oxidative stress among healthy smokers. 


More Information Needed

*Metal and silicate particles
found in cartomizer and aerosol

*One study found variations in
design; ambiguous amounts of
nicotine per cartridge; insufficient
labeling of cartridges, wrappers,
packs; leakiness of cartridges;
defective parts and operation;
errors in orders filled;
incomplete/inaccurate instruction
manual

*42-year old woman - lipoid
pneumonia due to recurrent
exposure to glycerin-based oils in
e-cigarette nicotine vapor

*Not legally approved as a
smoking cessation aid, but some
smokers view/purchase it as such,
and evidence is mounting against
that.

McCauley, L., Markin, C., Hosmer, D. (2012). An Unexpected Consequence of Electronic Digarette Use. (2012). Chest, 141(4), 1110-
1113.
Trtchounian, A., Talbot, P. (2011). Electronic nicotine delivery systems: is there a need for regulation? Tobacco Control, 20(47-52).
Vickerman, K. A., Carpenter, K. M., Altman, T., Nash, C. M., Zbikowski, S. M. (2013). Use of Electronic Cigarettes Among State
Tobacco Cessation Quitline Callers. Nicotine & Tobacco Research, In Press.

Williams, M., Villarreal, A., Bozhilov, K., Lin, S., Tablot, P. (2013). Metal and Silicate Particles Including Nano Fluid and Aerosol.
PLoS One, 8(3), €57987.
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One study found metals from the internal components of the EC in the cartomizer contents and aerosols…tin, silver, iron, nickel.
Quitline research from six state quitlines showed that participants who used e-cigarettes were significantly less likely to report tobacco abstinence (30 day point prevalence at 7 month mark) compared with those who had never tried e-cigs.  Study with focus groups showed that some users are happy with continuing to be smoke-free but not nicotine free indefinitely.  Lipoid pheumonia – resolved with discontinuation of e-cigs.



More Information Needed

*Anecdotal reports of injuries from malfunction of e-cigarettes

5% Py Outdoor Seat Cushion (16... @ Suggested Sites v ] Web Slice Gallery « [a| Quiz - Shorteut
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DNA on QJ Bottle Leads to Arrest
Watch: Sudden Explosion After Baltimore Train

Man Suffers Severe Injuries After E-Cigarette Dera .
Ariz. Twins Suffer Strokes at 26, Only Months

Explodes in His Mouth Agar

Photos: Before Fame: Who Is This Too-Cool-for-
@NEWS By MIKAELA CONLEY | ARG News - Wed, Feb 15, 2012 St

« Pa._ Abortion Workers Face Sentencing

Apple Files §53M iPhone Settlement

Top Pakistan Militant Killed in US Strike

.

I View Photo %G&%fﬁd@{d ‘Read more

ABC News - Man Suffers Severe Injuries After E-Cigarette Explodes in His Mouth (ABC News)

A Florida man is recovering at a local burn center after suffering severe injuries from an electric ! TODAY ON YAHOO! 150143 | 4 | »

Welcome to a new Yahoo.com. Smart, fast and personal. Set Yahoo! as your homepage x} v
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More than a few of these cases.  Go to YouTube if you’re inclined to see more.
A Florida man is recovering at a local burn center after suffering severe injuries from an electric cigarette that exploded in his mouth. 
Tom Holloway, 57, of Niceville, Fla., was smoking the e-cigarette Monday night when his wife heard an explosion from their study. She reportedly said it sounded like a firecracker had exploded in the house and she heard him scream, one of Holloway's neighbors told ABC News affiliate WCTI. 
Chief Butch Parker of the North Bay Fire District responded to the call. He said a faulty battery inside the electric cigarette likely caused the accident. Parker described the explosion as if Holloway was holding a "bottle rocket in his mouth." 
"I have never heard of or seen anything like this before," Parker told ABCNews.com. 
Parker said there was no way to recognize the brand of e-cigarette Holloway was smoking, but the battery appeared to be rechargeable lithium because there was a recharging station in the study. 
Holloway, a Vietnam veteran, photographer and father of three, reportedly stopped smoking two years ago and turned to e-cigarettes to kick his smoking habit. 
Parker said the explosion knocked out all Holloway's teeth and part of his tongue. The event also set fire to the room. 



More Information Needed

*Because of mounting concerns, FDA did preliminary research
of its own in 2009.

