President Obama and staff at the Office of Management & Budget,

The World Health Organization projects that a billion people will die this century from smoking-related
iliness. In the United States alone, more people die each year from smoking than AIDS, alcohol, illegal
drugs, murders, suicides, and car accidents combined.

Smoking is deadly.
Unfortunately, so are poor regulations.

Throughout history, powerful people have used fear mongering and regulations to further their own interests
and moral agendas. For nearly 50 years, condoms were illegal in our country. A black market formed.
People were even arrested.

It was not until World War | that we fully realized how foolish these anti-condom regulations were. Instead of
allowing condoms, the US government issued ineffective prophylactic soap. By the end of the war, the US
military had diagnosed nearly 400,000 cases of syphilis and gonorrhea.

Here today, | watch history repeating itself.

It's no secret that many of our current troops and nearly 40 million Americans are facing a deadly addiction
to cigarette smoking. 70% of them want to quit, half try each year. Only 6% of them succeed. Telling people
to quit smoking is nearly as effective as telling people to quit having sex. We must help them.

Much like the prophylactic soap from WWI, it is clear that recommended quitting methods such as nicotine
gums, patches, and prescription pharmaceuticals are ineffective, On top of that, FDA approved drugs even
list depressed mood and suicidal behavior as side effects. People are killing themselves.

In the meantime, a hew industry comprised of mostly small independent business owners has developed to
help smokers quit cigarettes by switching from lighting tobacco on fire to vaporizing a nicotine solution using
methods similar to fog machines and FDA-approved nicotine inhalers. Many consider the invention an
important milestone in medical history and millions of users credit vaping with saving their life. Smoking
among young people is now at a record low.

After years with no decline in smoking prevalence, things are finally headed in the right direction. |

The proposed deeming regulations by the FDA would ban 99% of these vaping products and hand the
remainder of the market share to big tobacco companies who would prefer to sell cigarettes. Smokers need
more options to quit, not fewer. The expected harm caused by these regulations is so large, our production
company decided to make a film about it.

Our investigation has found alarming and concrete evidence of:

e Significant illegal activities by the CDC in funding lobbying
Significant conflicts of interest among FDA leadership

e  Significant conflicts of interest among leading health charities such as American Cancer Society,
American Lung Association, and American Heart Association

e Pharmaceutical companies aggressively lobbying and funding organizations to fight against vaping



Cigarette taxes and smoking related medical spending are tremendous sources of funding for many
powerful industries and trusted health brands. Without smoking, they will face significant funding shortages.

To learn more about the technology and health effects of vaping, we interviewed the former president of the
World Medical Association, former executive director at the World Health Organization, and many more
doctors, scientists, and health experts. We have yet to find one expert in the field that doesn't believe vaping
is significantly safer than smoking. Most say that demonizing and over-regulating vaping products will lead
people back to smoking.

The United Kingdom government's Public Health England committee recently declared that "E-cigarettes are
significantly less harmful to health than tobacco and have the potential to help smokers quit smoking.”

Key findings of the review include:

e the current best estimate is that e-cigarettes are around 95% less harmful than smoking
nearly half the population (44.8%) don't realize e-cigarettes are much less harmful than
smoking

e there is no evidence so far that e-cigarettes are acting as a route into smoking for children
or non-smokers

Rather than bowing to fear mongering and launching into regulations before there's scientific evidence to
support them, we urge caution and a measured approach. There's no credible evidence that vaping is

causing any harm to anyone, but there's millions of people saying that it’s helped them quit smoking.

Nobody is saying that vaping is perfect. Just like condoms, there are moral and risk issues still being
debated. Just like condoms, a common sense approach will save lives.

It’s time to return the deeming regulations to the FDA and begin a collaborative approach to rulemaking that
doesn't condemn millions of people to addiction and death.

Respectfully submitted,
Aaron Biebert
Contact:

Phone: 414.379.9511
Email: Aaron@AttentionEra.com

This film has taken no funding from any companies and none of our core team are smokers or vapers.
Our film is focused on the damage caused by smoking and the negative response to tobacco harm
reduction from various stakeholders.
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Artisan CLL, LLC
Dba Lucky Ruckus Vape Shop

LRVS is a family owned and operated small business
operating since 2012 out of Amarillo. Texas

LRVS is a responsible retailer and Eliquid manufacturer
o We are founding members of SFATA Texas. The Texas chapter of the Smoke Free
Alternative Trade Association.
o Since day 1 we have utilized age verification at retail B&M POS
o We actively participate in SFATA “Age to Vape”

o We worked closely with the 2015 Texas legislature to institute a law banning sale
to minors

o We are active members of the Amarillo and Lubbock Texas Chamber of
Commerce

o We support reasonable regulation which includes product labeling standards,
consistent and documented manufacturing processes, age restriction

o We do not support over regulation which would limit access to vapor products by
responsible adults.

LRVS is the result of the owners successful transition
from tobacco to vaping

o Frank Blankenship was a 29+ year smoker who completely stopped smoking and
transitioned to vaping on 12-6-2012

o Cory Blankenship was a tobacco cigarette user who stopped smoking completely
and transitioned to vaping on 6-5-2013

o Since opening we have a customer database in excess of 7000 who have used
vapor products to minimize or eliminate tobacco use

We operate two retail locations, a website, and an E-
liguid manufacturing facility providing vape hardware
and E-liquid

Lubbock, Texas retail location opened September 2015

Our product offerings total ~2000 sku’s

Hardware is sourced primarily from stateside distributors wherever possible.

E-liquid is manufactured in our own manufacturing facility that is completely
separate from our retail locations

» Documented manufacturing process are in place in our facility
* Warning labels on all product
« CRC certified caps on all product
* Age verification in place at all POS
o All E-liquid Materials and packaging is sourced stateside

o o 0 O



Estimated Economic Impact of US Small Vapor
Business
 Based On 6263 Confirmed US VAPOR SHOPS
from Vapor Map Database http://www.thevapormap.com
« Estimated Gross revenue of $336k (SFATA estimate of 28k /

month)
« Estimated payroll Based on 25% of gross revenue
* Online retailers and hardware manufactures data
not available but believed to be an additional impact

increase of 75%
*Brick and mortar shops only.
*Convenience Stores are not included

*Does not include online only, Eliguid manufactures, Hardware
manufacturers

US RETAIL VAPOR US RETAIL VAPOR STORE
STORE ESTIMATED ESTIMATED PAYROLL
GROSS REVENUE

- 2015 $2.1B + 2015 $526 M

*Based On 6263 Confirmed US Shops
from Vapor Map Database
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*Estimated payroll Based on 25% of
gross revenue



Critiques of the Analysis Prepared by the FDA

Due diligence on economic impact to small business
was not a deep enough dive
As written the deeming regulations are a de facto ban
on 99% of existing small vapor businesses
* No vapor products on the market in February
2007
« Substantial equivalence is not an option for

vapor products
 PMTA as defined is beyond reach for most, if not

all vapor businesses



Critiques of the Analysis Prepared by the FDA

Excerpt from SFATA National presentation

The Small Business Administration (SBA), in comments sent to
the FDA, suggested that the Regulatory Flexibility Analysis
performed by that agency lacked essential information required
under the Regulatory Flexibility

« SBA suggested that the FDA failed to discuss the quantitative
or qualitative costs of the proposed rule on many potentially
affected small entities.

« |t also did not adequately consider or explain significant
alternatives which accomplish the stated FDA objectives while
minimizing the significant economic impact of the proposal on
small entities.

» Advocacy believes that the IRFA contained in the proposed rule
is deficient, and for this reason, the FDA should republish a
Supplemental IRFA for additional public comment before
proceeding with this rulemaking.

« Advocacy is concerned that because the proposed rule’s IRFA
is deficient, the public has not been adequately informed about
the possible impact of the proposal on small entities and
whether there are less burdensome significant altlernatives to
the proposed rule that would meet the FDA’s objectives.

 SBA commented that it found the Substantial Equivalent
requirement laid out in the act to be burdensome for small
businesses.

» businesses in industries for newly covered products would
not be able to obtain marketing orders as many of these
industries, such as e-cigarettes, were not in existence as
of the Grandfather Date, or they rely on proprietary
technologies.

 Small businesses confided to Advocacy that the costs
associated with the proposal’s premarket submission
requirements could force many of them to exit the market and

. cease operating




Impact to Public Health | Vapor is not |

“smoke”

British psychiatrist Mike
Russell was one of the first
scientists to suggest that
people "smoke for the
nhicotine, but die from the
tar" —

Read more at Reuters hitp://www.reuters.com/article/us-
healthnicotineinsightidUSKBN0O412Q20150519#|C 7c5W4Ua
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Impact to Public Health

46.6M or About 1 in 5 adults smoke.

| Vapor is not |

“smoke”

40% or 4 out of 10 nonsmokers (88 million people) are

exposed to secondhand smoke.

