From: Alyssa Keill

To: Senate Labor and Commerce
Subject: Support SB 182
Date: Tuesday, March 3, 2020 10:25:24 AM

Good morning,
I live in Fairbanks and would like to voice my support for SB 182.

First and foremost it is important that Alaska mirror the Federal law that one must be 21 to
purchase nicotine/tobacco products, and without AK Statute matching, our SYNAR program
cannot make sure this happens. The majority of adult smokers begin before the age of 21.

Secondly, as a youth swim coach, I get to work with kids every day, and they constantly come
into practice talking about the issues of vaping in their schools. Increasing the price of e-
cigarette products will help prevent youth from picking up the products because it will make
them more expensive. Studies over and over show that a minimum price increase of 10% will
lead to at least 7% decrease in youth use.

I would love to see a generation that is not addicted to nicotine.
Thank you,
Alyssa Keill


mailto:akkeill2@gmail.com
mailto:Senate.Labor.And.Commerce@akleg.gov

TO: Senate LLabor and Commerce Committee
RE: SB 182 - Potential Tax on Vapor/Electronic Cigarette Products

DATE: February 12, 2020

Distinguished Senators:

Logic Technology Development, LLC (“Logic"), headquartered in New Jersey, is one of the largest
suppliers of electronic cigarettes/vapor products in the United States.

We write to you today to express our opposition to the proposed bill, SB 182, that seeks to impose a tax
on vapor products at a rate of 75 percent.

We urge you to reject the proposed percentage-based tax, which would be crippling to the
industry and the jobs and economic activity it supports. Instead, we ask you to consider
introducing legislation that would tax all e-liquids at a rate of 10 cents per milliliter of e-liquid,
irrespective of whether they contain nicotine.

Our position is clear: minors should not use electronic cigarettes and should not be able to obtain these
products. We market our products to adult smokers only and we abide by federal and state regulations
that govern our industry. Logic, unlike others in the industry, is not instinctively anti-tax. We recognize
the state’s interest in deriving revenue via taxation. We have supported efforts nation-wide to implement
tax mechanisms on vapor products that provide stable, predictable revenue, without doing irreparable
harm to the industry.

Excise tax revenue from vapor sales in traditional retail outlets alone in Alaska could amount to over
$120,000 under our proposed plan, according to the latest available data from MSAI, which tracks
tobacco shipments nationwide. This estimate does not include excise receipts from specialty shops (i.e.
vape stores, tobacconists or the internet), which wouid increase the total revenue substantially. For
example, in North Carolina, sales to these shops represented 90 percent of the total excise receipts
based on MSAI estimates compared to the year-end actuals. If the same were true in Alaska, tax
collections would exceed $1.2 million.

Itis critical that any tax levied on vapor products in Alaska is applied in a way that does not drive
existing sales across state lines or to online sites that are not concerned with regulatory
compliance. Any efforts to impose a percentage-based tax mechanism will only have the effect
of increasing incentives for tax evasion and avoidance, thus undermining the state’s revenue
collections.

Qur proposal reduces incentives for tax avoidance by implementing a tax strictly on the consumable
material, applied at a fixed level per milliliter of e-liquid sold. States that have implemented similar tax
structures have reported little-to-no industry disruption or job loss.

! Estimate is based on 482,763 consumer units (CU) sold in the last 52 weeks in Alaska. Using a
conservative estimate of a 2.5 milliliter average per CU, we can calculate the estimated revenue
generated
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A fixed 10 cent per milliliter tax on all e-liquids provides the most certainty and predictability over revenue
while providing ease and simplicity of administration.

Conversely, states that have implemented a percentage-based structure, similar to that which you
support, saw the category stagnate and businesses close, resulting in economic loss. In Pennsylvania,
a 40 percent wholesale tax resulted in 100 businesses closing in the first year, with 1,000 jobs lost,
according to the Vapor Technology Association. In Vermont, where a percent-based wholesale tax is
set to take effect, there is already anecdotal evidence of small businesses relocating to states with more
advantageous tax structures.

Further, any percentage-based tax inevitably advantages the cheapest products in the
marketplace. The result of this is larger price differentials between the highest and lowest quality
products, a price incentive for adult consumers to move to the cheapest brands, and a race to the bottom
for manufacturers that may compromise safety or quality. A fixed tax on the liquid consumed across all
devices avoids such a scenario.

From a revenue perspective, the math is simple - as adult consumers migrate to the cheapest products
on the market, the state will take in less in tax revenue (both sales and excise) as they are applied as a
percentage of the cost.

As the regulatory burden continues to grow on responsible suppliers such as Logic, less scrupulous
operators that are not concerned with regulatory obligations, youth access, product quality or consumer
protection, will continue to exploit a largely unregulated environment. Indeed, once the federal regulatory
requirements take effect on the category next year, it is already estimated that the number of products
on the legal market will shrink by up to 90 percent.

We believe that adult smokers should be given the choice and opportunity to purchase and try electronic
cigarettes as an alternative to the known harms of smoking combustible cigarettes. By levying the wrong
tax on electronic cigarettes in Alaska, adult consumers who already made the switch to electronic
cigarettes may return to smoking, abandoning the products that may have the potential to lower risk.

Itis our hope that the Legislature will take these points into full consideration as it considers its tax policy
and the impact it may have on jobs, public health and state revenue. We remain at your disposal to meet
with you or your staff, or to provide further information at any stage.

Yours respectfully,

Rick Chandler
State Government Affairs



Members of the Senate Labor and Commerce Committee,

My name is Alex McDonald and I own Ice Fog Vapor in Fairbanks, AK. I am writing today to
oppose SB182. This bill is highly flawed and will lead to increased costs to the state, while
increasing smoking rates across the state as well. In the mission statement of the bill it is claimed
there is no evidence vapor products help quit smoking. Please see the attached study published
in the New England Journal of Medicine 2/14/19 that clearly shows these products have been
found to be twice as effective as traditional cession products.

This bill would cost the state money we do not have. Under the fiscal notes submitted, it states
there would be no extra cost to the state. This is simply not true. If you look at the attached
State Budget Solutions publication in table 4 page 6, it shows that in 2012 the State of Alaska
brought in $67 million in tobacco taxes and $30 million in tobacco settlement payments. The
cost to the state for Medicaid for smoking related illness was $202 million or 108% of what the
state received. Keep in mind these figures are before Medicaid was expanded so the savings to
the state now would likely be far greater than the 2012 figure. Less people smoking means more
savings to the state budget for years to come.

In the attached study from the National Bureau of Economic Research, they stated that “Our
study suggests that, as intended, e-cigarette taxes raise e-cigarette prices and reduce e- cigarette
sales. However, an unintended effect is an increase in cigarette sales.” They also state that
“Therefore, a national e-cigarette tax will increase traditional cigarettes purchased by 6.2 extra
packs for every one standard e-cigarette pod of 0.7 ml no longer purchased.” The study also
points out that “traditional cigarettes continue to kill nearly 480,000 Americans each year
(Centers for Disease Control and Prevention 2019a), and several reviews support the conclusion
that e-cigarettes contain fewer toxicants (National Academies of Sciences Engineering and
Medicine 2018, Royal College of Physicians 2019) and are safer for non-pregnant adults (Royal
College of Physicians 2019) than traditional cigarettes.” Policies like the ones contained in
SB182 have been shown to increase smoking rates instead of decreasing the smoking rates.
Smoking is the number one cause of preventable death in this country. We should be putting
policies in place that help lower preventable deaths in our state instead of increasing that number.

The issue of taxation of vapor products was brought up during the Walker Administration and
rejected as bad policy. The issue was recently brought up for the City of Fairbanks and was
rejected as well. Kodiak also voted against a similar tax measure as shops could not survive the
added costs. Steam Trunk in Kodiak closed last fall and Arctic Vapor in Fairbanks closed its
doors last month as well. This tax would close small businesses and restrict consumer choice of
safer alternatives to smoking traditional cigarettes further increasing the smoking rates for the
state.

This bill also has other issues besides being poor public health policy. While we can all agree,
kids shouldn’t be using products intended for adults, this bill allows for parents to purchase for
minors and exempts inmates. This seems to punish independent young adults while creating a
headache for retailers. How is a sales clerk supposed to know if the adult is the parent of the
minor? We have 17 UA campuses around the state as well as numerous military instillations.
Many responsible young adults make the choice to serve their country, further their education, or



work full time so they can live independently. These young adults are trusted with maintaining
multimillion dollar aircraft, weapons systems, managing student loans and their personal
finances, but would be made criminals under this bill, while someone living at home or in jail
would be free to make choices independent young adults would be stripped of. Idaho recently
rejected their T21 bill in a 22-10 vote against, as they didn’t see the need to make more people
criminals and get more young adults needlessly added to the judicial system.

Thank you for your time and consideration of this matter. I hope we can all work together to
make Alaska a better healthier state.

Alex McDonald

Fairbanks, AK



From: mailagent@thesoftedge.com on behalf of joe.oconnor@holidaycompanies.com

To: Sen. Click Bishop
Subject: Oppose Senate Bill 182
Date: Friday, February 14, 2020 7:19:21 AM

Dear Senator Bishop:

Our retail store is located in your legislative district. We have serious concerns with Senate Bill 182, which imposes
a new excise tax on vapor products at the rate of 75% of the wholesale price.

This new vapor products tax will cause our store sales to decline further. Our customers are sophisticated and will
avoid paying these taxes. They will engage in "show room" shopping, buying a vapor product in our store to try it
and, if they like it, make future purchases over the Internet or from illegal sellers and avoid paying excise and sales
taxes in the process.

If the intent is to discourage underage vaping, you should know that underage use of cigarettes and tobacco products
is at historic lows, a new federal law makes it illegal nationwide to sell tobacco products to anyone under 21, and the
FDA has also just regulated vapor products to remove many flavored e-cigarettes from the market to keep them
away from youth. These laws should be allowed to work to further reduce underage use of vapor products.

Many adult customers consider vapor products to be a positive alternative to traditional, combustible cigarettes.
Because electronic cigarettes heat liquid containing nicotine rather than burn tobacco, they do not share the same
health-related characteristics associated with traditional cigarettes, and current scientific information strongly
supports that these products offer a consumer a high level of harm reduction. From a retailer's perspective, it seems
counterproductive to impose a tax on less harmful vapor products when adult smokers should not be discouraged
from using them.

An excise tax that becomes a disincentive for adults to transition from traditional cigarettes to vapor products or
creates an incentive for our customers to buy their preferred products on the Internet or illegally to avoid paying
taxes is in no one's interest-not the State, not its consumers, and not its retailers.

Please consider the concerns of retailers and oppose Senate Bill 182.

Sincerely,

Joe O'Connor

Location(s):



mailto:mailagent@thesoftedge.com
mailto:joe.oconnor@holidaycompanies.com
mailto:Sen.Click.Bishop@akleg.gov

From: George Stewart

To: Senate Labor and Commerce
Subject: SB182
Date: Tuesday, March 3, 2020 9:50:59 AM

Please vote YES for SB 182. It is CRITICAL for the health of youth and adults
in Alaska. I'm sure you know about the growing health risks to you with the

use of vaping products -- there has been a growing number of teens developing
severe lung disease from vaping products and a growing number of teen deaths

from it's use.
For the health and safety of adults in Alaska PLEASE TE YE

George L Stewart, MD (Alaskan for almost 50 years)


mailto:glstewart36@gmail.com
mailto:Senate.Labor.And.Commerce@akleg.gov

From: Nancy Tarnai

To: Senate Labor and Commerce

Subject: SB 182 comment

Date: Wednesday, March 4, 2020 1:21:34 PM
Hello,

I could not make it to the LIO yesterday but want you to know that I support SB 182.

We need to bring Alaska into compliance with the federal Tobacco 21 law (raising the age of
sale for tobacco products in Alaska from 19 to 21) and include e-cigarettes to Alaska’s
existing tobacco products tax.These are very positive moves forward helping protect youth in
our state from becoming addicted to nicotine and its horrible consequences.

Thank you,
Nancy Tarnai

Fairbanks, Alaska 99708


mailto:njtarnai@gmail.com
mailto:Senate.Labor.And.Commerce@akleg.gov

From: kylindguist

To: Senate Labor and Commerce
Subject: Vapor product tax
Date: Thursday, March 5, 2020 1:07:23 PM

| am writing this letter as a concerned citizen over this new vapor product tax.