FDA Research

*http://www.youtube.com/watch?v=t8PgKqlmO4c



http://youtu.be/t8PqKqlmO4c
http://www.youtube.com/watch?v=t8PqKqlmO4c
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A POLICY AND LEGAL RESPONSE




FDA's Response

@ oo fety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/ucm173327.ht

55 P Outdoor Seat Cushion (16.. @& Suggested Sites = B:j Web Slice Gallery ~ 7| Quiz - Shortcut

epartment of Health & Human Services 3 ~

ED) U.S. Food and Drug Administration
m Protecting and Promoting Your Health

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

AtoZIndex | Follow FDA | FDA V

Most Popular Searches

Safety

© Home © Safety @ MedWatch The FDA Safety Information and Adverse Event Reporting Program @ Safety Information

T

Electronic Cigarettes
MedWatch The FDA Safety
Information and Adverse Event Audience: Pediatric healthcare professionals and consumers

Safety Information

Safety Alerts for Human Medical

Products

2013 Safety Alerts for Human
Medical Products

2012 Safety Alerts for Human
Medical Products

2011 Safety Alerts for Human
Medical Products

2010 Safety Alerts for Human
Medical Products

2009 Safety Alerts for Human
Medical Products

2008 Safety Alerts for Human
Medical Products

2007 Safety Alerts for Human
Medical Products

2006 Safety Alerts for Human
Medical Products

Reporting Program [Posted 07/22/2008] FDA notified healthcare professionals and patients that a laboratory analysis of electronic

cigarette samples has found that they contain carcinogens and toxic chemicals such as diethylene glycol, an
ingredient used in antifreeze. Electronic cigarettes, also called “e-cigarettes,” are battery-operated devices that
generally contain cartridges filled with nicotine, flavor and other chemicals. The electronic cigarette turns
nicotine, which is highly addictive, and other chemicals into a vapor that is inhaled by the user. These products
are marketed and sold to young people and are readily available online and in shopping malls. They are also
available in different flavors, such as chocolate and mint, which may appeal to young people.

The FDA's Division of Pharmaceutical Analysis analyzed the ingredients in a small sample of cartridges from
two leading brands of electronic cigarettes. In one sample, the FDA's analyses detected diethylene glycol, a
chemical used in antifreeze that is toxic to humans, and in several other samples, the FDA analyses detected
carcinogens, including nitrosamines. These products do not contain any health warnings comparable to FDA-
approved nicotine replacement products or conventional cigarettes. Because these products have not been
submitted to the FDA for evaluation or approval, at this time the agency has no way of knowing, except for the
limited testing it has performed, the levels of nicotine or the amounts or kinds of other chemicals that the
various brands ofthese products deliver to the user.

Health care professionals and consumers may report serious adverse events (side effects) or product quality
problems with the use of e-cigarettes to the FDA's MedWatch Adverse Event Reporting program either online,
by regular mail, fax or phone.

[07122/2008 - Information on E-cigarettes - FDA]




FDA's Response

http://www fda.gov/NewsEvents/MNewsroom/PressAnnouncements/2010/ucm225224 htm O ~ ¢ ||¥E

Qc
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of Health & Human Services ~

AtoZindex | FollowFDA | FDA Blog

U.S. Food and Drug Administration I

Protecting and Promoting Your Health

Most Popular Searches

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Archived Content

The content on this page is provided for reference purposes only. It was current when produced, but is
no longer maintained and may be outdated.

News & Events & o

© Home © MNews & Events @ Newsroom © Press Announcements

FDA PRESS RELEASE

For Imnmediate Release: Sept. 9, 2010
Media Inquiries: Siobhan DelLancey, 301-796-4668, siobhan.delancey@fda.hhs.gov
Consumer Inquiries: 888-INFO-FDA

FDA acts against 5 electronic cigarette distributors

Agency cites unsubstantiated claims, poor manufacturing practices

The U.S. Food and Drug Administration today issued warning letters to five electronic cigarette distributors for various violations ofthe Federal Food, Drug, and Cosmetic Act
(FDCA) including unsubstantiated claims and poor manufacturing practices.

Also today, in a letter to the Electronic Cigarette Association, FDA said the agency intends to regulate electronic cigarette and related products in a manner consistent with its
mission of protecting the public health. The |etter outlines the regulatory pathway for marketing drug preducts in compliance with the FDCA.

For a drug product to gain FDA approval, a company must demonstrate to the agency that the productis safe and effective for its intended use. The company must also
demonstrate that manufacturing methods are adequate to preserve the strength, quality and purity of the product

“FDA invites electronic cigarette firms to work in cooperation with the agency toward the goal of assuring that electronic cigarettes sold in the United States are lawfully
marketed,” the letter to the association read.
FDA has determined thatthe electronic cigarette products addressed in the warning letters to the distributors, and similar products, are subject to FDA regulation as drugs.