54% or More than 1 out of 2 kids(aged 3—-11 years) are

exposed to secondhand smoke.

About 3.7% (9m) adults currently

use e-cigarettes every day or some

days,

Current use of e-cigarettes was about the same for men and women

(Figure 2).

Figure 2. Percentage of adults who currently use e-cigarettes, by sex, age, and race and Hispanic or Latino origin;

United States, 2014

All adults 3.7

Men

VWomen

18-24 years [
25-44 years |
4564 years |

65 years andover | 1.

Percent

Hispanic 2.1
Non-Hispanic white 14.6
Non-Hispanic black 1.8
Non-Hispanic AIAN *110.7
Non-Hispanic Asian 1.5
i 1 |
0 5 10

20

* Eslimate has a relative standard error greater than 30% bult less Ihan 50% and does not meel standards of reliability or precision. The 95% confidence interval is

5.3-20.4.

'Significantly different from Hispanic, non-Hispanic black, and non-Hispanic Aslan subgroups.
NOTE: AlAN is American Indian or Alaska Native.

SOURCE: CDC/NCHS, Naticnal Health Interview Survey, 2014,
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Removing CO from tobacco products is viewed
positively by public health.
Carbon monoxide is the primary chemical in
cigarette smoke. Vapor has no carbon
monoxide, because CO is a combustion
byproduct.

Contents lists available o ¢ (1 -
LR Regulatory Toxicology and Pharmacology )
R |
I'VIER Journal homapage: www.elsovier com/locate/yriph | s

Comparison of select analytes in aerosol from e-cigarettes with smoke @t iy
from conventional cigarettes and with ambient air

Rana Tayyarah *, Gerald A Long

torillard Tobacco Company, 'O Box 2)68K, Creemsboro, N [SA
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Impact to Public Health
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Impact to Public Health

PinIic Health
England
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Underpinning evidence for the estimate that
e-cigarette use is around 95% safer than
smoking: authors’ note

The estimate that e-cigarette use is around 95% safer than smoking is based on

the facts that:

« the constituents of cigarette smoke that harm health - including carcinogens -
are either absent in e-cigarette vapour or, if present, they are mostly at levels
much below 5% of smoking doses (mostly below 1% and far below safety limits
for occupational exposure)

« the main chemicals present in e-cigarettes only have not been associated with
anv serious risk

hitps:.//www.gov.uk/government/uploads/system/uploads/attachment dataffile
[456704/McNeillHajek report authors note on evidence for 95 estimate.p
df
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***Personal Story and Work health assessment history
from an LRVS customer who is a former smoker.

. Industry Survey Summary

Industry Survey Data

Critiques of FDA analysis from SFATA National
Public Health England-Underpinning evidence for
the estimate that e-cigarette use is 95% safer than
smoking: Authors note

Public Health England- E-cigarettes a new
foundation for evidence based policy and practice
CASAA - 8 biggest Electronic Cigarette Myths
Vaping information sheet
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Subject: FW: for Vaping - Economic Data
Attachments: Val's health.pdf; Untitled attachment 02136.htm

From: Valerie Smith <valeries@agha.org>

Date: November 12, 2015 at 11:08:44 AM CST

To: "frank.blankenship@me.com" <frank.blankenship@me.com>
Subject: for Vaping - Economic Data

Vaping has changed my life!

| starting vaping in January 2014 after smoking for 38 years. When | started vaping, |
could not breathe from smoking for so long. | could not take the stairs at my work — not
even one flight.

Our work has us do a health risk assessment every year since 2009 and my health
continues to get better with age as reflected in my assessments. The only thing | have
changed in my life is that | quit smoking and started vaping.

| can now take the stairs to the floor | work on (3) floor and | can walk without
hesitation. Vaping has given me back my life.

| can enjoy my grandkids and take them to the park down the street or to a theme park
or swimming and join in on the fun. | am not exhausted when the day is over and best
of all | can BREATHE!

Vaping has affected not only my life but also my mother’s life. She is 72 and started
vaping after 50 years of smoking, she feels better, and the best part is, we are still
ALIVE to enjoy each other and grandkids.

Valerie Smith
DOB 11/29/1963



2015
Health Adjusted Age

Your Health Adjusted Age is based on your health rather than your birthday. Information you provided
in your Health Risk Assessment such as your weight, how often you exercise and what you eat were
used to calculate your adjusted age. You reported...

e You reported you previously used tobacco products. You have decreased your health risks by
stopping tobacco use.

If your Health Adjusted Age is younger than your chronological age, you likely have a higher quality of
life and more energy. An adjusted age older than your chronological age may indicate that your body
is aging too quickly.

Your age [based on your birthday]:51

Your Health Adjusted Age:48.0

2014
Health Adjusted Age

Your Health Adjusted Age is based on your health rather than your birthday. Information you provided
in your Health Risk Assessment such as your weight, how often you exercise and what you eat were
used to calculate your adjusted age. If your Health Adjusted Age is younger than your chronological
age, you likely have a higher quality of life and more energy. An adjusted age older than your
chronological age may indicate that your body is aging too quickly.

Your age [based on your birthday]:50

Your Health Adjusted Age:48.8

2013
Health Adjusted Age

Your Health Adjusted Age is based on your health rather than your birthday. Information you provided
in your Health Risk Assessment such as your weight, how often you exercise and what you eat were
used to calculate your adjusted age. You reported...

e You currently use tobacce which is a risk to your health.
If your Health Adjusted Age is younger than your chronological age, you likely have a higher quality of
life and more energy. An adjusted age older than your chronological age may indicate that your body
is aging too quickly.
Your age [based on your birthday]:49

Your Health Adjusted Age:48.7



2012
Health Adjusted Age

Your Health Adjusted Age is based on your health rather than your birthday. Information you provided
in your Health Risk Assessment such as your weight, how often you exercise and what you eat were
used to calculate your adjusted age. If your Health Adjusted Age is younger than your chronological
age, you likely have a higher quality of life and more energy. An adjusted age older than your
chronological age may indicate that your body is aging too quickly.

Your age [based on your birthday]:48

Your Health Adjusted Age:48.8

2011
Health Adjusted Age

Your Health Adjusted Age is based on your health rather than your birthday. Information you provided
in your Health Risk Assessment such as your weight, how often you exercise and what you eat were
used to calculate your adjusted age. If your Health Adjusted Age is younger than your chronological
age, you likely have a higher quality of life and more energy. An adjusted age older than your
chronological age may indicate that your body is aging too quickly.

Your age [based on your birthday]:47

Your Health Adjusted Age:47.0

2010
Health Adjusted Age

Your Health Adjusted Age is based on your health rather than your birthday. Information you provided
in your Health Risk Assessment such as your weight, how often you exercise and what you eat were
used to calculate your adjusted age. If your Health Adjusted Age is younger than your chronological
age, you likely have a higher quality of life and more energy. An adjusted age older than your
chronological age may indicate that your body is aging too quickly.

Your age [based on your birthday]:46

Your Health Adjusted Age:47.6

2009
Health Adjusted Age

Your Health Adjusted Age is based on your health rather than your birthday. Information you provided
in your Health Risk Assessment such as your weight, how often you exercise and what you eat were
used to calculate your adjusted age. If your Health Adjusted Age is younger than your chronological
age, you likely have a higher quality of life and more energy. An adjusted age older than your
chronological age may indicate that your body is aging too quickly.

Your age [based on your birthday]:45

Your Health Adjusted Age:46.0
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From:
Subject:
Date:
To:

Add mine to the stack and | hope it helps!

Lisa Cox Lisa.Cox@energyneat.com
vaping testimonial

November 9, 2015 at 9:47 AM
frank.blankenship@me.com

Sincerely,

Lisa Cox

Conveyance Manager
EnergyNet

7201 1-40 West, Suite 319
Amarillo, TX 79106

(806)463-3608 DIRECT

(806)351-2953 MAIN
(877)351-4488 TOLL FREE
(806)354-2835 FAX

This message contains confidential information and is intended only for the individual named. If you are not
the named addressee you should not disseminate, distribute or copy this e-mail. Please nolify the sender
immediately by e-mail if you have received this e-mail by mistake and delete this e-mail from your system. In
addition, this message may confain information and data regarding the prior sales of properties sold by the
EnergyNet auction marketplace. Any such information and data reflect EnergyNet’s experience on the sale of
propetrties in the past and do not establish a value for specific properties that may be sold in the future. You
are advised that investments in oil and gas properties involve substantial risk, including the possible ioss of
principal. These risks include commodity price fluctuations and unforeseen events that may affect oil and gas

property values.