As a former tobacco user this new tax will effect me and fellow citizens who have
chose to kick tobacco. Vapor products have changed my life in all aspects for the
better. | feel healthier and | am more active just from the change to vapor products
over tobacco. | know many people who have had the same if not similar experiences
from kicking tobacco in favor of vaping.

| hope this bill does not pass for it will push me back to using tobacco. Just the
thought of having to use tobacco products make me feel terrible for how hard it was to
quit in the first place. | do hope to see a smoke free Alaska in the future and this new
tax will only push that further down the road.


mailto:kylindquist@yahoo.com
mailto:Senate.Labor.And.Commerce@akleg.gov

From: Sarah Eaton

To: Senate Labor and Commerce; senate.labor.andcommerce@akleg.gov
Cc: Deanna Clark-Esposito

Subject: Alaska Senate Bill 182

Date: Tuesday, March 3, 2020 1:33:18 PM

Attachments: FINAL Flyer Coil Manintenance and Safety 2019 NOV 14.pdf

FINAL Flver BATTERY SAFETY 2019 NOV 14.pdf

FINAL Flyer FDA Vapor Laws AE Legal Compliance 2019 NOV 14.pdf

FINAL Flyer Nicotine and Nicotine Levels2019 NOV_14.pdf

FINAL Guide for Vape & Tobacco Products Retailers 2018 DEC 12 SENT TO CLIENT.pdf
FINAL FDA Compliance Manual 2018 DEC 19.pdf

Re: Alaska Senate Bill 182

Dear Senate Labor & Commerce Committee:

We are the owners of Alaska Elixirs Vape LLC, located in Wasilla Alaska. We have worked with
dozens of customers who have left smoking for vaping which the US Food and Drug
Administration has consistently acknowledged provides a safer alternative to the traditional
combustible cigarette.

We employ eight (8) people full-time and zero (0) people part-time.

Currently in Matanuska Susitna Borough, where our store is located, we are subject to a fifty-
five (55%) excise tax of the wholesale price on all of the products we sell which contain
nicotine, payable on a monthly basis.

This proposed state excise tax will impose an additional seventy-five (75%) on the wholesale
price of the electronic smoking products sold in our store, resulting in a total taxation of one-
hundred and thirty percent (130%) which would result in the products themselves costing less
than our total tax liability. Inevitably, it would result in our shop closing its doors and going
out of business as we would not even be able to break even and make payroll, nevermind
making a profit.

Protecting Youth and Our Customers

Our business is a family owned one which does not sell to minors.

We have taken several steps over the course of operating our business to ensure that sales
are not made to underage purchasers. Much of this information is contained in our Alaska
Elixirs Tobacco Product Retailer Training Guide on FDA Law, a copy of which is attached to this
email. Activities include training our staff on underage protocols, requiring our staff to re-
certify on an annual basis that they have received this training, our Underage Policy which is
posted around the shop, and other store signage. We even changed certain flavor names
which we concluded could be appealing to children, as well as changed our logo.


mailto:alaskaelixirs@icloud.com
mailto:Senate.Labor.And.Commerce@akleg.gov
mailto:senate.labor.andcommerce@akleg.gov
mailto:deanna@clarkespositolaw.com

%}i‘:i id‘\,

Flixirs

Vaping Safety Handout Series| Changing Coils & Coil Safety
Coil Safety and Maintenance

Coil maintenance is an integral part of safety when it comes to your vaping device. Coils
provide the heat source and are contained in the atomizer of a device used for vaping tobacco
e-liquids. The coil is typically wrapped around a wick made of cotton, which is used to soak up
the e-liquid and place it in contact with the coil.

Coils need to be regularly replaced and any replacement made should be done with the same
“Ohm” and wattage rating. Coils work off of a system called “Ohm’s Law.” Ohm’s Law is a

mathematical system used for measuring Wattage, Voltage, and ohm’s (resistance).

There are several variables which can impact how often you change your coil, such as the
frequency of use of the vaporizer, or the wattage (heat) setting of the device.

For example, if your coil has a wattage of 20w-80w and

you were to run your unit at 90w, the coils will heat up Ohm's Law
faster than it can wick which can burn the coil up or you
could get a “dry hit.” Sweetener can also have a huge Ohm's Law is expressed in the

ti iI’s life b h h following formula: E = | x R where E =
part in your coll’s lite because when a sweetener heats Voltage: | = Current (measured in

up, the sugar crystals melt together and cling to your amperes) ; R = Resistance
i . . . in ohms).
cotton which can then burn into a black crisp on the coil. (measuredin chms)

For these reasons, it is recommended to review the user manual of the vaporizer and to speak
with the knowledgeable staff at your local vape shop about the e-liquids intended for use with
your particular device. In addition, where you are not sure about when to change a coil,
discussions at your local vape shop are recommended to help you understand when it is time to
do so.

Best Practices For Changing a Coil

Step 1: Make sure you have not used the vaping device for at least 10 minutes prior to changing
a coil to ensure it has cooled down so you do not burn yourself

Step 2: Remove the tank/atomizer off the base unit of your vaping device

Step 3: Put on protective gloves and goggles to reduce the risk of contact between any e-liquid
and your skin and eyes

Step 4: Take the used coil out by unscrewing it counter clockwise
Step 5: Put the new coil in by screwing it in clockwise and return the tank/atomizer to your unit

Step 6: Fill your tank up and let the e-liquid soak up into the coil for at least 10 minutes

Information obtained from FDA’s Center for Tobacco Products and other sources. Have Questions? Contact us!
© Alaska Elixirs Vape LLC, 454 North Main Street, #C, Wasilla, AK 99654 | (907) 631-3690 | www.alaskaelixirs.com
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11.

12.
13.
14.
15.

Vaping Safety Handout Series| Battery Safety
Best Practices for Battery/Cell Safety

Keep loose batteries in a case to prevent contact with metal objects. Don’t let batteries
come in contact with coins, keys, or other metal in your pocket.

Never charge your vape device with a phone or tablet charger. Always use the charger
that came with it.

Don’t leave your vape device or batteries charging overnight or unattended.

Replace the batteries if they get damaged or wet. If your vape device gets damaged and
the batteries are not replaceable, contact the manufacturer. If your batteries have
damage to its structure or outer protective label, stop using them immediately.

Prevent batteries from overheating and stop use if they begin to overheat. Do not leave
your vape device or batteries in a hot car. Aside from causing a leak, high temperatures
can cause batteries to explode!

Always buy your vape products and batteries from a reputable vape shop or other
retailer.

Be sure to use the correct coils for your device. Compatibility is key! Use the right coils
to avoid any unnecessary strain on your batteries.

Additional Tips for Ensuring the Safe Maintenance and Use of Batteries/Cells

Keep out of reach of children and pets.
Do not put in fire, oven, microwave, or heat over 100°C (212°F), as it can explode.

Do not use in a device that either exceeds the maximum cell wattage or lower
resistance.

When charging, remove cell(s) from charger once fully charged. Only use Li-ion
chargers!

Do not charge higher than the maximum voltage.
Do not discharge below the minimum voltage.
Always use matching batteries/cells.

If using a multi-cell device, make sure it has a non-conductive barrier.

Information obtained from FDA’s Center for Tobacco Products and other sources. Have Questions? Contact us!
© Alaska Elixirs Vape LLC, 454 North Main Street, #C, Wasilla, AK 99654 | (907) 631-3690 | www.alaskaelixirs.com






Vaping Safety Handout Series| FDA Vapor Laws &
Alaska Elixirs Vapor LLC Regulatory Compliance Scorecard

The vapor industry, being a part of the “tobacco products” industry, is regulated by the US Food
and Drug Administration (“FDA”). Since the May 8, 2016 “Deeming Rule,” which was the legal
action by the FDA that placed e-cigarettes and vapor products within the jurisdiction of the
Tobacco Control Act and FDA governance, Alaska Elixirs Vape LLC has consistently worked to
meet its FDA regulatory compliance obligations as both a manufacturer and retailer of e-liquids.
These requirements, as detailed below, demonstrate the establishment and product filings
undertaken by Alaska Elixirs and are representative of its achievements to operate lawfully
under both FDA’s legal framework governing vapor products and its own self-identified due
diligence measures.

FDA Requirements Implemented by Alaska Elixirs Done?
1 Compliance With All Required Label and Labeling Statements (per Sec. 903(a)(3)

FD&C Act) v
2 Compliance with Label Misbranding Rules (per Sec. 902(a)(2) FD&C Act) v
3 Submission of Tobacco Health Documents (per Sec. 904(a)(4) FD&C Act) v
4 Registration as an Establishment Engaged in Manufacture, Preparation, v

Compounding or Processing of a Tobacco Product (per Sec. 905(b)(c)(d)(h) and (i)(1)

of the FD&C Act)
5 Submission of Ingredient Listing to FDA (per Sec. 904(a)(1) of FD&C Act) v
6 Addition of Addictiveness Warning Statement to Product Packages and Ads (per 21 v

CFR §1143.3(a) and (b))
7 Submission of bi-annual updates to FDA (per Sec. 905(b)(c)(d)(h) and (i)(1) of the FD&C v

Act)

Additional Diligence Measures Implemented by Alaska Elixirs Done?
8 Creation of Supplier Vetting and Oversight Program v
9 Implementation of Age Verification Procedures v

10 Complete Creation of Vaping Safety Handout Series:

e Battery Safety v

e Nicotine Types and Levels

e Changing Coils and Coil Safety

e State of the Vapor Industry & Alaska Elixirs Vape LLC Regulatory Compliance
11 Creation of Hazardous Communication Program v
12 Creation of Alaska Elixirs Vape LLC Incident Report v
13 Creation of employee training program v
14 Creation of policy regarding the distribution of samples v
15 Creation of FDA Compliance Manual v
16 Creation of Tobacco Sales Policy v

Information obtained from FDA’s Center for Tobacco Products and other sources. Have Questions? Contact us!
© Alaska Elixirs Vape LLC, 454 North Main Street, #C, Wasilla, AK 99654 | (907) 631-3690 | www.alaskaelixirs.com
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Vaping Safety Handout Series| Nicotine Types & Levels

Nicotine is a highly addictive chemical compound present in the tobacco plant and is present in
most e-cigarettes containing nicotine. According to the US Food and Drug Administration (FDA)
which describes the severity of health risks imposed by nicotine delivery through a “Continuum
of Risk,” products containing nicotine pose different levels of health risk to adult users, with
combustible products -- like cigarettes, with their toxic mix of more than 7,000 chemicals, and
efficient delivery of nicotine to maximize addiction potential -- being the most harmful, nicotine
replacement therapies (NRTs) being the least harmful, and noncombustible products (which
includes e-cigarettes and e-liquid vaping) falling somewhere in between.

Nicotine Types

The 3 types of nicotine include, (1) freebase nicotine, (2) nicotine salts most commonly known
as “nic salts,” and (3) tobacco free nicotine (“TFN”).

Freebase Nicotine
Freebase means that the nicotine is in its purest form compared to other nicotine derivatives
and has been used by tobacco companies since the 1960s.

Nicotine Salt

Nicotine salt is a type of nicotine that forms naturally in leaf tobacco and is generally
considered to be a more stable form of nicotine as compared to traditional freebase nicotine
found in most e-liquids.

Tobacco Free Nicotine (TFN)
TFN is a synthetically created nicotine that is not derived from tobacco leaf or tobacco leaf dust.

Nicotine Levels

With so many former smokers having turned to vaping in an effort to quit nicotine consumption
altogether, we recommend vaping e-liquids at consistently lower nicotine levels in order to
ultimately break free from nicotine addiction. The FDA is still determining what potential
maximum nicotine level would be appropriate for the protection of the public health. In the
case of e-liquids, nicotine is characterized in terms of milligrams (mg).

E-liquids, whether purchased from a vape shop in bottle form or contained in a disposable pod,
typically are offered at nicotine levels of 3 mg, 6 mg, 9 mg, 12 mg, 18 mg, 25 MG or 50 mg.
Whether you are trying to reduce your nicotine consumption or quit smoking altogether, we
recommend you speak with the knowledgeable staff at your local vape shop to understand the
appropriate nicotine level for you.