Under the FDCA, a company cannot claim thatits drug can treat or mitigate a disease, such as nicotine addiction, unless the drug's safety and effectiveness have been
proven. Yet all five companies claim without FDA review of relevant evidence thatthe products help users quit smoking cigarettes v
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FDA's Response

e -)‘ http:/fwww fda.gow/NewsEvents/PublicHealthFocus/ucm172906. htrm
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riment of Health & Human Services

=) U.S. Food and Drug Administration
IDA Protecting and Promoting Your Health

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics

News & Events
© Home @ News & Events @ Public Health Focus
Electronic Cigarettes (e-Cigarettes)

As the safety and efficacy of e-cigarettes have not been fully studied, consumers of e-cigarette products currently
have no way of knowing

* whether e-cigarettes are safe for theirintended use,
* how much nicotine or other potentially harmful chemicals are being inhaled during use, or
* ifthere are any benefits associated with using these products.

Additionally, it is not known if e-cigarettes may lead young people to try other tobacco products, including
conventional cigarettes, which are known to cause disease and lead to premature death.

Report Adverse Events
Please report adverse events with e-cigarettes by:

* filling out the online farm or
“ calling 1-800-FDA-1088.

FDA Regulation of e-Cigarettes

Currently, e-cigarettes that are marketed for therapeutic purposes are regulated by the FDA Center for Drug
Evaluation and Research (CDER). The FDA Center for Tobacco Products (CTP) currently regulates

cigarettes,

cigarette tobacco,
roll-your-own tobacco, and
smokeless tobacco.

LRI

AtoZindex | Follow FDA | FDA Voice Blog

Most Popular Searches

Animal & Veterinary | Cosmetics | Tobacco Products

LT

\What are electronic cigarettes?

Electronic cigarettes, also known as e-cigarettes, are
battery-operated products designed to deliver nicotine,
flavor and other chemicals. Theyturn nicotine, which is
highly addictive, and other chemicals into a vapor that
is inhaled by the user.

Image of an e-Cigarette inserted into a charger.

]

Most e-cigarettes are manufactured to look like
conventional cigarettes, cigars, or pipes. Some
resemble everyday items such as pens and USB
memaory sticks.

FDA has stated its intent to issue a prooosed rule that would extend FDA's tobacco product authorities to products that meet the statutorv definition of *tobacco oroduct.” For




FDA's Response

*FDA attempted to block the import of e-cigarettes, claiming that they
were “adulterated, misbranded, or unapproved drug-device
combinations” and should fall under the FDA’s regulatory authority as
medical devices under the Food, Drug, and Cosmetics Act (FDCA)

*Sottera, a major importer and distributer of e-cigarettes filed for an
injunction (Sottera, Inc. v FDA) to block the FDA from regulating e-
cigarettes as drug-device combination products and prevent the
importation block, arguing that e-cigarettes are tobacco products.

*End Result: Sottera got the injunction and the FDA only has regulatory
authority under the Family Smoking Prevention and Control Act of 200¢
(a.k.a. Tobacco Act).

Tebor, J. (2011). Recent Case Developments. American Journal of Law & Medicine, 37 (2011): 194-198.
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Read from American Journal of Law & Medicine the results.


Subsequent Responses

*Frequent/Various/State of Flux

e Countries
e States
 Counties/Municipalities

* E-cigarette Industry
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Countries: Banned in Austria, Belgium, Canada, Australia (because the nicotine base and e-liquid are classified as a Schedule 7 dangerous poisons, though there is a loophole involving people being able to order three months’ worth for personal use), Denmark, Dubai, France (in public places), Hong Kong, Israel, Jordan, Mexico, Norway, Singapore, Thailand,  and Turkey, and quite a lot of other countries have very strong restrictions on the use and/or importation of e-cigarettes.

States: Banned in California, North Dakota, New Jersey, Utah, Hawaii banned e-cigs on public buses.  Florida is considering a ban on sales to minors.  PUT INFO ABOUT ATTORNEYS GENERAL.

Counties/Municipalities: Over 100, though likely far more.  Boston banned sales to minors and from use in worksites and outdoor areas such as patios. Stores that sell e-cigarettes are required to obtain permits to sell e-cigs just like those required to sell tobacco products. The city of Seattle banned the public use of e-cigarettes in the same places where regular cigarettes are forbidden by state law, so they are not allowed in restaurants, bars, or at work.  American Airlines and DOTs have banned e-cigs from use at work.  Marion County recently passed an ordinance banning sales to minors, smoking e-cigs in places other than where traditional cigarettes are allowed, and placing those products behind the counter in stores so they are less accessible.