I am a 48 year old woman who was a 2 pack a day smoker for
30 years. Since I have switched to a personal vaporizer, I have
not had a traditional tobacco cigarette since September 1, 2013.
I tried several methods to quit smoking. The patch made be
break out in a rash and the gum hurt my teeth. 1 did fairly well
on the Chantix, but the mood swings and nightmares were
horrible and the prescription was expensive and NOT covered
by my insurance. As soon as I finished the recommended course
of treatment, I ended up smoking again.
A friend introduced me to the personal vaporizer and at first, I
still smoked as well as using the personal vaporizer. Then I
discovered a flavor that I really liked (cinnamon fireball) and
found that, having several flavor choices, I didn’t crave a
tobacco cigarette. The flavor choices have significantly helped
me give up tobacco for good. I started out at 24mg and am now
down to 12mg, with a goal of eliminating the nicotine
altogether, at some point.
A few things I have noticed, since I switched to a personal
vaporizer:

* I have not had bronchitis once. I used to get it about every

four months or so.
* | don’t have a cough any longer.

° I can climb stairs and walk a good distance without feeling

short of breath.
* My sense of taste has returned so I don’t use salt on my food

any more.
* My last physical exam was better than it has been in years.

If the proposed restrictions were to be put in place, and the
products that I use were to disappear from the marketplace, it
would be very easy to go back to smoking tobacco cigarettes.

As a U.S. Citizen and consumer, [ strongly urge you to NOT
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« What is your age?

1053 out of 1053 people answered this question

3140
296 / 28%
3140

1A-24
2321 22%
18-24

26.30
229/22%
BL30

41-50
146 / 14%
4150

51 and over
146 { 14%

61 and avar

E |

under 18
41 0%
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How many years did you use tobacco

1053 out of 1053 people answered this question

10-19
354 1 34%

=
£
=

over 25
249 1 24%

aver 26

u |

59
200/19%

54

“ I

20-24
124 112%
2024

|
|

How long have you used vapor products

1053 out of 1053 people answered this question

Over 2 years
404 / 38%

Cver 2 yaars

12- 24 months
356 / 34%
12-24 mopnths

6-12 monlhs
206/ 19%

612 manths

Less than & monthe
88 /8%
Less than & manths

Have you noticed improvement to your health since you began using
vapor products

1052 out of 1053 people answered this guestion

Yes
1.004 / 95%

as

=<

14
113/ 11%
1-4

| never used lobacco
1370 1%
| nevar used lobagea

Do you still use tobacco?
1053 out of 1053 people answered this queslion

o
1,014 { 96%
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Yas
39/ 4%
Yas

What nicotine level do you normally use

1053 out of 1053 people answered this question
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65/ 6%
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How important are flavors other than tobacco / menthol to you

1036 out of 1053 people answered this question

Ovar 50.00
* B8/ 8%
» Ovar 50.00

WVary important
9281 90%
varY Imporant

~ |

Samawhal imporant
B9/ T%
somewhat important

Mat important
39 4%
notimpertant

What do you normally spend on vaping supplies in a week

1048 au!-nﬁuﬁs_ people answered this question

10.01-25 00
4407 42%
10101-26.00

0-10 00
293/ 28%
010100

25 01-50.00
2271 22%
25 016000
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LUCKYRUCKUS

Vare Srop

OMB Meeting
RIN 0910-AG38
12-10-2015 3:30pm

Speaking on behalf of Lucky Ruckus & the Vapor
Industry:
Frank Blankenship — LRVS Co-Owner
Aaron Biebert-A Billion Lives



Artisan CLL, LLC
Dba Lucky Ruckus Vape Shop

LRVS is a family owned and operated small business
operating since 2012 out of Amarillo. Texas

LRVS is a responsible retailer and Eliquid manufacturer

O

O
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O

We are founding members of SFATA Texas. The Texas chapter of the Smoke Free
Alternative Trade Association.

Since day 1 we have utilized age verification at retail B&M POS
We actively participate in SFATA “Age to Vape”

We worked closely with the 2015 Texas legislature to institute a law banning sale
to minors

We are active members of the Amarillo and Lubbock Texas Chamber of
Commerce

We support reasonable regulation which includes product labeling standards,
consistent and documented manufacturing processes, age restriction

We do not support over regulation which would limit access to vapor products by
responsible adults.

LRVS is the result of the owners successful transition
from tobacco to vaping

o

O

O

Frank Blankenship was a 29+ year smoker who completely stopped smoking and
transitioned to vaping on 12-6-2012

Cory Blankenship was a tobacco cigarette user who stopped smoking completely
and transitioned to vaping on 6-5-2013

Since opening we have a customer database in excess of 7000 who have used
vapor products to minimize or eliminate tobacco use

We operate two retail locations, a website, and an E-
liquid manufacturing facility providing vape hardware
and E-liquid

O

@]
(@]
O

Lubbock, Texas retail location opened September 2015
Our product offerings total ~2000 sku’s
Hardware is sourced primarily from stateside distributors wherever possible.

E-liquid is manufactured in our own manufacturing facility that is completely
separate from our retail locations

* Documented manufacturing process are in place in our facility
*  Warning labels on all product
» CRC certified caps on all product
» Age verification in place at all POS
All E-liquid Materials and packaging is sourced stateside



Estimated Economic Impact of US Small Vapor
Business
« Based On 6263 Confirmed US VAPOR SHOPS
from Vapor Map Database http://www.thevapormap.com
» Estimated Gross revenue of $336k (sraTa estimate of 28k /

month)
» Estimated payroll Based on 25% of gross revenue
« Online retailers and hardware manufactures data
not available but believed to be an additional impact

increase of 75%
“Brick and mortar shops only.
*Convenience Stores are not included
*Does not include online only, Eliquid manufactures, Hardware
manufacturers

US RETAIL VAPOR US RETAIL VAPOR STORE
STORE ESTIMATED ESTIMATED PAYROLL
GROSS REVENUE

- 2015 $2.1B + 2015 $526 M

*Based On 6263 Confirmed US Shops
from Vapor Map Database
http://www.thevapormap com

*Estimated payroll Based on 25% of
gross revenue



Critiques of the Analysis Prepared by the FDA

Due diligence on economic impact to small business
was not a deep enough dive
As written the deeming regulations are a de facto ban
on 99% of existing small vapor businesses
* No vapor products on the market in February
2007
« Substantial equivalence is not an option for
vapor products
 PMTA as defined is beyond reach for most, if not
all vapor businesses



Critiques of the Analysis Prepared by the FDA

Excerpt from SFATA National presentation

The Small Business Administration (SBA), in comments sent to
the FDA, suggested that the Regulatory Flexibility Analysis
performed by that agency lacked essential information required
under the Regulatory Flexibility

« SBA suggested that the FDA failed to discuss the quantitative
or qualitative costs of the proposed rule on many potentially
affected small entities.

« |t also did not adequately consider or explain significant
alternatives which accomplish the stated FDA objectives while
minimizing the significant economic impact of the proposal on
small entities.

* Advocacy believes that the IRFA contained in the proposed rule
is deficient, and for this reason, the FDA should republish a
Supplemental IRFA for additional public comment before
proceeding with this rulemaking.

* Advocacy is concerned that because the proposed rule’s IRFA
is deficient, the public has not been adequately informed about
the possible impact of the proposal on small entities and
whether there are less burdensome significant alternatives to
the proposed rule that would meet the FDA'’s objectives.

 SBA commented that it found the Substantial Equivalent
requirement laid out in the act to be burdensome for small
businesses.

* businesses in industries for newly covered products would
not be able to obtain marketing orders as many of these
industries, such as e-cigarettes, were not in existence as
of the Grandfather Date, or they rely on proprietary
technologies.

« Small businesses confided fo Advocacy that the costs
associated with the proposal’s premarket submission
requirements could force many of them to exit the market and
cease operating




Impact to Public Health Vapor is not |

“smoke”

British psychiatrist Mike
Russell was one of the first
scientists to suggest that
people "smoke for the
nicotine, but die from the
tar" —

Read more at Reuters hitp.//www.reuters. com/article/us-

haalthniratinainciabtidl ICKRAMOOWAIOOODONAENEA QM TA~AE\AAL |~
nealtl 1inicotneinsid ntiau ' BNUO417202201 90519#1C7c5W4Ua

F leswwC W1 QO
Ucw(COvu.99



Impact to Public Health

46.6M or About 1 in 5 adults smoke.

i

Vapor is not |

“smoke”

40% or 4 out of 10 nonsmokers (88 million people) are
exposed to secondhand smoke.