Information obtained from FDA’s Center for Tobacco Products and other sources. Have Questions? Contact us!
© Alaska Elixirs Vape LLC, 454 North Main Street, #C, Wasilla, AK 99654 | (907) 631-3690 | www.alaskaelixirs.com






Alaska Elixirs Tobacco

Product Retailer Training
Guide on FDA Law

ALASKA ELIXIRS VAPE LLC | 711 W. Parks Hwy, Wasilla, AK 99654 | www.alaskaelixirs.com | +1 (907) 631-3690






Table of Contents

Purpose and SCOPE Of GUIE.............ceverveeeeneiiiiiienenniiiisinnmnsisiissnimssmmsisssmsssssssssssssssssssssssssssssssnes 3
Why Implement a Retiler TraiNiNgG PrOGIGM ............ocuueecueesiieeeeiieesieeseseste ettt esteestaessseasstesssssssassssssssssssssssssssseessees 3
Scope Encompasses FDA Requirements of Noncombustible Tobacco Products ONly.............cceecvuevcveecieseivieesiisesiinannnns 3
How Are “Noncombustible Tobacco Products” Defined For Purposes of This Guidebook? .........cccccevcivercieercnennnne. 4
Recommended Training Process and SCRedUIE..................uuueeeevereeeeeniiiiineneesisisrinnsnnsssssssennnnnes 4
TEQUNING RESOUICES ......cceeeeeeeeeeee ettt ettt et e ettt e e e e ettt et e e e e e astb et e e e e e e s s asssbe e e e e e e eaaassseneaaeeaeaansssneaaeens 5
E-Learning for TObacco ProdUuct RELAIEIS .....c.eiiiuiiiiiiiiiiecee ettt e e bee e aa e e saa e e saaeesabeeenaeesares 5
E-Learning For Vape Shop Retailers Also Engaged in Manufacturing.........cccceevueeiiieeniiesiieciis et 6
[20e LN o AV T Y= ot 1Y/ 1 Y USSP 7
[0 L= 1 111 Lo 2 X3 7
Penalties for Violations of Tobacco CONtrol AcCt............ccceeuereeirirvveeenccisinneneessssssssssnsssssssssesnannes 9
CiVIl IMONETAIY PENAIIES .....veeceiei ettt e ettt e et e et a e e s be e e s et e e s ateesateesabeessseeesbeeenseeesaeensseessseennseenns 9
NO-TODACCO-SAIE OFUEIS ...ttt ettt ettt sttt s bt s bt e bt e bt e b e et e s abeeabesatesateebeesbeesbeenbeebeeseenbeeaes 9
Sale and Distribution of TODACCO ProdUcCts ............ccceeeuueiiriveenusiiisiinnsnnnssssssisssnsssssssssssssssssnnns 10
RESEIICEIONS ON SAUCS ...ttt ettt ettt et e e et e et e e at e e ae et e bt et eeateeatesatesatesaeanseeseentens 10
All Tobacco Product Restrictions and REQUIFEMENTS........ceeiiiiirieiiiierteesieeestee st esre e steesere e sbe e ssbeesaeeenees 10
FDAS Concern ADOUL YOULH TODGACCO USE.........cc.oeueeuieeieiieseesieet ettt ettt ettt ettt ettt sat e st e saeanteenaeetes 11
Health Effects of YOULh TODACCO USE......couiiiiiiiieieeee ettt ettt et ettt st aae s 11
Y [0 [ o o =TSP POPRPI 13
5a1es Of SAMPIES At QU REEQII SEOIE.......c..uveevieeiieeieseeie et eete ettt e e e st e ettt e s taasatea s staeaseteastaesssaesseesaseesaseassessnseasans 13
Advertising and Promotion .................eceirreeeeuniiiiiiniennesisisimssssssissmmmssmsissmmssssssssssssssssssssssnns 18
Making Truthful and Non-Deceptive Marketing and AAVertising CIAIMS ............ccccocueeeueesiieeeiiesieeeiesssieesesesiieesanns 18
FTC Rules Governing AAvertising ANd MAIKELING ...........ccueeeueeiieeeiiesiieeitesseeesteesteesta e st e sstaassteessessssaaessesssssaessses 18
FDA’s Required Warning Statements fOr REEGIIEIS ...........c..vecueecuveeeiiesiieeiieessiteectessteestieesieesteesstaessseasssaaessesesssaessses 19
Warning Statements fOr ENDS PrOQUCES ......c.eiccuieiiieiiiie e et esie st e ste e s teesteesteeebesesaaeebaeesateessseessseesnsessnseesnses 19
VYol ol 3 I e Y ol (o LY L=l [ Lol e [ oy SR 20
FACEDOOK HEBAUE ...ttt ettt et st ae e s he e s bt e s bt e s be e s be e bt e bt eabe et e eabeeabesatesaeesanas 20
T I Yo Ta T o [T Lo [T PSPPI 22
Ry e LYo T4 o1 XTSRRIt 23
The Governing Regulation 21 CFR §1140.34(c) Does Not Include ENDS (BUT READ NEXT SECTION) ......ccccceueen.ee. 23
FDA Presumes It Has the Authority to Enforce 21 CFR §1140.34(c) OVer ENDS........cccoevveerciieeieeeiieeseeesieesneens 24

Alaska Elixirs Vape LLC Tobacco Product Retailer Training Guide | 2018 10f 32





Necessity t0 FOIIOW an FDA GUIGANCE ...cccvieeiiiiiiiieciiiteciieestee st e ste e s eteesstesestaessbaeessaeesateesaseessteesseessasansseessseasssnens 24

OUr RUIES ON SPONSOIING EVENES ....eiiiiiiiieiiie ettt ettt e st e et e s rte e ebe e e saae e bae e s aaeesateessseessteesnseesnbaeansesenseesnseean 25
Hiring and Management PractiCes...............cccvvvvveeunieissnneennsisssssnssensssssssssssssssssssssssssssssssssssns 25
HilING PIOACTICES. ... ettt ettt e ettt et e e e ettt et e e e e e e asste e e e e e e e s assbteeaaseesaasssseaeaeeeaanans 25
117 o TaTo o T=] 0 g =1 0 1l o ot [0 = SO PP P PTTP S URTPPPPPPPN 26
Updating Company PoliCieS QNG PrOCEAUIES ............cueeeueeeieeeiesscieecttesie sttt esteesttestae s teassseasassassssasssssessseesssaasseeas 26
VYo TRV =T Tole L [ I K=Tel 114 Lo [V =2 S 26

Policy on Acceptable Photo IdentifiCation.........ccuicciiiiieiiiee et e s re e s ba e e sae e e aaeesaree e 26

Closely Examining Photographic 1dentification ..........ccoiuiieiiiieis e et 27

Using Smart Technology in the Age-Verification ProCESS........civcciiiiiieiiii ettt et see e ee e aeesaae e 27
Guidance on Refusing SAIES WHREN APPIOPIIQLE ...........eeecuveeeeeeiiieeieesieeesieesstteesteessttaesstaesssaesssessseassessassesssessasssessses 28

Policy on Verifying the Authenticity of a Photo 1dentification ..........cccoeciiiiiiiiiiicieccee e 28

Policy on Altered IdeNTIfiCAtION ........iiciiiiiie et et e s e et e e s ae e sate e sbe e s teeeseeesbaeenseeessseansseens 28
Point of Sale System and INVENtory MANGAGEMENT .............ceeueeiireeiiesiieeitesseeeseeesteestteesteesssessseessesssssesssesssssesssses 29
RECOIAS MGINTENGICE ...ttt ettt s e et s e et e e b e e s st e s aneeeaseesate e e st e enaneeanes 29
UPdating TraiNiNG PrOGIOM............coeeeiuieieesiieeeesieeeeeiet s sitte e e sttt e e s stte e e sttt e e ssattessssteassaassaessassassssstaassssseessssstesssssees 29
Recording INCIdents TRAt OCCUI IN-SEOIE .........ccueeeuieeeiieeitieesieestit e st este e ettt e sttt e e sseesstteessasesstaessssasssaasasessassasssesssssaessses 30
Managing FDA COMMUNICATIONS.........cceuurerreneiernneiinresiissrssesissssisissssssssmssssssssssssssssssssssssssssens 30
ProCeAUIES FOI Q VISIt DY FDA........ooeeeeeeeeeeeeieeeeeeiteettte sttt e ttte ettt e e sate e st e e sttt esteasaseesstaassaeassaasnssasasaasssessssaesessassanssses 30
What to Do When We Receive an FDA WAINiNG LETLEI...........coccueeeeeeecieeeiieeciiesieesitesiaestaaeitaesstaeessesssssasssnsssssssnnes 31
Dealing With a Product RECAIl .............ccuuueueeiirriveeenniiisinnnennnsisisninsmensissssssssssssssssssssssssssssssssns 31
Where to Find This GUIAE iN OUF SEOTE ...........cceeeeeeeeeeeeuuuriiiiiisiisisisinssresieseesessessssssssssssses 32
FDA COUNSEI ...auaeeenieeieeieeeieeeeeeeiiiisiiscccsscssssssssssesssssssssssssssssssssssssssssssssssssssssssssssssssssssssnes 32
Date Last Updated..............eceireeeenuniiiiiniieneniiisnimmnnniiisssmmsmmiissssssssmsssssmsssssssssssssssssssssssssssssns 32

Alaska Elixirs Vape LLC Tobacco Product Retailer Training Guide | 2018 2 of 32





Purpose and Scope of Guide

When it comes to the sale of tobacco and vape products, the US Food and Drug Administration
(FDA) laws are designed to reduce the levels of access to, and attractiveness of, them to youth
and views retailers as playing an important role in this effort. Our Tobacco Product Retailer
Training Guide is designed to provide us with protocols for training our staff and mangers and
sets forth the actions our business is taking to implement such steps in order to incorporate the
FDA legal framework into our day-to-day business operations, and meet our FDA compliance
obligations.

Why Implement a Retailer Training Program?

Alaska Elixirs has implemented a Retailer Training Program (RTP) to ensure that management
and staff understand what protocols they must follow so that FDA laws can be abided by.

We recognize that in the event of a violation of the Food Drug and Cosmetic (FD&C) Act relating
to tobacco products where FDA were to issue a civil monetary penalty, that by having an
“approved training program” retailers like us have the benefit of being assessed a lower penalty
amount than that of a company without an “approved training program.”

Currently, the FDA has not yet published regulations establishing standards for an approved
retailer training program. Until it does, FDA’s Center for Tobacco Products (CTP) intends to
seek penalties as if a company had an approved program, the penalties for which fall within the
following ranges set forth in the Civil Monetary Penalties section of this guidebook in Table 1.

For the above reasons, we believe it makes sense to establish a training program with the
assistance of FDA counsel based upon FDA’s guidance on Tobacco Retailer Training Programs
and FDA laws.

Scope Encompasses FDA Requirements of Noncombustible Tobacco Products Only

The scope of this guidebook is with respect to the retail sale of noncombustible tobacco
products under FDA laws. While other government agency requirements may be marginally
discussed in this guidebook, it is not intended to cover any other government agency’s legal
requirements. To the extent state laws are covered, it is primarily, if not solely, with respect to
the state where our company has its primary location.

This guidebook is specific to vape industry merchandise. That is, noncombustible tobacco
products, and specifically e-cigarettes, e-liquids, and electronic nicotine devices (ENDS)
generally and their components, parts and accessories. It is not intended to, nor does it cover,

1 Not only to ensure employees understand the law but also because the program serves as a mitigating factor
when FDA determines what penalties to assess.
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such tobacco products that are cigarettes, cigarette tobacco, roll-your-own tobacco, chewing
tobacco, smokeless tobacco, or other types of merchandise that would fall outside of the
noncombustible tobacco products categories, as Alaska Elixirs does not sell such products.

How Are “Noncombustible Tobacco Products” Defined For Purposes of This Guidebook?

These are products which use a liquid composed primarily of a combination of propylene glycol,
vegetable glycerin, various flavorings, and other ingredients. Known as “e-liquid” or “e-juice,”
the liquids may or may not contain nicotine.

Recommended Training Process and Schedule

Management and employees receive comprehensive training on FDA laws governing
restrictions on retail sales and distribution, procedures for sampling products, and reporting
programs our retail store has in place, such as the usage and completion of the Alaska Elixirs
Incident Report (Appendix A). In addition, limitations on promotions, advertising, including our
company’s social media policy, and the state law equivalents of all of these federal FDA laws
form a part of our training.

Training includes what constitutes a valid photo identification, how to determine its validity and
detect a fake, altered, or otherwise invalid identification, and methods for refusing or denying
the sale of a tobacco product to someone without proper identification or, to a minor.

To ensure that all employees are up to date on FDA policies in regards to tobacco product sales,
our recommended training strategies include:

1. All employees must be trained prior to selling any tobacco products .

2. All employees are required to take a periodic refresher courses at least once a year,
unless the employee is found to have committed any violation in regard to tobacco
product sales, for example, a sale to a minor, or where violations had been found during
an inspection or visit by the FDA which resulted in a Warning Letter or other agency
action, in which case additional training would be required.

3. Alltraining is to be done either at the store’s premises, in a classroom, through self-
study of materials given by the hiring staff, using computer generated

modules/materials, or any combination of these methods.

4. Training programs are updated as needed, such as in response to a violation, and all
changes must be documented.

5. Certain completed trainings may result in the issuance of a certificate of completion.
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Trainings should include written documentation about the program itself and a record of the
staff and management who participated in, and completed, the training. Verbal feedback by
attendees should be documented in writing by the trainers, and a method for evaluating the
effectiveness of the training should be included in the program.

All employees have access to this manual in our retail store for ongoing training and verification
purposes.