E-cigarette Industry/Consumer Response:

Jwww electroniccigaretteban.org/ @ STOP electronic cigarette b... *
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Quick & Easy

Check possible ban's in your country, state, county and city regarding electrenic cigarette's

Just Click It

Information on this site is routinely updated. For up to the minute updates we recommend
you visit a ecig forum. We have listed the following links below for your convenience.

L

¥ ECF Electronic Cigarette Forum




E-cigarette Industry/Consumer Response:

& http:/fwnw.casaa.org/
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Who We Are ‘What We Do Get Involved Media Fact & Science : Materials

CASAA - The Consumer Advocates for Smoke-free Alternatives Association

Please submit your e-cigarette user testimonial!

HUO£D

Search CASAA.org:

Custom Search

Tobacco Harm Electronic Smoke-free Smoking & . - | 4
Reduction Cigarettes Tobacco Tobacco 5

c A A New study confirms that chemicals in electronic
i 13 - cigarettes pose minimal health risk

| O

| E-cigarette users can breathe a little easier today.
A study just released by Professor Igor

" Burstyn, Drexel University School of Public
Health, confirms that chemicals in electronic
cigarettes (e-cigarettes) pose no health concermn
for users or bystanders. This is the first . _
definitive study of e-cigarette chemistry and 2 Call to Action! New York
finds that there are no health concerns based

bipartisan majority last week, HB
144 now moves...

on generally accepted exposure limits.
...because truth
is freedom.

E-cigarettes are devices that heat a nicotine

solution to create an aerosol (called “vapor™) that the user inhales, similar to smoking a
cigarette. They are used as a low-risk substitute for smoking by millions of former
smokers, and their increasing popularity seems to account for the current downward trend

ILATEST UPDATE (11/20/2013):
THIS CALL TO ACTION HAS
DED. Yesterday, Mayor 2

« 1 »
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CASAA - The Consumer Advocates for Smoke-free Alternatives Association


E-cigarette Industry/Consumer Response:
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CASAA Florida Action Alert:
Marion County Could Take First Step
Towards Vaping Ban at Tuesday's Meeting

Marion County, Florida (largest city -- Ocala) to discuss e-cigarette
usage ban at 9 AM meeting on Tuesday

Plus, letters and/or in-person testimony needed for Orange Park
and Vero Beach (also on Tuesday)

Greetings!

After several years of Florida cities and counties allowing vaping to spread without
interference, it is now clear that things are changing. ©n Tuesday, October 15th, there
are three important meetings on vaping ban ordinances and CASAA is urging its
Florida members to take action against all of these ordinances.

(1) Orange Park (near Jacksonville): On Tuesday, October 15th at 7 PM the Orange
Park City Council is likely to vote on an ordinance that would ban sales to minors, but
would also ban vaping wherever smoking is prohibited. If you haven't already done so,
please see this page for details on how to attend and/or contact the Orange Park City
Council. (Please note that linked Call to Action for Orange Park inaccurately states the
meeting is on October 14th. The meeting is on October 15th).

(2) Vero Beach (near Palm Bav and Port St. Lucie): On Tuesdav. October 15th at i
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Marketing of Tobacco Products

. d *Tobacco products have been banned from advertising in all but certain
@il venues for a long time.

*E-cigarettes are showing up everywhere (television, radio, internet,
magazines, etc.) e { Eélfj‘f;:;"::f
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www.GreenSmoke.com 1-8808-224-1
s made the switc ||
Tebor, J. (2011). Recent Case Developments.
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Restrictions on candy flavorings not enforced.
Restrictions on advertising not enforced.

Current law bans tv and radio ads for cigs, ST, and little cigars but not other tobacco products. CTFK’s vp for research and policy noted that there is little appetite for new advertising bans in Congress. �


Free Promotion
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Restrictions on candy flavorings not enforced.
Restrictions on advertising not enforced.
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What Will the Future Hold?

Steps tobacco companies could be/are taking
Steps the FDA could take
*Tobacco Free Florida Statement

~ FUTAHE
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A couple of concerns:  Youth and young adults are starting to use e-cigarettes to smoke liquid marijuana, and apparently the vapor masks the typical smell of marijuana, so it’s harder to detect.
http://www.kfvs12.com/story/23964179/e-cigarettes-being-used-to-smoke-marijuana
 
“If large numbers of adult smokers become users of both traditional cigarettes and e-cigarettes — rather than using e-cigarettes to quit cigarettes completely — the net public health effect could be quite negative,” said Tim McAfee, MD MPH, director of the Office on Smoking and Health at CDC.






THANK YOU!
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