54% or More than 1 out of 2 kids(aged 3—11 years) are
exposed to secondhand smoke.

About 3.7% (9m) adults currently

use e-cigarettes every day or some

days,

Current use of e-cigarettes was about the same for men and women

(Figure 2).

Figure 2. Percentage of adults who currently use e-cigarettes, by sex, age, and race and Hispanic or Latino origin:

United States, 2014

All adults

Men
Women

25-44 years [
45-64 years |

65 years and over [0 1.4

18-24 years |

Hispanic 24
Non-Hispanic white 4.6
Non-Hispanic black 1.8
Non-Hispanic AIAN *110.7
Non-Hispanic Asian 1.5
1 1 ] |
0 5 10 )
Percent

20

* Eslimate has a relative slandard errer greater than 30% bul less than 50% and does noi meel siandards of reliability or precision. The 95% confidence interval is

5.3-20.4.

'Significantly different from Hispanic, non-Hispanic black, and non-Hispanic Aslan subgroups.

NOTE: AIAN is American Indian or Alaska Natlve.

SOURCE: CDC/NCHS, National Health [nterview Survey, 2014.



Removing CO from tobacco products is viewed
positively by public health.
Carbon monoxide is the primary chemical in
cigarette smoke. Vapor has no carbon

monoxide, because CO is a combustion

byproduct.

Contenis lists available af © I
i) Regulatory Toxicology and Pharmacology

IFVIER lovrnal homopage: www elsevior.com/locale/yriph

Comparison of select analytes in aerosol from e-cigarettes with smoke
from conventional cigarettes and with ambient air

Rana Tayyarah °, Gerald A Long

Loriflard Tohaom Company, 110 fiov 216488, Creemsboro, HE. UsA

'\!’ Cxmaparh

M 1 e it '

Fig. 1. Percem composison comparvon Por e-liguedd, e-clgaretie aerosol, amd
Clgane e simvoioe: fa) Classs Tobsooo DMsposalle e-lhgusd Comypasitioe. (] Classhe
Tobaccn Disposalble Aerosol Composithes |99 palfls, CANL (o) Maribooo Godd Box

Srhodkes Compossigion |90 peoffs, AN )




Impact to Public Health

100.00% |

90.00%

80.00% |

70.00%

60.00% |——

50.00% |

B Nicotine

w PG/VG/Flavor

Nicotine Content in 30m] E-liquid

97.60% |

83% of survey respondents
report they are here

0




Impact to Public Health

1y—

RON
Public Health
England
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Underpinning evidence for the estimate that
e-cigarette use is around 95% safer than

smoking: authors’ note

The estimate that e-cigarette use is around 95% safer than smoking is based on

the facts that:

« the constituents of cigarette smoke that harm health - including carcinogens -
are either absent in e-cigarette vapour or, if present, they are mostly at levels
much below 5% of smoking doses (mostly below 1% and far below safety limits

for occupational exposure)
« the main chemicals present in e-cigarettes only have not been associated with

anv serious risk

https://iwww.gov.uk/government/uploads/system/uploads/attachment data/file
1456704/McNeillHajek report authors note on evidence for 95 estimate.p
df

[




Impact to Public Health

To regulate vapor products with 2.4% or less nicotine as a
tobacco product is the equivalent of adding a tablespoon of
2011 Dow's Vintage Port, from Portugal to a glass of Boones

Farm and labeling it Grand Vin.

Requests of the FDA

« Consider the report from Public Health England
indicating vapor products are least 95% less
harmful.

« Recognize that vapor products are not as harmful
as cigarettes and utilize enforcement discretion to
not regulate them as such.

e Complete further due diligence on impact of the
rule to small business.

e At a minimum alter the grandfather date to date rule
becomes effective.

« Maintain awareness that altering the
grandfather date will stifle innovation and new
product development for this groundbreaking
technology.



*Personal Story and Work health assessment history
from an LRVS customer who is a former smoker.
. Industry Survey Summary

JO®»

e

O =

Appendix

Industry Survey Data

Critiques of FDA analysis from SFATA National
Public Health England-Underpinning evidence for
the estimate that e-cigarette use is 95% safer than
smoking: Authors note

Public Health England- E-cigarettes a new
foundation for evidence based policy and practice
CASAA - 8 biggest Electronic Cigarette Myths
Vaping information sheet



FSB

Subject: FW: for Vaping - Economic Data
Attachments: Val's health.pdf; Untitled attachment 02136.htm

From: Valerie Smith <valeries@aqgha.org>

Date: November 12, 2015 at 11:08:44 AM CST

To: "frank.blankenship@me.com" <frank.blankenship@me.com>
Subject: for Vaping - Economic Data

Vaping has changed my life!

| starting vaping in January 2014 after smoking for 38 years. When | started vaping, |
could not breathe from smoking for so long. | could not take the stairs at my work — not
even one flight.

Our work has us do a health risk assessment every year since 2009 and my health
continues to get better with age as reflected in my assessments. The only thing | have
changed in my life is that | quit smoking and started vaping.

| can now take the stairs to the floor | work on (3) floor and | can walk without
hesitation. Vaping has given me back my life.

| can enjoy my grandkids and take them to the park down the street or to a theme park
or swimming and join in on the fun. | am not exhausted when the day is over and best
of all | can BREATHE!

Vaping has affected not only my life but also my mother’s life. She is 72 and started
vaping after 50 years of smoking, she feels better, and the best part is, we are still
ALIVE to enjoy each other and grandkids.

Valerie Smith
DOB 11/29/1963



2015
Health Adjusted Age

Your Health Adjusted Age is based on your health rather than your birthday. Information you provided
in your Health Risk Assessment such as your weight, how often you exercise and what you eat were
used to calculate your adjusted age. You reported...

e You reported you previously used tobacco products. You have decreased your health risks by
stopping tobacco use.

If your Health Adjusted Age is younger than your chronological age, you likely have a higher quality of
life and more energy. An adjusted age older than your chronological age may indicate that your body
is aging too quickly.

Your age [based on your birthday]:51

Your Health Adjusted Age:48.0

2014
Health Adjusted Age

Your Health Adjusted Age is based on your health rather than your birthday. Information you provided
in your Health Risk Assessment such as your weight, how often you exercise and what you eat were
used to calculate your adjusted age. If your Health Adjusted Age is younger than your chronological
age, you likely have a higher quality of life and more energy. An adjusted age older than your
chronological age may indicate that your body is aging too quickly.

Your age [based on your birthday]:50

Your Health Adjusted Age:48.8

2013
Health Adjusted Age

Your Health Adjusted Age is based on your health rather than your birthday. Information you provided
in your Health Risk Assessment such as your weight, how often you exercise and what you eat were
used to calculate your adjusted age. You reported...

e You currently use tobacco which is a risk to your health.
If your Health Adjusted Age is younger than your chronological age, you likely have a higher quality of
life and more energy. An adjusted age older than your chronological age may indicate that your body
is aging too quickly.
Your age [based on your birthday]:49

Your Health Adjusted Age:48.7



2012
Health Adjusted Age

Your Health Adjusted Age is based on your health rather than your birthday. Information you provided
in your Health Risk Assessment such as your weight, how often you exercise and what you eat were
used to calculate your adjusted age. If your Health Adjusted Age is younger than your chronological
age, you likely have a higher quality of life and more energy. An adjusted age older than your
chronological age may indicate that your body is aging too quickly.

Your age [based on your birthday]:48

Your Health Adjusted Age:48.8

2011
Health Adjusted Age ,

Your Health Adjusted Age is based on your health rather than your birthday. Information you provided
in your Health Risk Assessment such as your weight, how often you exercise and what you eat were
used to calculate your adjusted age. If your Health Adjusted Age is younger than your chronological
age, you likely have a higher quality of life and more energy. An adjusted age older than your
chronological age may indicate that your body is aging too quickly.

Your age [based on your birthday]:47

Your Health Adjusted Age:47.0

2010
Health Adjusted Age

Your Health Adjusted Age is based on your health rather than your birthday. Information you provided
in your Health Risk Assessment such as your weight, how often you exercise and what you eat were
used to calculate your adjusted age. If your Health Adjusted Age is younger than your chronological
age, you likely have a higher quality of life and more energy. An adjusted age older than your
chronological age may indicate that your body is aging too quickly.

Your age [based on your birthday]:46

Your Health Adjusted Age:47.6

2009
Health Adjusted Age

Your Health Adjusted Age is based on your health rather than your birthday. Information you provided
in your Health Risk Assessment such as your weight, how often you exercise and what you eat were
used to calculate your adjusted age. If your Health Adjusted Age is younger than your chronological
age, you likely have a higher quality of life and more energy. An adjusted age older than your
chronological age may indicate that your body is aging too quickly.