Training Resources

E-Learning for Tobacco Product Retailers

One of the most utilized methods for training retail management and employees is the use of
the “We Card” training videos. This is the platform we use for training.
(https://wecard.learningcart.com/ProductSubCats.aspx?SubCatID=5)

| eLearning Center

Home | Courses | Support | Contact Us | FAQ | Shopping Cart
|

Online Training m
2013
Y
" STEVIE* WINNER
We Card Employee Training Course $ 1 6 P~

,~ @ NEW COURSE! We Cards main t for any retail employee .
oY G e esriced rod paccosmaecgrenesor  ([[ID) o
¢ vaping products. Interactive and engaging exercises and simulations. are

Includes FDA Requirements of Retailers AND state specific law :
summaries with end-of-training Quiz and Certificate if you pass! Chels, sipion

Refresher Training Course $8

nerResHEn oo employeest ncludes short ineractve exercises from the We Helpful Links
R T r RE o Card Employee Training Course. along with age calculation practice m
G B with customer IDs and age calculation , such as We Card's Age of Our User Guide

Fur(cl;'iuk Calendar, a simulated Cash Register or We Card's T —

Agechacker. retailers about the regulations
License our training for your
LMS or Desktop PC

Manager Training Course $32

by the

E‘ MANAGER Compliments your " " o
.73 TRAINING > manager's role in setting the proper tone for responsible retailing in the
SRS sore

Building on lessons learned in the Employee Training Course.

PRIVACY POLICY © 2018 The We Card Program, Inc. Al rights reserved.

We Card Video offerings include:

1. A main employee training course for any tobacco retailer employee, mainly those who
sell tobacco, e-cigarettes or vaping products. The videos provide interactive simulations
and exercises that include up to date FDA requirements for retailers as well as state
specific laws regarding tobacco product sales. The training course offers a certificate of
completion upon receipt of a passing score.

2. Arefresher course for employees, which includes a summarized version of the main
training course, as well as interactive age calculation practice tools, such as We Card’s
Age of Purchase Calendar (a register simulation) or We Card’s Age Checker.
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3. A manager training course which emphasizes the manager’s role in laying the
groundwork for responsible retail practices.

E-Learning For Vape Shop Retailers Also Engaged in Manufacturing

This five-star rated webinar entitled “Legal Compliance for the Vape & E-Cigarette Industry”
(https://www.lawline.com/cle/search?term=vape) and available through Lawline.com? provides a
general overview of the regulatory framework that manufacturers of e-liquids, including vape
shops that mix e-liquids, and other ENDs are subject to. The owners of Alaska Elixirs completed
this course in 2018.

flawline o courses Bundles L - Start Free Tria

Legal Compliance for the Vape & E-Cigarette

%k kK Kk (138
+ 59
COURSE DESCRIPTION
ACCREDITATION
The use of electronic nicotine delivery systems or, "ENDS,” has seen tremendous growth in the last five years as
vaping and the u: se of e-cigarettes has become more pervasive nationwide advent of FDAs 2016 AASKA 1Gooal
he jurisdictional fof n & Tobacco Act ARIZONA 1Geners
) W amendment to the F Act, companies CALIFORNIA 1 Gene
ducts have been scrambling to comply with the ever-evolving regulatory guidelines, including CONNECTICUT | Gene's
'8 @ ‘Marketing Order” from the FDA in order to lawfully market and sell such merchandise in the esonsia o
federal requirements, both state and local ordinances are playing a big role in the limited or A 1 Geao
such as via flavor bans on e-liquids. LUNOIS
0 of Clark-Esposito Law Firm, PC., will help attorneys MISSOURI
ind what regulatory framework has yet to be promulgated, in NEW JeRsEY
cdc toc o'"::/v ith relevant governing statutes. New Mexico
wewronx
Nomi caroL
o
Learning Objectives: TORs e
] Recagnize under wha ega ramewor the Tobaccd Control At currntly exits, and ey reguitory [ chatwin us

More specifically, the course:

1. Aids in identifying what products fall under the classifications of the Electronic Nicotine
Delivery system or “ENDS” category and would be subject to FDA compliance laws

2. Provides information on how to recognize the framework of the Tobacco Control Act as
well as the Act’s drawbacks

3. Provides Information on the FDA’s current legal requirements for manufacturers,
retailers, importers and distributors of ENDS products

4. Provides a review of the FDA’s Market Authorization Process

5. Provides information on current federal, state and local laws impacting the tobacco and
vape industries.

2 This course is taught by our FDA counsel, Deanna Clark-Esposito, Esq.
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Role Playing Activity

One useful way to practice dealing with potentially awkward sales situations is to engage in role
playing exercises. Acting out responses to hypothetical questions is a great way of recognizing
methods for dealing with incidents such as that of a minor trying to purchase a tobacco
product.

An example of this would be to take the following hypothetical and to have your employees
discuss how they would respond to it.

You are working the register when your neighbor’s son and two of his friends
enter to purchase tobacco products. You know them all very well but are also
aware that they are all underage. Although you know they are not of legal age,
you used to babysit them all and would feel bad refusing to sell products to them.
What do you do?

Additional hypotheticals are available in Appendix B.
Definitions

The FDA has specific definitions for purposes of governing the sale and distribution of tobacco
products.® They are as follows:

Accessory means any product that is intended or reasonably expected to be used with or for
the human consumption of a tobacco product; does not contain tobacco and is not made or
derived from tobacco; and meets either of the following:

(1) 1s not intended or reasonably expected to affect or alter the performance, composition,
constituents, or characteristics of a tobacco product; or
(2) Is intended or reasonably expected to affect or maintain the performance, composition,
constituents, or characteristics of a tobacco product but
a) Solely controls moisture and/or temperature of a stored product; or
b) Solely provides an external heat source to initiate but not maintain combustion of a
tobacco product.

Component or part means any software or assembly of materials intended or reasonably
expected:

(1) To alter or affect the tobacco product's performance, composition, constituents, or
characteristics; or

(2) To be used with or for the human consumption of a tobacco product. Component or
part excludes anything that is an accessory of a tobacco product.

3 See, Section 900 of the FD&C Act; 21 CFR 1140.3; 21 CFR Part 1143.
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Covered tobacco product means any tobacco product deemed to be subject to the Federal
Food, Drug, and Cosmetic Act under 21 CFR §1100.2, but excludes any component or part that
is not made or derived from tobacco.

Distributor means any person who furthers the distribution of a tobacco product, whether
domestic or imported, at any point from the original place of manufacture to the person who
sells or distributes the product to individuals for personal consumption. Common carriers are
not considered distributors for the purposes of this part.

Importer means any person who imports any tobacco product that is intended for sale or
distribution to consumers in the United States.

Manufacturer means any person, including any repacker and/or relabeler, who manufactures,
fabricates, assembles, processes, or labels a finished tobacco product.

Nicotine means the chemical substance named 3-(1-Methyl-2-pyrrolidinyl)pyridine or
C[10]H[14]N[2], including any salt or complex of nicotine.

Package or packaging means a pack, box, carton, or container of any kind or, if no other
container, any wrapping (including cellophane) in which a tobacco product is offered for sale,
sold, or otherwise distributed to consumers.

Point of sale means any location at which a consumer can purchase or otherwise obtain
tobacco products for personal consumption.

Retailer means any person who sells tobacco products to individuals for personal consumption,
or who operates a facility where vending machines or self-service displays are permitted under
this part.

Tobacco product. As stated in section 201(rr) of the Federal Food, Drug, and Cosmetic Act in
relevant part, a tobacco product:

(1) Means any product made or derived from tobacco that is intended for human
consumption, including any component, part, or accessory of a tobacco product (except
for raw materials other than tobacco used in manufacturing a component, part, or
accessory of a tobacco product) and

(2) Does not mean an article that is a drug under section 201(g)(1) of the Federal Food,
Drug, and Cosmetic Act, a device under section 201(h) of the Federal Food, Drug, and
Cosmetic Act, or a combination product described in section 503(g) of the Federal Food,
Drug, and Cosmetic Act.
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Penalties for Violations of Tobacco Control Act

Civil Monetary Penalties

FDA provides a penalty structure that gives retailers with an approved training program lower
maximum penalties than retailers without one. (Table 1 below)

Civil Monetary Penalties Where An Approved Retailer Training Program Exists

21 USC 333 sets forth the schedule of penalties for violations of the Tobacco Control Act. Per
the Section 303 note (2)(A), with respect to a retailer with an approved training program, the
amount of the civil penalty shall not exceed-

e 1stviolation, $0.00 together with the issuance of a warning letter to the retailer;

e 2nd violation within a 12-month period, $250;

e 3rd violation within a 24-month period, $S500;

e 4th violation within a 24-month period, $2,000;

e 5th violation within a 36-month period, $5,000; and

e 6th or subsequent violation within a 48-month period, $10,000 as determined by the
Secretary on a case-by-case basis.

Table 1

Section 103(q)(2)(B) of the Tobacco Control Act defines an “approved training program” as a
training program that complies with standards developed by the FDA for such programs.*

It further provides that the amount of civil money penalty ultimately assessed shall take into
account, among other things, the degree of culpability of the violator. While FDA is still in the
process of drafting regulations that will establish standards for an approved retailer training
program, it has issued a guidance and these elements have been incorporated into Alaska
Elixirs’ Retailer Training Program.®

No-Tobacco-Sale Orders

Separate from and potentially in addition to civil monetary penalties, FDA can impose a “no-
tobacco-sale order” on retailers who repeatedly violate FDA laws that would prohibit the sale of
tobacco products at that store. This type of FDA action must be avoided at all costs and our
training is intended to do just that.

4 Section 103(q)(2)(B) of the Tobacco Control Act.
® FDA Guidance, Tobacco Retailer Training Programs, May 2018.
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Sale and Distribution of Tobacco Products

Restrictions on Sales

FDA regulations governing restrictions on the sale of tobacco products, both combustible and
non-combustible are found in 21 CFR Part 1140 and 21 CFR Part 1143. While certain laws only
apply to cigarettes and smokeless tobacco, and others exclusively to cigars, those regarding
non-combustible, which is what our shop carries, are as follows.

All Tobacco Product Restrictions and Requirements
e Sales are prohibited to persons younger than the age of 18, except where State law (like
Alaska’s) requires a higher minimum age (19 in AK), in which case, such state law

minimum age governs.

e The age of purchasers must be verified by means of photographic identification that
contains their date of birth when appear to be under the age of 27.

e Sales by vending machine are prohibited unless located in a facility where no one under
the age of 18 is ever present.

e All advertising, labeling and self-service displays must be in compliance with FDA laws
governing these marketing and other product representations.

e The distribution of free samples is prohibited except for samples of smokeless tobacco
in a qualified adult-only facility.

e Sales, or offers for sale, cannot be made without the required warning statement
“WARNING: This product contains nicotine. Nicotine is an addictive chemical.”

e Advertising not permitted where the required warning statement “WARNING: This
product contains nicotine. Nicotine is an addictive chemical” is not present.
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FDAs Concern About Youth Tobacco Use

AtoZindex | Folow DA | En Espatol

AOMINISTRATION CEE -

= [ Home [ Food | Drugs | Medical Devices | Raciation-Emiting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Ip2Y U.S. FOOD & DRUG

Tobacco Products © on Espariol

Home > Tobacco Products > Public Health Education > Youth & Tobacco

Youth and Tobacco

f s in UNKEON | @ PNT | 5 BMAL | PRINT

Almost 90 percent of adult dally smokers started smoking
by the age of 18, and more than 2,300 youth under 18
smoke thelr first cigarette every day in the U.S.2 In fact, use
of tobacco products, no matter what type, is almost always
started and established during adolescence when the
developing brain is most vulnerable to nicotine
addiction.* I the current trajectory of smoking rates
continues, 5.6 million children in the U.S. alive today will
die prematurely s a result of smoking.

These facts highlight a critical need for stronger, more
targeted youth tobacco prevention efforts grounded in
regulatory actions designed to protect America's kids.

Health Effects of Youth Tobacco Use

FDA recommends that retailers inform employees that one way to prevent the significant adverse
consequences of tobacco use is to prevent youth from purchasing cigarettes, smokeless
tobacco, and covered tobacco products, including vape products.

FDA also recommends that as part of our company’s training program that our staff be
informed about the health effects of tobacco use on youth. The Centers for Disease Control and
the Surgeon General through the Dept. of Health and Human Services have reports and other
scientific studies for us to provide staff with during training. While our employees are
encouraged to review published materials from these agencies, the following sets forth the
information we provide them with.®

FDA has cited the following as acceptable types of materials, including Congressional Findings in
the Tobacco Control Act, Surgeon General’s Reports, and other authoritative scientific studies as
follows, to train staff with regarding the health effects of youth tobacco use.

« Tobacco use isthe foremost preventable cause of premature death in America. It causes
over 480,000 deaths in the United States each year, and approximately 8,600,000
Americans have chronic illnesses related to smoking.”®

« Smoking costs the United States $193 billion every year from health care costs and lost
productivity from premature death. The actual costs are even higher because lost

8 This information was cited in FDA Guidance entitled, Tobacco Retailer Training Programs (Revised), dated August
2018, pages 11-12.

7 Section 2(13) of the Tobacco Control Act.

& Dept. of Health and Human Services, Centers for Disease Control and Prevention, National Centerfor Chronic
Disease Prevention and Health Promotion, Office on Smoking and Health, The Health Consequences of Smoking --
50 Years of Progress:a Report ofthe Surgeon General 659, 2014.
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productivity from illness is not included in this estimate.’

« Cigarette smoking harms nearly every organ in the body. Smoking is known to cause many
serious diseases, including multiple cancers (lung, kidney, bladder, acute myeloid leukemia,
mouth and throat, larynx, esophagus, stomach, pancreas, cervix); chronic lung disease;
heart attacks; stroke; aortic aneurysm; pneumonia; reduced lung function in infants,
adolescents, and adults; respiratory symptoms in children and adolescents; asthma-
related symptoms; reduced fertility in women; pregnancy complications including
premature birth, low birth weight; sudden infant death syndrome (SIDS); peptic ulcer
disease; adverse surgical outcomes; osteoporosis and hip fractures in women; periodontal
disease; and cataracts. There are also studies linking many other diseases to cigarettes.'?

« Smokeless tobacco causes oral cancer, esophageal cancer, and pancreatic cancer. Using
smokeless tobacco may also cause heart disease, gum disease, oral lesions other than
cancer, reduced sperm count, and pregnancy complications including premature birth and
low birth weight.!?

« The adverse health impact of smoking is not limited to adults. Smoking among children and
adolescents causes their lungs to not fully develop and causes a premature and accelerated
decline in lung function beginning in early adulthood. Smoking also causes respiratory
symptoms and asthma-related symptoms in children and adolescents.*?

. Cigarettes, smokeless tobacco, and covered tobacco products contain nicotine, an
addictive chemical.?

. Data suggest that youth are particularly susceptible to becoming addicted to tobacco.*

« Virtually all new users of tobacco products are under the minimum legal age to purchase
such products.?

9 Centers for Disease Control and Prevention, “Smoking-Attributable Mortality, Years of Potential Life Lost,
and Productivity Losses—United States, 2000-2004,” Morbidity and Mortality Weekly Report,57(45); 1226-28,
Nov. 14, 2008, available at http://www.cdc.gov/mmwr/preview/mmwrhtml/mm5745a3.htm.

10 y.s. Department of Health and Human Services, “The Health Consequences of Smoking,” A Report of the
Surgeon General; 2004, available at http://www.cdc.gov/tobacco/data_statistics/sgr/2004/index.htm.

11 World Health Organization. “Smokeless Tobacco and Some Tobacco-specific N-Nitrosamines.” International
Agency forResearch onCancer (IARC) Monographs on the Evaluation of Carcinogenic Risks to Humans Volume 89;
2007, available at http://monographs.iarc.fr/ENG/Monographs/vol89/mono89.pdf.

12 y.S. Department of Health and Human Services, “The Health Consequences of Smoking,” A Report of

the Surgeon General; 2004, available at

http://www.cdc.gov/tobacco/data statistics/sgr/2004/complete report/index.htm.

13 U.S. Department of Health and Human Services, “The Health Consequences of Smoking: Nicotine Addiction,” A
Report of the Surgeon General; 1988.

14 U.s. Department of Health and Human Services, “How Tobacco Smoke Causes Disease: The Biology and
Behavioral Basis for Smoking-Attributable Disease,” A Report of the Surgeon General; 2010, available at
http://www.surgeongeneral.gov/library/tobaccosmoke/report/full report.pdf.

15 Section 2(4) of the Tobacco Control Act.
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Signage

An important part of preventing youth access to tobacco products is the presence of signage
around our store and we have signs posted throughout our store. When new ones are needed,
signage and other information is available for free at the Center for Tobacco Products
“Exchange Lab” website (Figure 1) and should be obtained from there.

Register | Signin | W 0

CENTER FOR TOBACCO PRODUCTS

EXCHANGE LAB FDA’s Tobacco Education Resources

About  Print Materials  Web Content

Home > Print Materials

PRINT MATERIALS e printesttems, incuingpostrsaniyers t rceran dowrioas

FILTERS [viewau |

TOPIC v

AUDIENCE v | LANGUAGE v | FORMAT v

‘ This Is Our Watch X 14results

Calendar T/19 Age Verification Calendar
(June - December 2018)

7]
(5517
W

8= : B
https://digitalmedia.hhs.gov/tobacco/print_materials/search?tag=This+Is+Our+Watch

Figure 1.

Materials we can order here include age verification calendars and FDA rules governing sales of
various tobacco products, including ENDS.

Sales of Samples at Our Retail Store

FDA’s Free Sample Ban

In order to limit youth access to, and use of, tobacco products, FDA implemented restrictions
on the marketing, sale and distribution of them in 2010.% It was during this time that FDA
prohibited the distribution of free samples of tobacco products, leaving just smokeless tobacco
(i.e., chewing tobacco) as the one exception to this rule, where it was distributed in a “qualified
adult-only facility.”

1621 CFR 1140.2; See also, 61 FR 44396 (Aug. 28, 1996) (Regulations Restricting the Sale and Distribution of
Cigarettes and Smokeless Tobacco to Protect Children and Adolescents).
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With the advent of FDA’s 2016 “Deeming Rule,” vape products became subject to the same no-
free-sample rule as they were now classified as “tobacco products.”!’

Upon Which Products Does the Free Sample Ban Apply?

FDA’s position is that the free sample ban applies to all tobacco products that are subject to
FDA’s authority, even if they are not made or derived from tobacco.'® This includes
components and parts of tobacco product such as e-liquids and atomizers.2® It further includes
not only “covered tobacco products,” i.e., those deemed tobacco products made or derived
from tobacco, but also those which are not yet “finished tobacco products.”?°

For Purposes of FDA’s Sample Ban, The Fact That Zero-Nicotine E-Liquids Are Not Considered a
“Finished Tobacco Product” is Irrelevant

In the 2016 “Deeming Rule,” FDA stated its intention to enforce its regulations against only
those products which were considered a “finished tobacco product,” including all components
and parts, sealed in final packaging intended for consumer use (e.g., filters or filter tubes sold
separately to consumers or as part of kits).?!

An exception to this enforcement policy however, was with respect to the prohibition on free
samples, which applied to not only tobacco products, but also “components” of tobacco
products. Notably, an e-liquid is considered a component of a tobacco product.

The fact that a tobacco product is not yet a finished one, is of no consequence to the FDA's
prohibition. Rather, nicotine free e-liquid would be considered subject to the sample ban as,
(1) it is a component of a tobacco product and, (2) the 2017 Deeming Rule enforcement delay
on an unfinished tobacco product does not apply in this circumstance.??

1781 FR 28974 (May 10, 2016), FDA’s Final Rule 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; Restrictions on
the Sale and Distribution of Tobacco Products and Required Warning Statements for Tobacco Products.

18 FDA Guidance, The Prohibition of Distributing Free Samples of Tobacco Product, Oct. 2017, page 5.

¥d.

20 4. Specifically, FDA explained that “The free sample ban prohibits the distribution of free samples of
“cigarettes, smokeless tobacco, or other tobacco products (as such term is defined in section 201 of the Federal
Food, Drug, and Cosmetic Act).” 12 This means that the free sample ban automatically applies to all tobacco
products subject to FDA’s tobacco product authority, including components and parts of tobacco products, except
smokeless tobacco product samples distributed in “qualified adult only facilities” in accordance with 21 CFR §
1140.16(d)(2). Unlike other restrictions that the Deeming Rule expanded to include only “covered tobacco
products” (i.e., deemed tobacco products made or derived from tobacco) or provisions that FDA intends at this
time to enforce only against “finished tobacco products,” the free sample ban applies to all tobacco products that
are subject to FDA’s tobacco product authority, even if they are not made or derived from tobacco.”

2181 FR 28974, 28995 (May 10, 2016).

2 d.
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Therefore, a violation may be found where samples of nicotine-free e-liquid or other tobacco
products are given away for free.

How Alaska Elixirs Can Comply With the Rule Against Giving Away Free Samples

FDA requires that consumers face a monetary cost in order to receive a tobacco product.??

Having determined that nicotine-free e-liquid is subject to the free sample ban, Alaska Elixirs is
required to ensure that a sale occurs, i.e., there is a monetary cost imposed on a customer, for
trying one or more samples. For purposes of explaining what activities may and may not be
done, the following distinguishes sales in relation to a store promotion versus that of charging a
fee for trying samples.

As a general proposition, as long as no distribution of an e-liquid or other tobacco product,
including any of its components, is made outside of a tobacco product sales transaction
requiring monetary payment and, the transaction is subject to the minimum age and
verification requirements, FDA will not find that a violation has occurred.

Permissible Methods for Charging for E-Liquid Samples

Alaska Elixirs can charge however they would like provided there is a monetary cost involved.
Importantly, while there are many variations as to how this could be done, offering a monthly
“sampling card,” (or a card of any time duration) is not a recommended method. While it may
be perfectly legitimate where adequate safeguards (i.e., company policies that employees
actually follow) are in place, because FDA has stated that its own regulations “require that
consumers face a monetary cost in order to receive a tobacco product,” >* FDA wants to see
business records and operations reflecting a practice of charging a fee for the receipt of a
sample or a series of samples.

Permissible examples include:

e Charging a specific amount for a single sample, e.g. S1 per sample e-liquid

e Buy-one-sample, get 3 free during same visit, e.g., $1 per sample e-liquid, get 3 free
during same visit

e 1¢ samples when you purchase a bottle of e-liquid. Sampling must be immediately in
advance of, or contemporaneous to, the purchase of an e-liquid bottle during the same
visit to our store, and by the same purchaser. (That is, the person sampling is also the
purchaser.)

Where you have other sample charging ideas in the future, we should discuss them in advance
of implementation.

23 FDA Guidance, The Prohibition of Distributing Free Samples of Tobacco Product, Oct. 2017, page 6.
24 FDA Guidance, The Prohibition of Distributing Free Samples of Tobacco Products, Oct. 2017, page 6.
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Importantly, it should be noted that while a cost for a sample must be in effect, there is no
prohibition on selling tobacco products at less than full price. A review of your current pricing
should be undertaken along with an update made to your Flavor Sampling Policy.

Permissible Sales Campaigns of ENDS Merchandise in Store

In-Store Promotions
BOGO (Buy-One-Get-One)

While FDA has strict rules around giving away free tobacco product samples, it does not
consider a “Buy One Get One” promotion or a “Two-for-One” promotion to be considered a
prohibited discount because this type of sale represents a “...50% discount off of the sales price
of two tobacco products and the ‘free’ tobacco product is received as part of a tobacco product
sales transaction.”?®

Coupons and Discounts

Coupons allowing tobacco products to be purchased at a discount are permitted, whether in
the form of a percentage discount off of the regular price, or a coupon specifying a certain
dollar amount off of a tobacco product.?®

Membership and Rewards Programs

Provided the program does not result in the distribution of tobacco products outside of a
tobacco product sales transaction, membership and rewards programs are allowed. A
“Membership and Rewards Programs” would need to be such that there was a monetary
transaction involved in every “giveaway” or discount, and verification that the person receiving
the reward is the member or original purchaser for purposes of ensuring that the minimum age
and identification verification standards would need to be met. Permissible examples include:

e Buy one, get a coupon redeemable for a free one at time of same purchase

e A punch card offer (e.g., buy 9 bottles of e-liquid, get 10th free at time of same
purchase, i.e., at the time of purchase of the 9th bottle)

e A membership program offering a discount on e-liquid purchases to program members

These would not be considered a violation because they would effectively amount to a discount
that is part of a sales transaction requiring monetary payment, as opposed to a free sample.

Contests and Games of Chance

25 FDA Guidance, The Prohibition of Distributing Free Samples of Tobacco Products, Oct. 2017, page 7.
26 d. at 6 -7.
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These types of promotions are generally not prohibited under the free sample ban provided
that the prize is not a tobacco product where no sales transaction is occurring.?’” An example of
a permissible contest would be where a drawing or raffle is held to give a prize of a 50%
discount on a vaporizer, or a coupon for a free bottle of e-liquid with the purchase of another
one.