Your age [based on your birthday]:45

Your Health Adjusted Age:46.0



From: Lisa CoxX Lisa.Cox@energynet.com
Subjeet: vaping testimonial
Date: November 9, 2015 at 9:47 AM
Ta: frank.blankenship@me.com

Add mine to the stack and | hope it helps!

Sincerely,

Lisa Cox

Conveyance Manager
EnergyNet

7201 1-40 West, Suite 319
Amarillo, TX 79106

(806)463-3608 DIRECT

(806)351-2953 MAIN
(877)351-4488 TOLL FREE
(806)354-2835 FAX

This message contains confidential information and is intended only for the individual named. If you are not
the named addressee you should not disseminate, distribute or copy this e-mail. Please notify the sender
immediately by e-mail if you have received this e-mail by mistake and delete this e-mail from your system. In
addition, this message may contain information and data regarding the prior sales of properties sold by the
EnergyNet auction marketplace. Any such information and data reflect EnergyNet’s experience on the sale of
properties in the past and do not establish a value for specific properties that may be sold in the future. You
are advised that investments in oil and gas properties involve substantial risk, including the possible loss of
principal. These risks include commodity price fluctuations and unforeseen events that may affect oil and gas
property valtues.




I am a 48 year old woman who was a 2 pack a day smoker for
30 years. Since I have switched to a personal vaporizer, I have
not had a traditional tobacco cigarette since September 1, 2013.
I tried several methods to quit smoking. The patch made be
break out in a rash and the gum hurt my teeth. I did fairly well
on the Chantix, but the mood swings and nightmares were
horrible and the prescription was expensive and NOT covered
by my insurance. As soon as I finished the recommended course
of treatment, I ended up smoking again.
A friend introduced me to the personal vaporizer and at first, I
still smoked as well as using the personal vaporizer. Then I
discovered a flavor that I really liked (cinnamon fireball) and
found that, having several flavor choices, I didn’t crave a
tobacco cigarette. The flavor choices have significantly helped
me give up tobacco for good. I started out at 24mg and am now
down to 12mg, with a goal of eliminating the nicotine
altogether, at some point.
A few things I have noticed, since I switched to a personal
vaporizer:

* | have not had bronchitis once. I used to get it about every

four months or so.
* [ don’t have a cough any longer.

* I can climb stairs and walk a good distance without feeling

short of breath.
* My sense of taste has returned so I don’t use salt on my food

any more.
* My last physical exam was better than it has been in years.

[f the proposed restrictions were to be put in place, and the
products that I use were to disappear from the marketplace, it
would be very easy to go back to smoking tobacco cigarettes.

As a U.S. Citizen and consumer, I strongly urge you to NOT



Aﬁﬁﬁﬂlp\\"r‘\fﬁ'ﬁlﬁ

\

S W !

-

~

p— o~ —

e

e

a’ |

o~ -

=~

alalelilalalalidak

f

What is your age?

1053 oul of 1052 people answered this question

3140
296 / 28%

18-24
2032122%
16-24

25-30
229/ 22%
25.3D

41-50
146 1 14%
41-60

51 and over
146 1 14%
51 andover

u |

undar 18
41 0%
Lnder 18

Mol Sure
38 / 4%

Not Sure

=
=]

10/ 1%
No.

How many years did you use tobacco

1053 out of 1053 pzople answered this queslion

10-19
354 / 34%
10-18

=
4

aver 25
249 ) 24%,

ovenzb

u |

59
2007 19%

7]

20-24
124 1142%
20:24

l

How long have you used vapor products

1053 cut of 1053 people answered this question

Qver 2 years
404 /1 38%
Over 2 yaars

12- 24 months
356/ 34%
12- 24 menilis

6-12 months
205/ 19%
B2 mentis

Less (han 6 monihs
88 / 8%
Less than 8 months

. Have you noticed improvement to your health since you began using

vapor products

1062 out of 1053 people answered this question

Yes
1,004 / 98%

es

=

-4
1137 11%
-A

| naver usad lobacen
1371%
| never used [abAceo

Do you still use tobacco?

1053 out af 1053 people answered this question

Ne
1,014 1 96%

Yas
39/4%

08

|

What nicotine level do you normally use

1053 oul of 1053 people answered this question

o

G5/ 8%
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3%
634 /60%
3y
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6%
244 | 23%
6%

12%
A T%

200

|

1.8%
23/3%
1.8%

13/71%
2.4%

M
a
=

How important are flavors other than tobacco / menthol fo you

1038 out of 1053 people answered this question

Over 50.00
© BB /8%
= (Ovar 5000
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What do you normally spend on vaping supplies in a week

1048 out of 1053 people answered this question
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Critiques of the Analysis Prepared by the FDA

The Small Business Administration (SBA), in comments sent to
the FDA, suggested that the Regulatory Flexibility Analysis
performed by that agency lacked essential information required
under the Regulatory Flexibility Act.20 In particular, the SBA
suggested that the FDA failed to discuss the quantitative or
qualitative costs of the proposed rule on many potentially affected
small entities. It also did not adequately consider or explain
significant alternatives which accomplish the stated FDA
objectives while minimizing the significant economic impact of the
proposal on small entities. According to the SBA, Because it does
not adequately describe the impacts on all types of newly covered
small entities and because it does not adequately explain
significant alternatives that might reduce those impacts, Advocacy
believes that the IRFA contained in the proposed rule is deficient,
and for this reason, the FDA should republish a Supplemental
IRFA for additional public comment before proceeding with this
rulemaking. Under the RFA, an IRFA must contain:

(1) a description of the reasons why the regulatory action is being
taken; (2) the objectives and legal basis for the proposed
regulation; (3) a description and estimated number of
regulated small entities; (4) a description and estimate of
compliance requirements, including any differential for
different categories of small entities; (5) identification of
duplication, overlap, and conflict with other rules and
regulations; and (6) a description of significant alternatives to
the rule.

Advocacy is concemed that because the proposed rule’s IRFA is

deficient, the public has not been adequately informed about the

possible impact of the proposal on small entities and whether
there are less burdensome significant alternatives to the proposed
rule that would meet the FDA’s objectives.



Critiques of the Analysis Prepared by the FDA

In particular, the SBA commented that it found the Substantial
Equivalent requirement laid out in the act to be burdensome for
small businesses, stating, Because businesses in industries for
newly covered products would not be able to obtain marketing
orders as many of these industries, such as e-cigarettes, were
not in existence as of the Grandfather Date, or they rely on
proprietary technologies. Small businesses have even confided
fo Advocacy that the costs associated with the proposal’s
premarket submission requirements could force many of them to
exit the market and cease operating. It adds that the IRFA does
not fully consider alternatives which accomplish the stated FDA
objectives and which minimize the significant economic impact of
the proposal on small entities and encourages the FDA to further
consider alternatives that may be able to more greatly

decrease the regulatory burden on small business while still
allowing it to meet its regulatory goals.

It also suggested that the FDA should also provide additional
data and analysis to illustrate why the benefits of deeming some
of these products outweigh the substantial costs.

20 Letter from Winslow Sargeant, Ph.D., Chief Counsel for Advocacy and Dillon Taylor, Assistant Chief
Counsel Advocacy, Small
Business Administration, Deeming Tobacco Products To Be Subject to the Federal Food, Drug, and
Cosmetic Act, as Amended by the
Family Smoking Prevention and Tobacco Control Act, June 11, 2014, at:
www.sba.gov/advocacy/816/1086461.
* Due diligence on economic impact to small business was nota deep enough dive
* Aswritten the deeming regulations are a de facto ban on 99% of existing vapor businesses
* Novapor products on the market in February 2007
* Substantial Equivalent is not an option for vapor products

* PMTA as defined is beyond reach for most, if not all vapor businesses.
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Underpinning evidence for the estimate that
e-cigarette use is around 95% safer than
smoking: authors’ note

The estimate that e-cigarette use is around 95% safer than smoking is based on

the facts that:

¢ the constituents of cigarette smoke that harm health — including carcinogens —
are either absent in e-cigarette vapour or, if present, they are mostly at levels
much below 5% of smoking doses (mostly below 1% and far below safety limits
for occupational exposure)

¢ the main chemicals present in e-cigarettes only have not been associated with
any serious risk

Our review' aimed to assess whether studies that have recently been widely
reported as raising new alarming concerns on the risks of e-cigarettes changed the
conclusions of the previous independent review (Britton and Bogdanovica, 2014)
and other reassuring reviews.