Examples of Prohibited Sales Promotions

Any promotion that offers a consumer a free tobacco product in a separate transaction for
which no tobacco product is being sold is prohibited.?® Where a rewards or membership
program fails to tie the free product to that of a tobacco product sale, this is a violation of the
no-free-sample ban. Examples of prohibited activities include, but are not limited to

e Buy one e-liquid, get a coupon redeemable for a free one (at another time)
e A punch card offer (e.g., buy 9 bottles of e-juice, get a 10th free at another time)

*NOTE: These examples do not reference a monetary payment
In order for these promotions to be lawful, the offer would have to be tied to an actual
purchase as illustrated in the “Membership and Rewards Programs” section above. In addition,

as with all business operations, an overview of state and locals laws which may restrict or
prohibit how these promotions may be held should always be done.

Penalties for Non-Compliance

FDA will inspect stores in order to identify violations of the free sample ban and any other legal
requirement, which may occur in the form of an undercover buy or a labeling and advertising
inspection.

Although FDA’s Center for Tobacco Products (CTP) is generally not required to issue a “Warning
Letter” before taking further regulatory action, the first time CTP identifies a violation(s) at a
retail outlet, it generally will issue a Warning Letter that describes each violation.?° Thereafter,
it intends to conduct a follow-up compliance check of that location without further notice to
the retailer or retail outlet. Where violation(s) are found during a follow-up compliance check,
or at a subsequent inspection at that retail outlet, FDA will generally seek a civil money penalty
to the extent it is appropriate.3°

27 |d. at page 8.

2 d. at 7.

2% FDA Guidance, Civil Money Penalties and No-Tobacco-Sale Orders for Tobacco Retailers, Dec. 2016, Page 7.
3044,
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Each violation carries a maximum penalty amount of $15,000 per violation which, for any series
of violations, is capped at $1,000,000.3*

Advertising and Promotion

Making Truthful and Non-Deceptive Marketing and Advertising Claims

The laws governing the advertising and marketing of Alaska Elixirs “covered tobacco
products”32 merchandise derives from both the FDA and the US Federal Trade Commission
(FTC). These rules are applicable whether our marketing is in print or digital form, e.g., our
company website or any social media post, and as applied to any medium, e.g., a catalog,
banner, or radio ad.

FTC Rules Governing Advertising and Marketing

The FTC has oversight of all types of marketing claims and deceptive advertising for all products
and services sold, or offered for sale, in the United States. Therefore, any statements made
must be clear, truthful, conspicuous and non-deceptive.

Regardless of the type of marketing claim, there is one precept that underlies all of them which
is that a claim may be “unqualified,” or “qualified.” An unqualified marketing claim is where
only a blanket statement is made about a product, such as Made in USA. A qualified marketing
claim, on the other hand, is where there is a caveat that accompanies a blanket statement
made about a product in order to specify to what extent such statement is truthful, such as
Made in USA of Imported Components.

Due to the requirement to use non-deceptive ads, a marketing statement should be evaluated
in advance of publication to ensure it is likely to be truthful, clear, and conspicuous.
Considerations for making such an assessment, be it in hardcopy or a digital ad, include®?

1. The location of a disclosure and its proximity to the relevant claim
2. The clarity of the disclosure as understood by the intended audience
3. Whether making a disclosure is necessary or may be avoided

3121 USC 333(f)(9)(a).

32 Covered tobacco product means any tobacco product deemed to be subject to the Federal Food, Drug, and
Cosmetic Act under §1100.2 of this chapter (i.e., electronic nicotine delivery systems (ENDS) and their components
and parts, including e-liquids, a glass or plastic vial container of e-liquid, cartridges, atomizers, certain batteries,
cartomizers and clearomizers, digital display or lights to adjust settings, tank systems, drip tips, flavorings for ENDS,
programmable software. See, FDA web page entitled, “Vaporizers, E-Cigarettes, and other Electronic Nicotine
Delivery Systems (ENDS)“ at
https://www.fda.gov/tobaccoproducts/labeling/productsingredientscomponents/ucm456610.htm) (last viewed on
July 30, 2018), but excludes any component or part that is not made or derived from tobacco.) 21 CFR §1140.3.

33 Dot.com Disclosures — How to Make Effective Disclosures in Digital Advertising, page i, March 2013.

Alaska Elixirs Vape LLC Tobacco Product Retailer Training Guide | 2018 18 of 32





The prominence of the disclosure

Whether there is a need for repetition of a disclosure across a website

The extent to which other ad elements distract attention away from any disclosure
Whether visual disclosures appear for a sufficient duration, and

©® N o oA

Where it is an audio disclosure, whether it is broadcast in an adequate volume and
cadence.

When it is practical to do so, qualifying information should be incorporated in to an
advertisement to ensure such claim is truthful, clear, and conspicuous, rather than having a
separate disclosure to qualify a statement.

FDA’s Required Warning Statements for Retailers

Marketing and advertising, including on our website and in social media posts, must be formatted
in accordance with the FDA regulations found in 21 CFR Part 1143 which establishes the
advertising parameters that must be followed when it relates to covered tobacco products,
including vape/ENDS products.

Warning Statements for ENDS Products

Print advertisements and other ads with a visual component, such as a website, banner or
brochure, must contain the following warning statement3* in a designated warning area as
shown in Figure 2 below.

WARNING: This product contains nicotine. Nicotine is an addictive chemical.

Figure 2.
The rules require that this warning statement must also

Appear in the upper portion of the area of the advertisement within the trim area®
Occupy at least 20 percent of the area of the advertisement3®
Be capitalized and punctuated as shown above (Figure 2)

P w N e

Be surrounded by a rectangular border that is the same color as the text of the required
warning statement and ensure it is not less than 3 millimeters (mm) or more than 4 mm?3’

3421 CFR §1143.3(b)(2).
3521 CFR §1143.3(b)(2).

36 21 CFR §1143.3(b)(2)(i).
37 21 CFR §1143.3(b)(2)(vi).
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5. Be centered in the warning area in which the text is required to appear and positioned
such that the text of the required warning statement and the other textual information
in the advertisement have the same orientation®

6. Appear in at least 12-point font size and ensure this statement occupies the greatest
possible proportion of the warning area set aside for the required text3?

7. Appear in conspicuous and legible Helvetica bold or Arial bold type (or other similar sans
serif fonts) and in black text on a white background or white text on a black background in
a manner that contrasts by typography, layout, or color, with all other material on the
ad40

8. Be indelibly printed on or permanently affixed to the advertisement*!, and
9. Bein the English language*2.

Therefore, FDA requires that this warning statement be added on to a retailer’s electronic
platforms, including Instagram and Facebook, as their purpose is to serve as advertising and
marketing.

Alaska Elixirs” Social Media Policy

Whether management or staff is doing the posting, Alaska Elixir’s social media policy is as
follows. Like other marketing efforts, retailers posting on to social media platforms are subject
to the same laws governing the advertising of tobacco products. As our social media posts
include merchandise under our own label as well as that of other brands, the rules below apply
to all posts we may share on our platforms.

In relation to the application of the FDA warning label requirement for social media posts, the
following rules would apply to any other social media platform or digital advertising campaign
our company were to participate in, be it on Instagram, Facebook or otherwise. To help staff
and management understand how to apply these rules, the following uses the Facebook and
Instagram platforms as examples of how to comply with the advertising laws.

Facebook Header

For FDA compliance, warning information is to be placed both (1) in the top picture on the
Alaska Elixirs Facebook page (see green arrow in Figure 3) and, (2) separately in the individual
posts. The reason for adding the warning at the top is because the regulation specifically
provides for placement of this warning at the top of “Internet Web Pages” without any

38 21 CFR §1143.3(b)(2)(v).

3921 CFR §1143.3(b)(2)(ii).

4021 CFR §1143.3(b)(2)(iii).

#121 CFR §1143.9.

4221 CFR §1143.7. Exceptions to this rule do exist where the ad is in a non-English medium, or in an English
medium but not in the English language.
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distinction between type of “Internet Web Page.”** As such, the presumption is that the rule is
applicable to any type of web page as opposed to that solely of, for example, a company’s

website.

A

H:AMD - WARNING: This product contains nicotine. Nicotine is an addictive chemical <{ 1
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Figure 3.

Therefore, while this top picture does not show any tobacco products in detail but rather an
image of our store, we have nonetheless added it conspicuously to our Facebook page as it is
an Internet Web Page for our store selling covered tobacco products.

Individual Posts in Facebook

As shown in the example of a social media post for an e-liquid in Figure 4 below, individual
posts should likewise contain the warning where the post includes an image of a covered

tobacco product.

4321 CFR §1143.3(b)(2).
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Instagram Header

The top of the Alaska Elixirs Instagram page should include the warning information at the top
of this Internet Web page.

Like with Facebook, the warning information should be placed both (1) in the top picture on the
Alaska Elixirs Instagram page and, (2) separately in the individual posts.

There are limitations in this platform with respect to how information may be added. There is
however, a line which may be added that can contain the nicotine warning. Specifically, it
would be placed between the company name and the web address. | recommend you put the
entirety of the name, i.e., “Alaska Elixirs Vape LLC,” rather than having it read “AlaskaElixirs,”
insert the warning, and then have the website listed. It would appear on Instagram as follows:

Alaska Elixirs Vape LLC
WARNING: This product contains nicotine. Nicotine is an addictive chemical.
www.alaskaelixirs.com

alaskaelixirs MR BB

307posts 330 followers 374 folowing

) . ® -
Ul VT v
“3 B Dape Shop!
v PO L
S

Figure 5.

It should be noted that due to the Instagram platform’s own limitations, we can consider this is,
for all intents and purposes the “designated area,” as no line can be drawn around it. Placing it
here however, does put it at the top of the Internet Web Page and it is set in a specific location.

Alternatively, you could overlay the logo (in the circle) with the warning at the top of it, and
then upload that design into Instagram so that it is visible within the circle.

Individual Posts in Instagram

The same guidance provided above in the Individual Posts in Facebook section, should be
followed with respect to Instagram posts as well.
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Sponsorships

Sponsorships by companies engaged in ENDS products, are allowed - for now - however, the
following caveat should be taken into consideration.

As a general proposition, a business never wants to find itself the subject of a government
investigation or accused of a violation. Sponsorship of an event is, unfortunately, one such type
of event that could put a company on FDA’s “radar” or give rise to an allegation of a violation,
even though (1) the governing regulation does not specifically state ENDS as being subject to
this restriction** and, (2) the Deeming Rule specifically states that the restrictions on
sponsorship do not apply at this time to newly deemed, i.e., ENDS, products.*

Sponsorships can be a problem for tobacco products sellers, and specifically vape shops, due to
FDA’s presumption that it has the authority to exercise the prohibition against tobacco product
sponsorship where brands are visibly recognized as sponsors.

The Governing Regulation 21 CFR §1140.34(c) Does Not Include ENDS (BUT READ NEXT SECTION)

21 CFR §1140.34(c) is the regulation that governs the ability of a company manufacturing or
selling cigarettes and smokeless tobacco to be a corporate sponsor. The regulation provides
that

“No manufacturer, distributor, or retailer may sponsor or cause to be sponsored any
athletic, musical, artistic, or other social or cultural event, or any entry or team in any
event, in the brand name (alone or in conjunction with any other word), logo, symbol,
motto, selling message, recognizable color or pattern of colors, or any other indicia of
product identification identical or similar to, or identifiable with, those used for any brand
of cigarettes or smokeless tobacco. ” [emphasis added]

As the regulation specifically makes reference to (1) cigarettes and (2) smokeless tobacco, and
does not make reference to any other type of “tobacco product,”*® including specifically e-
liquids and e-cigarettes, the regulation does not include them.*’

4421 CFR §1140.34(c).

4581 FR 28974, 29041-2 (May 10, 2016), FDA’s Final Rule 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; Restrictions
on the Sale and Distribution of Tobacco Products and Required Warning Statements for Tobacco Products.

46 As defined in 21 CFR §1100.3 (which restates the definition provided in section 201(rr) of the Food Drug and
Cosmetic Act.

47 It should be noted that an exception to this rule is where the corporate name and corporation were
“...registered an in use in the US prior to Jan. 1, 1995 and that the corporate name does not include any brand
name (alone or in conjunction with any other word), logo, symbol, motto, selling message, recognizable color or
pattern of colors, or any other indicia of product identification identical or similar to, or identifiable with, those
used for any brand of cigarettes or smokeless tobacco.” 21 CFR §1140.34 (c).
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FDA Presumes It Has the Authority to Enforce 21 CFR §1140.34(c) Over ENDS

In its 2016 “Deeming Rule”*® the FDA broadened the term “tobacco product” to also include
components, parts, or accessories of tobacco products (whether sold for manufacturing or
consumer use) including a distinct category of products known as Electronic Nicotine Delivery
Systems (“ENDS”), which includes vape pens, e-liquids and aerosolizing apparatus used as an
ENDS. Collectively they are recognized as “covered tobacco products,” i.e., are covered by the
Food Drug and Cosmetic Act under 21 CFR §1100.1.%°

As such, in its Guidance for Industry, “Tobacco Retailer Training Programs,” dated May 2018,
FDA quoted 21 CFR §1140.34(c) (above) and stated that these restrictions in relation to
sponsorships applied to the “promotion of cigarettes, smokeless tobacco, and covered tobacco
products.” [emphasis added]>°

Therefore, while the regulation itself does not contain any language with respect to covered
tobacco products, and the Deeming Rule specifically states that the restrictions on sponsorship
do not apply at this time to newly deemed products, i.e., ENDS, we nonetheless know from this
guidance that FDA intends to enforce this rule anyway on manufacturers, distributors and
retailers of e-liquids and other ENDS as it has expressly stated in this guidance that it presumes
it has the authority to do so.

Necessity to Follow an FDA Guidance

FDA Guidances are not the law, and FDA specifically acknowledges this at the top of its
guidance wherein it states

“This guidance represents the current thinking of the Food and Drug Administration (FDA
or Agency) on this topic. It does not establish any rights for any person and is not binding
on FDA or the public. You can use an alternative approach if it satisfies the requirements
of the applicable statutes and regulations. To discuss an alternative approach, contact the
FDA staff responsible for this guidance as listed on the title page.””* [emphasis added]

While there is no requirement to follow an FDA Guidance where it runs counter to the law itself
or creates an extension of it, as is the case regarding sponsorships, retailers should recognize
that because of FDA’s presumption that it has authority, sponsoring an event could put your
company on to FDA’s radar where it may not have been otherwise.

48 81 FR 28974 (May 10, 2016), FDA’s Final Rule 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; Restrictions on
the Sale and Distribution of Tobacco Products and Required Warning Statements for Tobacco Products.

49 FDA Draft Guidance, Premarket Tobacco Product Applications for Electronic Nicotine Delivery Systems, May
2016, page 5.

50 FDA Guidance for Industry, Tobacco Retailer Training Programs, May 2018, page 4.

51 FDA Guidance for Industry, Tobacco Retailer Training Programs, May 2018, page 1.
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Unlike the Guidance, which is not considered FDA law but FDA's position on it, the "Deeming
Rule," which does carry the weight of the law, specifically states that the regulation restricting
sponsorships will not apply to ENDS (e-cigarettes, e-liquids, etc.) at this time.>?

Our Rules on Sponsoring Events

Despite the language of the regulation itself not specifying sponsorships of e-liquid or other
ENDS manufacturers, distributors or retailers, the guidance (“Tobacco Retailer Training
Programs”) tells us that FDA intends to enforce this rule against e-liquid and other ENDS
companies anyway.

While sponsoring an event could put our company on to FDA’s “radar” where it may not have
been otherwise, and while such activity could lead to an allegation of a violation of this
regulation, our vape company would have a solid basis to defend any such allegation until such
time FDA regulations are changed.>

Given FDA’s concerns about youth uptake of vaping, however sponsoring an event that is either
not considered an adult-only event, or is one where children and youth may partake in the
event, are events for which sponsorship should be avoided.>*

Hiring and Management Practices

Hiring practices

Hiring trustworthy people is something every business owner strives for, and when it comes to
the safeguarding of proprietary information, finding employees with an honorable character
becomes even more important. Due to the highly regulatory nature of the tobacco product
industry, it is critical we hire employees ready to abide by the letter of the law.

FDA recommends that all employees working in our business should be over the age of 18 years
old, regardless of the capacity in which they are working. As our state has a higher minimum
age of 19 years old to purchase tobacco products, all of our employees are age 19 and older.

52 See, 81 FR 28974, 29041-2 (5/10/16).

>3 What Alaska Elixirs as the vape retailer need to be comfortable with is knowing that, while we have a strong
basis for defending an allegation, we run the risk by being a known sponsor that the FDA may allege your company
has violated its regulation by sponsoring an event, which would need to be dealt with. Such allegation and
resulting resolution would also become a public record.

54 As noted in the prior memo, for these reasons, your company may want to consider the path of least resistance
and choose to not sponsor an event where its brand name (alone or in conjunction with any other word), logo,
symbol, motto, selling message, recognizable color or pattern of colors, or any other indicia of product
identification identical or similar to, or identifiable with, those used for any brand, would be showcased as a
sponsor. Alternatively, there is no FDA bar on anonymous sponsorships. Therefore, Alaska Elixirs could instead
opt to be an anonymous sponsor.
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Management Practices

Management practices should be implemented to monitor retailer compliance with FDA
guidelines on tobacco product sales. Our measures include:

Measures we may use include:
1. Mystery shopper programs, which also include protocols state laws govern

2. Unannounced internal compliance checks of employees, with imposed corrective
measure on those who do not perform well during the checks

3. Areview of in-store recordings, to ensure all employees are checking identification
appropriately, especially for customers under the age of 27

4. Leveraging compliance oversight with FDA and state laws to such wage increases of
employees and/or supervisor’s performance review

*NOTE: All records on procedures used during a compliance check, including corrective
measures, must be retained for four (4) years to provide evidence of a sufficient training
program.

Updating Company Policies and Procedures

Company policies and procedures should be updated every 6 to 12 months. New activities
undertaken in response to an incident which may have occurred in the prior 6 to 12 months, a
new training program discovered or used, the assignment of a new management role, or new
procedures implemented following an FDA visit are all types of information to include in an
update to company policies and procedures.

Age Verification Techniques

Several methods may be used to verify a customer’s age. The following sets forth what Alaska
Elixirs considers acceptable photo identification, instructions of how to analyze them and verify
their authenticity, and provides guidance on how to refuse a sale when it is appropriate to do so.

To ensure employees understand the need to verify identification, we have our “Alaska Elixirs
Vape LLC. Tobacco Sales Policy, which each employee must execute. A copy of this form is
annexed hereto under Appendix B and the executed copies are kept in the employee’s
employment file.

Policy on Acceptable Photo Identification
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Tobacco product retailers must have a company policy on acceptable photographic
identification. Therefore it is our company’s policy to only accept photographic identification
that meets the following FDA recommended parameters:

1. Only government-issued photographic identification containing a date of birth will
be considered acceptable. Examples of acceptable types include:

State-issued driver’s license or identification card
Military identification card

Passport

Immigration card

oo oo

2. Photographic identification cannot be expired

In addition, where an employee determines that the photographic identification is insufficient
evidence as to the purchaser’s identification, a second piece of photographic identification
should be requested, and only after confirming that it appears to be authentic, to go forward
with the sale.

*Where a potential purchaser only has insufficient photographic identification,
our company policy requires that the sale must be declined.*

Closely Examining Photographic Identification

Many illegal tobacco sales can occur when an employee fails to properly verify the age of the
purchaser, especially when the purchaser may appear to be of age and produces identification
confidently.

Alaska Elixirs employees are trained to analyze a photo identification that follows the
company’s policy on examining them. Our training curriculum includes:

1. How to examine photo identification to ensure that it establishes
a. The presenter is of the legal age to purchase tobacco and tobacco related
products, and
b. The identification belongs to the person who is presenting it
2. Instructions on declining sales due to identification authenticity concerns, such as the
presenter being under the legal purchasing age.

Using Smart Technology in the Age-Verification Process
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Our company is aware of, and may consider for future use, the FDA’s age verification app as a
technologically advanced way of determining whether a customer is of the legal purchasing
age. The app can:

1. Scan the customer’s identification.

2. Determine if the customer is the federal minimum age of 18 to purchase tobacco
products.

3. Allow for the manual input of a customer’s birthdate information for a rapid calculation
of age.

*Note: None of the customer’s personal information is recorded, shared or transmitted to any
third-party or governmental server. This app is free to download in the Apple and Google Play
stores for any iPhone or Smartphone.

Guidance on Refusing Sales When Appropriate

There may be times where the best course of action is to refuse to sell a tobacco product to
someone who cannot present a verifiable photo identification. Our policy below sets forth the
verification process of a photo identification for authenticity, as well as that of an altered
identification.

Policy on Verifying the Authenticity of a Photo Identification

A photographic identification should be verified for authenticity in accordance with FDA’s
recommended protocols by performing one or more of the following activities:

1. Closely examining all identification pictures as well as the physical characteristic (weight,
height, eye color) to ensure the identification belongs to the customer

2. Checking the identification for specific watermarks and state seals

3. Examining the identification for state specific indication for underage and of age
customers (ex: horizontal lines v. vertical lines, or different date of birth colors)

Policy on Altered Identification

To ensure that employees understand when the denial of a sale should be made as a result of
an altered identification, we have a policy that no altered identification be accepted. Signs of
altered identification include:

1. Any sign of tampering
2. Peeling of lamination
3. Smudged text
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4. Inconsistent fonts (for example, the date of birth font is different from the expiration
date)

Point of Sale System and Inventory Management
Our point of sale system is called “Shop Keep.” This system has been in use since

<  SHOPKEEP Need Help? 1 (800) 388-8433

Rewards Program

To enroll a new customer, swipe a new AppCard

or enter customer's mobile number.
o ) 1 2 3
For existing customers, swipe customer's L f |
AppCard or enter their mobile number.
4 1 5 J 6
| .
7 8 9 ]
\

Alaska Elixirs Vape

s Alaska Elixirs - Wasilla

approximately mid-2018.

Records Maintenance

All business records are retained for a period of five (5) years and maintained at our business
location stated above.>> They are to be stored to minimize deterioration and to prevent loss.
Our recordkeeping policy requires that any electronically stored records must be backed up. In
the event records are moved off-site, these same parameters must be followed.

Updating Training Program

As our company has grown, we have updated our training program and in 2018, with the
assistance of counsel, we have developed the program set forth in this guide. Training will be

55 Records must be kept for a period of 5 years under US Customs statutes (19 USC 1509) regulations under 19 CFR
Part 163. As some of the anticipated FDA required records will likewise be required by US Customs (19 USC
1509(a)(1)(A)), for purposes of streamlining the maintenance of one set of records (as opposed to US Customs
records and FDA records), all such applicable records will be kept in a single file for a given shipment.
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scheduled to take place on an annual basis with any updates related to FDA to be covered at
that time where they had not been covered beforehand.

Recording Incidents That Occur In-Store

Incidents that occur in-store which are threatening or disruptive to normal business operations,
including a visit by a government agent/inspector or law enforcement, must be recorded using
our Incident Report form, a template for which is annexed hereto in Appendix _. An “incident”
would also include that of a visit by the FDA or any other government inspector, whether state
or federal.

Managing FDA Communications

Procedures For a Visit by FDA

Visits from the FDA may be announced or unannounced, however, in the case of checking up on
“tobacco product” retailers to ensure compliance with FDA tobacco regulations, it generally is
not pre-announced.

The purpose of the inspector’s visit is to determine a retailer’s compliance with the provisions
of the Tobacco Control Act and is there to gather information which may include taking
photographs and collecting samples. Where an inspector has taken photographs of products,
be sure to take photographs yourself of the same exact product(s). Where samples are taken
by the inspector, set aside the same sample(s) from the same box or batch as taken by the
inspector to keep with your own records of the visit.

It is important to record what occurred during a visit by an FDA inspector and to catalogue
which products were examined by the inspector together with any samples taken by them.
This is because following the results of the inspection, various FDA actions can occur, including
those such as a penalty, and you as the retailer want to be in a position to defend yourself
against the penalty. You also want to have an ability to prove otherwise, where an inspector
incorrectly recorded information about a product and their findings.

To see the results of an inspection, go to FDAs database at
http://www.accessdata.fda.gov/scripts/oce/inspections/oce_insp_searching.cfm

Where a violation(s) has been found, we may receive a Warning Letter, be issued a civil money
penalty, or receive a no-tobacco-sale-order, which would prohibit the sale of tobacco products
at your location either for a specified period of time or even indefinitely.

This document is to be kept with our other FDA records. For more information on managing
your FDA compliance obligations, reference may be made at www.fda.gov/TobaccoProducts.
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Notification to FDA counsel should also be made to discuss the inspection and any next steps
that should thereafter be taken.

NOTE: Where an FDA Inspection has occurred, our Incident Report form, a template for
which is annexed hereto in Appendix A, must also be completed on the same day.

What to Do When We Receive an FDA Warning Letter

When the FDA sends us a Warning Letter it means that immediate action must be taken to
cease doing the activity or activities cited in the letter.

The following steps should be taken to prepare an organized response and return the
information within the timeframes allotted. In addition, notification to FDA counsel should be
made to discuss the breadth of any written response.