We concluded that these new studies do not in fact demonstrate substantial new
risks and that the previous estimate by an international expert panel (Nutt et al,
2014) endorsed in an expert review (West et al, 2014) that e-cigarette use is
around 95% safer than smoking, remains valid as the current best estimate based
on the peer-reviewed literature.

Some flavourings and constituents in e-cigarettes may pose risks over the long
term. We consider the 5% residual risk to be a cautious estimate allowing for this
uncertainty.

Ongoing monitoring is needed to ensure that if any new risks emerge,
recommendations to smokers and regulatory requirements are revised accordingly.

On current evidence, there is no doubt that smokers who switch to vaping reduce
the risks to their health dramatically.

Professor Ann McNeill
Institute of Psychiatry, Psychology & Neuroscience, National Addiction Centre, King's
College London

PHE publications gateway: 2015260
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Professor Peter Hajek
Wolfson Institute of Preventive Medicine, Barts and The London School of Medicine and
Dentistry Queen Mary, University of London

"McNeill et al, E-cioarettes: an evidence updaie — A report commissicned by Public Health
England, Public Health England, August 2015

PHE publications gateway: 2015260
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E-cigarettes: a new foundation for
evidence-based policy and practice

Introduction

Smoking rates in England are in long-term decline. However, tobacco use remains
one of the country’s major public health challenges with the harm increasingly
concentrated in more disadvantaged communities. Over recent years, e-cigarettes
have risen in popularity to become the number one quitting aid used by smokers."
This consumer-led phenomenon has attracted considerable controversy within public
health and beyond, with the unfortunate consequence of confusion among the
general public about the relative risks of nicotine, e-cigarettes and smoked tobacco.

Public Health England (PHE) has a key role in mobilising the evidence base to
protect public health and reduce inequalities. Our response to the uncertainty and
controversy associated with e-cigarettes has been to establish a sound evidence
base. In our first year we commissioned independent evidence reviews from leading
UK researchers Professor John Britton? and Professor Linda Bauld.® These were
published in May 2014 to coincide with our national symposium on e-cigarettes and
fobacco harm reduction.

Together with Cancer Research UK we have set up the UK Electronic Cigarette
Research Forum to discuss new and emerging research, develop knowledge and
understanding, enhance collaboration ameng researchers interested in this topic,
and inform policy and practice.

This latest comprehensive review of the up-to-date evidence on e-cigarettes,
commissioned from Professor Ann McNeill and Professor Peter Hajek, synthesises
what is now a substantial international peer-reviewed evidence base on e-cigarettes.
It provides a firm foundation for policy development and public health practice in the
context of new regulations for e-cigarettes o be introduced in the UK from May 2016
under the revised EU Tobacco Products Directive (currently under consultation).

Main findings of the evidence review

The report details the steady increase in the use of e-cigarettes in England over
recent years (fig 1). This increase has faken place in the context of continued long-
term declines in smoking prevalence amaong adults (fig 2) and youth (fig 3).
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Figure 1 The rise of e-cigarette use in England
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The authors find that among adults and youth, regular use of e-cigarettes is found

almost exclusively among those who have already smoked. The highest rates of e-

cigarette use are found among adult smokers. E-cigarettes have rapidly become the
most widely used quitting aid in England (fig 4).

Figure 4
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E-cigarettes: a new foundation for evidence-based policy and practice

Safety and the perception of risks

It is important that the public be provided with balanced information on the risks of e-
cigarettes, so that smokers understand the potential benefits of switching and so
non-smokers understand the risks that taking up e-cigarettes might entail:

when used as intended, e-cigarettes pose no risk of nicotine poisoning to
users, but e-liquids should be in ‘childproof’ packaging. The accuracy of
nicotine content labelling currently raises no major concerns

the conclusion of Professor John Britton’s 2014 review for PHE, that while
vaping may not be 100% safe, most of the chemicals causing smoking-related
disease are absent and the chemicals present pose limited danger, remains
valid. The current best estimate is that e-cigarette use is around 95% less
harmful to health than smoking

e-cigarettes release negligible levels of nicotine into ambient air with na
identified health risks to bystanders

over the last year, there has been an overall shift among adults and youth
towards the inaccurate perception of e-cigarettes as at least as harmful as
cigarettes

Implications of the evidence for policy and practice
Based on the findings of the evidence review PHE also advises that:

e-cigarettes have the potential to help smokers quit smoking, and the evidence
indicates they carry a fraction of the risk of smoking cigarettes but are not risk
free

e-cigarettes potentially offer a wide reach, low-cost intervention to reduce
smoking in more deprived groups in society where smoking is elevated, and
we want to see this potential fully realised

there is an opportunity for e-cigarettes to help tackle the high smoking rates
among people with mental health problems, particularly in the context of
creating smokefree mental health units

the potential of e-cigarettes to help improve public health depends on the
extent to which they can act as a route out of smoking for the country’s eight
million tobacco users, without providing a route into smoking for children and
non-smokers. Appropriate and proportionate regulation is essential if this goal
is to be achieved
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Figure 5 Smokers using EC with expert support to quit enjoy high

levels of success®
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Recent studies support the Cochrane Review’ findings that e-cigarettes can be
effective in helping people fo quit smoking. In local stop smoking services across
England the relatively small number of smokers who have combined e-cigarettes
with expert support have had high rates of success (fig 5).

Under the current regulatory system individual e-cigarette products vary considerably
in quality and specification. We also do not yet have data on their long-term safety.
However, the current best estimate by experts is that e-cigarette use represents only
a fraction of the risk of smoking (fig 6).

r Experts estimate e-cigarettes carry a fraction of

. the risk of smoking?

Figure 6
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» hold a second national symposium on e-cigarettes and harm reduction in
spring 2016 to present the latest evidence and discuss its implications for
policy and practice

= provide the public with clear and accurate information on the relative harm of
nicotine, e-cigarettes and smoked tobacco. Nearly half the population don’t
realise e-cigarettes are safer than smoking, and studies have shown that
some smokers have avoided switching in the belief that e-cigarettes are too
dangerous

e publish framework advice to support organisations in developing evidence-
based policies on use of e-cigarettes in enclosed public places and
workplaces. This follows an engagement exercise conducted with public
health partners and the wider stakeholder community to discuss the evidence
and invite their input on its implications

= commission the National Centre for Smoking Cessation and Training to
provide training and support to stop smoking practitioners to improve their
skills and confidence in advising clients on the use of e-cigarettes

= monitor tobacco industry involvement in the evolving e-cigarettes market and
exercise continuing vigilance to ensure we meet our obligations under Article
5.3 of the Framework Convention on Tobacco Control to protect public health
policy from commercial and other vested interests of the tobacco industry

1 Smoking Toolkit Study www.smokinginengland.info

2 www.gov.uk/government/uploads/system/uploads/attachment_dataffile/311887/Ecigarettes_report.pdf

3 www.gov.uk/government/uploads/system/uploads/attachment_data/file/31 1491/Ecigarette_uptake_and_marketing.pdf
* Statistics on Smoking, England 2015 HSCIC www.hscic.gov.uk/catalogue/PUB17526/stat-smok-eng-2015-rep.pdf

5 Smoking drinking and drug use among young people in England 2014, HSCIC, www.hscic.gov.uk/pubs/sdd14

8 Stop Smoking Service Quarterly Returns 2014-5, HSCIC, www.hscic.gov.uk/stopsmoking

" McRobbie H, Bullen C, Hartmann-Boyce J, Hajek P. Electronic cigarettes for smoking cessation and reduction.
Cochrane Database of Systematic Reviews 2014, Issue 12. Art. No.: CD010216. DOI:
10.1002/14651858.CD010216.pub2
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copyright 2015



Consumer Advocates for Smoke-free Alternatives Association

8 Biggest Electronic Cigarette Myths

There are many myths and misconceptions about electronic cigarettes. Let's separate fact from fiction.
Myth #1 - Electronic cigarettes are a threat to children/teens.

FALSE.

Where it comes from:

Legislators and anti-smoking groups assume that children will be drawn to the “electronic gadgets,” the
fruit/candy flavors and ease of access on the internet & mall kiosks.

Why it’s a wrong:

First, they aren’t easy to purchase on the internet. A credit card or bank account is required. So, unless the
child steals a parent’s credit card and then hides the card statement later on, the risk of being discovered is
high. The majority of kiosk vendors have already implemented a policy of forbidding sales to minors. The
opportunity for minors to purchase electronic cigarettes at those kiosks is no better than purchasing tobacco
cigarettes at a gas station — probably less.

Second, the least expensive electronic cigarette starter kits run between $35 - 550 (plus shipping) online and
$90 - $150 at mall kiosks. This price point is considerable for the average adult, let alone a child. Children
would be more likely to spend that money on music, clothes or video games than an electronic cigarette —
especially when they can easily get a $7 pack of cigarettes at the corner store or from friends. Electronic
cigarettes also require the additional purchases of accessories and replacement parts. A single battery costs
over $10. Heating elements, which require frequent replacement, cost over $8 each.

Third, anecdotal accounts indicate that children/teens view electronic cigarettes as a way for adults to quit
smoking. They lack the “danger factor,” which reduces appeal. Additionally, surveys of electronic cigarette
owners show that the average consumer is overwhelmingly between 30-50 years old and a smoker?, indicating
that even young adults do not find them particularly appealing.



Myth #2 - Sweet flavors and flashy packaging are intended to specifically attract young people.

FALSE.
Where it comes from:

The assumption by critics that the slick advertisements and fruity flavors only appeal to children and their lack
of knowledge of the target consumer and the intended purpose of the product.

Why it's wrong:

These products are not intended to be a treatment for nicotine addiction. They are intended to be a way for
current smokers to “smoke” without the dangerous toxins and carcinogens. Retailers need to differentiate
themselves from stop-smoking aids, to convince long-time smokers that the electronic cigarette is just as
appealing as the tobacco cigarette they currently use,

Just as with marketing cars, televisions, cell phones, alcohol and other adult products, advertisers attempt to
make the devices appeal to adults with a “coolness factor.” Studies show that "smokers are more likely than
the general population to be risk-taking, extroverted, defiant, and impulsive"” - very similar to teen
demographics - so the misconception is understandable, but misguided. Often overlooked by critics in these
ads are the claims about the ability to “smoke anywhere” and have a safer/healthier option to smoking—a
clear indication that they are targeting current smokers and smokers concerned about their health and not
new/young smokers.

Regarding sweet flavors, the tobacco-flavored liquid does not have a pleasant taste for many smokers, as it is
difficult to replicate the tobacco smoke taste. Adults, who make up the majority of electronic cigarette
consumers, specifically requested alternative flavors that would work well with the liquid base — which were
mostly sweeter fruit and candy flavors. About 50% of adult electronic cigarette owners polled (over the age of
26)* report that they primarily use these non-tobacco flavors and attribute them with the ability to keep them
from returning to tobacco cigarettes. They also testify that the sweeter flavors make tobacco cigarettes taste
particularly foul and further reduce their chances of returning to smoking cigarettes.

Myth #3 - Electronic Cigarettes all contain anti-freeze.
FALSE.
Where it comes from:

In 2009, the FDA released a press statement claiming that they tested electronic cigarettes and found
diethylene glycol, an ingredient in anti freeze.’

Why it’s wrong:

Independent labs extensively tested other electronic cigarettes and found no evidence of diethylene glycol,
the toxic component of anti-freeze claimed to have been found in the brands the FDA tested.?



To further the confusion, electronic cigarette liquid is made of propylene glycol, an ingredient recognized as
safe for human consumption by the FDA. While propylene glycol is sometimes used in anti-freeze, it is an
additive intended to make it LESS harmful if accidentally swallowed.

The FDA tested just 18 cartridges, from only two companies. Out of those 18, just one tested positive for
“about 1% diethylene glycol.”* Because so many other tests failed to find diethylene glycol, many experts
conclude that the single sample may have been contaminated in some other way. By no means is it considered
a standard ingredient in electronic cigarettes.

If electronic cigarettes did contain anti-freeze, there would be news reports about the thousands of electronic
cigarette owners suffering from diethylene glycol poisoning and that is not the case. To date, after five years
on the market worldwide, there have been no such reports.

Myth #4 - Electronic cigarettes are just as deadly and carcinogenic as tobacco cigarettes.
FALSE.
Where it comes from:

The FDA stated they found trace amounts of carcinogens in the nicotine cartridges and the media and health
organizations used that statement to claim that electronic cigarettes are just as dangerous as tobacco
cigaret‘l:es.2

Why it’s wrong:

The FDA found trace amounts of “tobacco-specific nitrosamines” in the samples they tested, which can cause
cancer under certain conditions and in sufficient amounts.* The EDA allows certain levels of nitrosamines in
consumable products. For example, tests show that other nicotine products, such as nicotine gum and
nicotine patches, also contain the same tobacco-specific nitrosamines. The FDA did not release any
information on the levels they found, however, the scientific definition of “trace amount” means amounts that
are “detectable,” but too small to even accurately measure.

An independent study by Dr. Murray Laugesen showed that, on average, the electronic cigarette contained
8.18ng nitrosamines per 1g of liquid. 8 ngin 1g = eight parts per trillion, an extremely tiny amount. By
comparision, nicotine gum tested at 2ng, the nicotine patch tested at 8ng and Marlborough cigarettes tested
at a staggering 11,190ng. That translates to electronic cigarettes containing 1,200 times LESS of these cancer-
causing nitrosamines than tobacco cigarettes and about the same as the FDA-approved nicotine patch.®

Myth #5 - Electronic cigarettes may be more addictive than regular cigarettes.
FALSE,
Where it comes from:

The infamous FDA testing showed that the levels of nicotine found in the cartridges varied from the advertised
amount. Also, traces of nicotine were found in cartridges labeled as “no nicotine.” Critics claim that means
electronic cigarette users may be inhaling too much nicotine and causing them to become even more
addicted.



Why it’s wrong:

Two independent tests, the one by Dr. Laugesen and one by Dr. Thomas Eissenberg at Virginia Commonwealth
UniversityS, showed that electronic cigarette vapor does not deliver nicotine as “efficiently” as tobacco smoke
and actually delivers nicotine in lower amounts than tobacco smoke.

Additionally, smokers tend to “self-regulate” their intake, as seen by how many cigarettes a smoker uses in a
day. When the need for nicotine is met, the smoker —or in this case, the electronic cigarette user — no longer
has a craving and ceases consumption. The fundamental behavior of nicotine addiction just doesn’t support
the claims of increasing the addiction in that manner.

Myth #6 — Second-hand “vapor” is a threat to bystanders.

FALSE.
Where it comes from:

Anti-smoking groups claim the toxins and carcinogens in electronic cigarettes (as well as addictive hicotine)
can be accidentally inhaled by bystanders, just like second-hand tobacco smoke.

Why it’s wrong:

As shown previously, electronic cigarettes already contain a tiny, barely detectable fraction of the carcinogens
found in tobacco cigarettes. They also have been shown not to contain any of the toxins in the amounts found
in tobacco cigarettes and that they deliver very little nicotine in the vapor. So, given that the vapor already
proves little, if any, danger to the actual user, any danger to bystanders by the exhaled vapor would be
negligible.

Additionally, tobacco cigarettes create “side stream smoke,” which is the smoke that comes directly from the
end of a lit cigarette and the smoke lingers in the air and travels a fair distance from the smoker.

Electronic cigarette vapor does not behave in the same manner as tobacco smoke. There is no vapor produced
from the device, until the user activates it by inhaling, so no “side stream vapor” is created and the vapor
dissipates very quickly. In the event that a bystander would pass through the vapor, since it doesn’t contain
the irritating toxins of tobacco smoke, it would likely be barely detectable beyond the faint scent of the flavor
and only for a fleeting moment.

Myth #7 - Electronic cigarettes are a “gateway” to tobacco smoking.
FALSE.
Where is comes from:

Critics theorize that more non-smokers will be willing to try electronic cigarettes, due to their attractive flavors
and attractive styling.



Why it's wrong:

People start smoking for different reasons. Studies show that children and young adults are more influenced
by their peers, parents and stress levels than advertizing or flavors.® The most popular tobacco flavors among
youth are Camel, Marlborough and Newport ~ fruit and candy flavors only made up 2% of sales when they
were legal — and rarely do people cite the flavor as a reason they started smoking.

Considering that the electronic cigarette is perceived as a health concession for adults, the high start-up costs
and the easy accessibility of tobacco cigarettes, electronic cigarettes are unlikely to appeal to new smokers in
significant numbers.

Additionally, given the fact that current users claim that electronic cigarettes make tobacco smoke taste
considerably foul, in the unlikely event that a new smoker chooses electronic cigarettes over tobacco
cigarettes, the chance they will find tobacco smoking appealing is even less.

Taking into account that electronic cigarettes have been shown to be both less toxic and less carcinogenic
than tobacco cigarettes, if new smokers actually do choose electronic cigarettes over tobacco cigarettes, it
would actually benefit their health and safety and that of those around them.

Myth #8 - If electronic cigarettes were no longer available for smokers, those smokers would simply quit
smoking or use traditional stop-smoking aids.

FALSE.

Where it comes from:
Wishful thinking.

Why it's wrong:

According to the 998 poll participants, only 18% responded that they would use traditional NRTs or attempt to
quit cold turkey. Nearly 20% said they would switch to other tobacco alternatives, such as snus or snuff: and a
whopping 61% indicated they would most likely resume smoking cigarettes.’

Sources:

1. Consumer Advocates for Smokefree Alternatives, Electronic Cigarette User Poll, CASAA.org

2. US Food & Drug Administration, FDA and Public Health Experts Warn About Electronic Cigarettes, FDA.gov

3. Health New Zealand, Dr. Murray Laugesen, Safety report on the Ruyan e-cigarette Cartridge and inhaled Aerosol,
HealthNZ.co.na

4. US Food & Drug Administration, Final Report on FDA Analyses, FDA.gov

5. Virginia Commonwealth University, Dr. Thomas Eissenberg, Study Reveals a Need to Evaluate and Regulate
'Electronic Cigarettes' "Electronic cigarettes" fail to deliver nicotine , News.vcu.edu

6. Journal of Consulting and Clinical Psychology, Differentiating Stages of Smoking Intensity Among Adolescents: Stage-
Specific Psychological and Social Influences, APA.org

7. Dr. Michael Rabinoff, "Ending the Tobacco Holocaust, How Big Tobacco affects our health, pocketbook and political
freedom, and what we can do about it." Elite Books, Copyright 2006

CASAA’s mission is to ensure the availability of effective, affordable and reduced harm alternatives to smoking by increasing public
awareness and education; to encourage the testing and development of products to achieve acceptable safety standards and
reasonable regulation; and to promote the benefits of reduced harm alternatives. CASAA is 3 volunteer, non-profit consumer
organization and receives no compensation from any tobacco, pharmaceutical or electronic cigarette companies.
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WHAT'S IN E-LIQUID?

1.Veyetable Glycerin 2. Propiyene Glycol

Vegetable Glycerol (of alycerin, qlyerine) Is a clear, Propylene Glyco! is the primary ingredient in the
odorless liquid produced from plant oils, typically palm majority of E-Liquids and E-Cigarette cartridges on
oll, soy, or coconut ol Palm and coconut olls are natural the market today Most E-Liquid contains at least
triglyceride mixtures; gach triglyceride Is comosed of A0% and as much as 92% proplyene glycol.
three fatty acids esterified with glycerin. Vegetable Propylene Glycol is approved by the FDA for use in
alycerin has a number of valuable application that various forms. These Include items injected, applied
include cosmetic products, foods, and as a replacement  topically, and inhaled. Products with Propylene Glycol
for alcohol In herbal and botanical linclures, can be found in various common items around your
house,

3. Natural / Artifical Flavoring 4. Nicotine [Optional]

All flavors meet FDA Generally Recognized as Nicotine is a naturally occurring liguid allkaloid,
Sale standards. Natural flavors contain absolutely no An alkaleld is an organic compound made out of
antificial ingredients, additives, colors, or sweeteners, carbon, hydrogen, nitrogen and sometimes
Mo natural sweeteners such as stevia. All chemicals used in oxygen. Bolh calleine and hiconne_ are:
artificial Navoring are FDA approved and tested. In many classified as secondary stimulanis because
ways arificial flavors are considered safer to ingest or inhale, they afiect the sympathetic nervous
as each chemical used has been extensively tried and lested  svstem more than the central nervous svstem.

FDA GRAS Standard ingredients in 3 major components of e-Liguids

What Do Traditional Cigarettes Contain?

Nicotine Acetone
Benzene Nitrosamines
Formaldehyide Aluminum
led Carbon Dioxide
Tar Cadnium
Methanol Arsenic
Hydrogen Cyaniie Ethanol
Butane Vinyl Chioride
Ammonia Radon
Chioroform 50+ Known Carcinogens
Garhon Monoxiile +3,500 More Chemicals

W
Significant Differences

What you inhale you exhale

People cannot eat an apple and spit out an orange seed, that is either a magic
trick or a myth. The fact e-liquid ingredients are what is inhaled the dangers in
traditional cigarettes cannot then be exhaled. The atomizer, or delivery device,
produces a safer, FDA GRAS ingredient based vapor with optional nicotine. This
is the most that can be exhaled using a proper delivery system.

Vaping in smoking areas is dangerous
Treating vapers like smokers, sending them to smoking areas creates dangers fo
those attempting to quit going to smoking areas. Second-hand vape is proving

safe and it is known to be unsafe in a smoking environment. Vaping products are
fundamentally different and smoke free, tobacco free alternatives..

Support Age
Restriction

It is hard to find any in this discus-
sion opposed

AGE TO VAPE " agere-

striction rec-

ognizing
these are
adult prod-

ucts intended
WE CHECK 1D [P,
Their positive potential means we
form vape friendly restrictions for
adults to have access while minors
are barred access.

Support man-
ufacturing
standards
geared to-
ward quality,
safety, and
consistency
combined with clear, child resistant
packaging are also important.
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Texans Benefit
from Vaping

Why? A recent survey of
over 2400 vapers (people
who vape) in Texas gave
us some solid insights.

93% Smoke Free

65% stated tobacco no
longer tastes good. In
that same survey neatly
93% no longer use any-
thing except a vaping
product, they are ciga-
rette and smoke free.

Long term smok-
ers quit

69% of respondents had
actually been smoking
more than 10 years with
39% over 20 years, and
now they're tobacco free.

Friends and
Neighbors

Think of the benefits of
not having to deal with
the bad health issues ar
bury these long time
smokers who also hap-
pen to be someone's
family. These are par-
ents, grandparents, PTA
members, neighbors, and
people breathing easier
thanks to being a part of
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ClearStream AIR Project findings on Total Organic Carbon

Measured Levels

Parameter Mean Concenlration  [pg/m?]
Araditions) Gigarefle _Hlectronis Qigareite

TOCY 660D 730
Nicotine N it A1)
Acrolein 20 0
"Toluene i 157 0
Xylene 0.2 ]
PAHBTL 125 T R

“peak concentration

ClearStream AIR Project

5 smokers smoking for 5 hours in a controlled room followed by 65 hours of sani-
tizing and cleaning and then 5 vapers vaping for 5 hours in a controlled room.

Total Organic Carbon (TOC) starts at .72 for ambient air. 5 hours later cnly a .01
change takes place among vapers vaping, at .73. Smokers are significantly high-
er and more dangerous at 8.66.

Measured levels of known toxins in tobacco cigarettes show expected levels while
vaping produced myth reducing findings of zero levels of traceable nicotine, acro-
lein, toluene, xylene, and other PAHs.

Dr. Newhouse believes, “nicotine by itself isn't very addictive at all... [it] seems to
require assistance from other substances found in tobacco to get people hooked.”
In second-hand vape results are mounting nicotine is not a danger, while third-
hand exposure still needs further study.

When you hear about restrictive regulations against vaping products be-
ing proposed in your area will you be the competent voice of reason?




e,

-

P

Know your vaping community

People involved in vaping come from all walks of our daily lives. Evolving from
smoking to vaping and beyond opens docrs to others on the same path. Support
among vapers is strong with the community made up largely of older, long term
smokers working toward or being smoke free. This support contributes to the suc-
cess of vaping as a potential gateway from smoking, not the other way around.

Consumers have driven the industry almost since the beginning. Over the past
decade consumer awareness o dangers in poor quality production has led to self-
regulating standards designed to deliver a much safer product in a much safer
manner than just 10 years ago. It is rapidly changing and the vaping community
helps keep everyone up to date oh improvements and warnings.

Government needs are minimal

This is one emerging industry that offers strong potential health benefits while
requiring minimal time and investment from local, state, or federal government.
Consumers have insisted, and manufacturers are answering with solid approach-
es in production and delivery. Government assisted oversight can be lightly ap-
plied allowing adults to continue to support one another toward a smoke free life.

Vaping community members are active and productive members of our communities,
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Study finds nicotine safe, helps in Alzheimer's, Parkinson's
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THINGS TO DO VIDEQ
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Resources

The Consumer Advo-
cates for a Smoke-Free
Alternative Assaciation

CASAA.org

Smoke Free Alternative
Trade Association

SFATA.org

American E-liguid Manu-
factoring Standards As-
soiation

AEMSA.org

SFATA Texas Chapter
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Smoling, of course, damages the lungs and blood vessels, and
contributes to an array of health problems, but nicotine — the
calming chemical that cigarettes deliver — might actually be good

~ We Support CASAA
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I Nieoting, the Wonder Drug?

FROM THE MARCH 2012 J55UE

Nicotine, the Wonder Drug?

This notorious stimulant may enhance learning and help treat
Parkinson's, schizophrenia and other neurological diseases.

WE CHECK ID