Step 1: Conduct an internal investigation to determine the cause(s) of the violation(s)
Step 2: Take action to prevent these violations (and others) from happening again

Step 3: Prepare a letter to the FDA explaining the specific steps we have taken to correct the
violations, and include copies of any related documentation to support this position

Step 4: Where unable to take corrective action within 15 working days (or such other
timeframe you're provided), send FDA a letter explaining why there is a delay and the time
within which Alaska Elixirs will complete the correction

Step 5: Whether in relation to the complete explanatory letter or the one requesting additional
time, send FDA our letter before the deadline and obtain a delivery confirmation from our mail
carrier so we have proof of FDA’s receipt of the letter for our own records

Typically the FDA will indicate in the Warning Letter that the listed violations are not intended
to be an all-inclusive list of violations against our company. Therefore, in our response we
should ask if any additional violations have been identified, and if not, for FDA to confirm that
no others are pending at this time.

Dealing With a Product Recall

The US Consumer Product Safety Commission and the FDA are the two most likely US
government agencies to issue a product recall of our tobacco products. Upon notification of a
product recall, all inventory must be immediately removed from the shelves and any
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merchandise in inventory should be removed as well. All subject merchandise should be placed
in a segregated area and any instructions from the government agency issuing the recall notice
must be followed.

Contact with our distributor and/or the manufacturer should also be made for information on
how to return or dispose of the merchandise, and how to request a refund.

In addition to this, FDA counsel should be contacted to help organize and determine the
appropriate course of action.

Where to Find This Guide in Our Store

A copy of this guide is kept near the cash register.

FDA Counsel

FDA counsel for Alaska Elixirs is:
Clark-Esposito Law Firm, P.C.
211 E. 43rd Street, 7th Floor
New York, NY 10017

(917) 546-6997

Date Last Updated

This guidebook was last updated on December 10, 2018.
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COMPANY’S ADMINISTRATIVE INFORMATION

Alaska Elixirs Vape LLC (Alaska Elixirs) is a manufacturer of e-liquids and retailer of ENDS and other
merchandise based in Wasilla, Alaska. Its e-liquids are currently sold exclusively in its retail store. The
sale of e-liquids in other retail stores is under consideration for the future.

As a retailer, the company has incorporated several operational procedures to safeguard against the
purchase by youth of its ENDS merchandise, including e-liquids. Separate from the owner’s own
experience with the health benefits realized from a cessation of smoking cigarettes due to using ENDS
products, having served the adult vaping community since 2016 as a retailer, first-hand knowledge has
been obtained regarding the benefits of flavored e-juice for purposes of smoking reduction and
cessation from a broader consumer base.

ALASKA ELIXIRS CONTACT INFORMATION

Alaska Elixirs sole premises comprises the retail store, manufacturing facilities and corporate office.
Where imported goods are received, they are likewise placed into inventory here. Quality control is also
performed here in advance of product sales to Alaska Elixirs customers. The address and telephone
number of the company is:

Alaska Elixirs Vape LLC

711 West Park Highway

Wasilla, AK 99654 USA
(907) 631-1197

MOST RESPONSIBLE INDIVIDUAL

Sarah Eaton is the Chief Financial Officer and is the “most responsible individual” for FDA inspection
purposes. Her email address is alaskaelixirs@icloud.com and she may be reached at (907) 631-1197.

FDA INSPECTIONS

Per 21 USC §387e, the US Food and Drug Administration (FDA) is required to conduct an inspection of a

registered establishment once every two years. Inspections may be announced or unannounced. When
announced, the FDA issues a Notice of Inspection on FDA Form 482. A copy of a sample blank FDA Form

482 is annexed hereto under Appendix A, as obtained from the FDA’s Investigations Operations Manual

2017, Exhibit 5-1.

Observations and inquiries made during an inspection should be directed by FDA to the attention of
Sarah Eaton, as should the FDA’s post-inspection form, Inspectional Observations Form 483. A copy of a
sample completed FDA Form 483 is annexed hereto under Appendix B, as obtained from the FDA’s
Investigations Operations Manual 2017, Exhibit 5-5.
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In the event an unannounced inspection occurs, the procedures set forth by counsel should be followed.
Such stated procedures are a privileged document protected under the attorney-client privilege and
should NOT be given to FDA. Legal counsel should be immediately called at (917) 546-6997.

ESTABLISHMENT HISTORY

Alaska Elixirs began as a sole proprietorship with two (2) members operating it:

1. Sarah Eaton
2. Christopher Eaton

It was formally organized into a limited liability corporation on March 31, 2017. Both remain involved
with the company’s day-to-day operations and both have the authority to make key management and
financial decisions.

LEGAL STATUS

Alaska Elixirs is a State of Alaska Limited Liability Company in good standing. A true copy of the most
recent Alaska Secretary of State business filing indicating its good standing, is annexed hereto under
Appendix C.

ORGANIZATION

Alaska Elixirs is one company. It does not have a parent company nor any subsidiaries.

NUMBER OF PERSONS EMPLOYED

Alaska Elixirs has 8 full-time employees, including Sarah Eaton and Chris Eaton. There are currently O
part-time employees, however management is in the process of hiring one.

HOURS OF OPERATION

Alaska Elixirs hours of operation are from 9:30 a.m. to 10 p.m. Monday through Saturday and 12 p.m. to
8 p.m. on Sunday.

TOP MANAGEMENT OFFICIALS

Sarah Eaton is the Chief Financial Officer and Christopher Eaton is the Chief Executive Officer of Alaska
Elixirs. Both have primary operational authority and control over management decisions, including
those with respect to FDA compliance, manufacturing and quality control, sales, advertising, customer
management, employee training, selection of third party consultants and vendors, and all other
activities in connection with the oversight of the company’s day-to-day operations. They are based at
the primary and sole location stated above.
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ALASKA ELIXIRS COMMITMENT TO QUALITY

Alaska Elixirs” FDA compliance had been managed by Sarah and Christopher until Spring 2018. During
this period they followed FDAs guidances and updates.

The company thereafter established a relationship with the Clark-Esposito Law Firm, P.C., for FDA
compliance purposes and assistance with preparing its pre-market tobacco application (PMTA).

GOOD MANUFACTURING PRACTICES

As it remains awaiting the advent of the FDA’s publication of its regulations on Good Manufacturing
Practices (GMPs) for tobacco products, Alaska Elixirs has implemented its own practices. The company’s
Quality Management Policy affirms Alaska Elixirs’ commitment to establishing and maintaining a Quality
Management System (QMS), which will provide a robust framework for measuring and improving
product quality and performance from the manufacturing of the product through the receipt and use by
the ultimate consumer. A copy of the Quality Management Policy is annexed hereto as Appendix D.

ALASKA ELIXIRS REGULATORY HEALTH PROJECT MANAGER

As of the time of this compliance manual update, Alaska Elixirs remains awaiting assignment by the FDA
of a Regulatory Health Project Manager.

REGULATED TOBACCO PRODUCTS MANUFACTURED, DISTRIBUTED, SOLD, PACKED,

LABELED, PROMOTED, OR ADVERTISED

REGULATED TOBACCO PRODUCTS

Alaska Elixirs sells tobacco products, including e-liquids, vaporizers, atomizers, e-cigarettes and other
ENDS, parts and components, which it manufactures as well as those it does not.

Of those products for which it does manufacture and sell, there are e-liquids containing nicotine which
come in multiple flavors in three (3) different bottle sizes and four (4) different nicotine levels. There
are also zero-nicotine e-liquids which are sold.

A copy of the Alaska Elixirs Product Variation Index submitted to the FDA in June 2018, for both nicotine-
containing and non-nicotine varieties of e-liquids, is annexed hereto under Appendix F, together with
the entirety of the amendment to the establishment registration and product listing.

ESTABLISHMENT REGISTRATION AND PRODUCT LISTING

Section 905(i) of the Food Drug and Cosmetic Act (FD&C Act) requires the submission of an
establishment registration by every “person who owns or operates any establishment in any State
engaged in the manufacture, preparation, compounding, or processing of a tobacco product or tobacco
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products...” Alaska Elixirs, a manufacturer of e-liquids, i.e., a newly deemed finished tobacco product, is
by definition a “tobacco product manufacturer” per 21 USC §387(20).?

The first establishment registration and product listing was submitted to the FDA on or about December
12, 2017 (Appendix F). An amendment to such filing was made on June 28, 2018 (Appendix E).

INTERSTATE COMMERCE

WHERE REGULATED PRODUCTS ARE SHIPPED
Alaska Elixirs largest customer base is in the State of Alaska.

At this time Alaska Elixirs is not engaged in any exports.

PROMOTIONAL EFFORTS

Alaska Elixirs has promotions offered at its store, such as its “Buy One Get One Free” (BOGO) Program.

SNy s e s
W -

22 Alasks Elidire Vaps

o
YA

Nlaska €Clixirs Dape LLC

Every 10th purchase is
a BOGO!!

U
a
a
0
Qa
a
0

X

(Figure 1)

In order to ensure compliance with FDA’s ‘free sample ban,” every tenth (10th) purchase is tied to an
offer to get one free. Reference should be made to the June 21, 2018 memorandum from the Clark-
Esposito Law Firm, P.C. entitled, “Requirement to Charge for Samples — Even Samples with Zero
Nicotine,” annexed hereto as Appendix G, which sets forth not only how to comply with FDA’s rule
against giving away free samples, but also covers

121 USC §387e(b).

221 USC §387(20) provides that the term “tobacco product manufacturer” means any person... who (A)
manufactures, fabricates, assembles, processes, or labels a tobacco product; or (B) imports a finished tobacco
product for sale or distribution in the United States.”; Section 900(20) of the FD&C Act.
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e Permissible methods for charging for e-liquid samples
e BOGO promotions

e Using coupons and discounts

e Membership and rewards programs, and

e Contests of games of chance

DOCUMENTATION OF INTERSTATE OF COMMERCE

These records are kept in accordance with the company’s record’s maintenance program. Reference
should be made to that section of the manual (below) for further information.

MANUFACTURING AND DESIGN OPERATIONS

While currently under development, with regards to manufacturing and design operations, Alaska Elixirs
Quality Management System will cover the general approach of the e-liquids manufacture, design and
development practices, including the development environment, manufacturing quality control
principles, and our change management process.

Manufacturing quality control will be based on a risk assessment, defining the type and extent of control
required at each point in the manufacturing process. Quality control measures will also extend to the
oversight of employees and third-party vendors of Alaska Elixirs, as well as to its customers.

ALASKA ELIXIRS ENDS SUPPLIERS

Alaska Elixirs purchases finished tobacco products for its store from various distributors. It also
purchases raw materials, such as nicotine, PG, VG, and flavors, for purposes of manufacturing e-liquids.
The primary suppliers the company buys from are set forth below.

Suppliers of Raw Materials for Manufacturing Purposes (both foreign and domestic)

Capella Flavors, 6155 Corte del Cedro, Carlbad, CA 92011]| (760) 650-0200 | www.capellaflavors.com
Flavor West, 29400 Hunco Way, Lake Elsinore, CA 92530 | (951) 893-5120 | www.flavorwest.com
Inawera Flavours | http://www.inaweraflavours.com

Liquid Barn, 2265 Ward Ave., Ste C, Simi Valley, CA 93065 | (818) 584-7201, ext. 1 |
www.liquidbarn.com

Nude Nicotine, 10054 Mesa Ridge Ct. #132, San Diego, CA 92121 | (858) 216-2044 |
www.nudenicotine.com

Perfumer’s Apprentice, 170 Technology Circle, Scotts Valley, CA 95066 | (831) 316-7137 |

https://shop.perfumersapprentice.com (includes the Flavor Apprentice)
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RECORD’S MAINTENANCE

All business records related to Alaska Elixirs manufacturing and retail operations are retained for a
period of five (5) years and maintained at our corporate location stated above and/or the home office of
Sarah Eaton.? They are stored to minimize deterioration and to prevent loss. Records stored in
automated data processing systems must be backed up. In the event records are moved off-site, these
same parameters are to be followed.

TOBACCO HEALTH DOCUMENTS

Pursuant to 21 USC 387d, each tobacco product manufacturer or importer must submit to the FDA
certain health documents. Specifically, the statute requires that:

“[E]ach tobacco product manufacturer or importer, or agent thereof, to submit all documents developed
after June 22,2009 ‘that relate to health, toxicological, behavioral, or physiologic effects of current or
future tobacco products, their constituents (including smoke constituents), ingredients, components,
and additives.”

FDA requires these documents to be segmented into the following four (4) categories’:

1. Health
2. Toxicological
3. Behavioral, and
4. Physiological effects
Fortunately, unlike how the statute is written, which is a blanket statement requiring “all documents,”

FDA clarified in 2016 that the “health documents for [i.e., related to] tobacco products that are or will
be imported are to be submitted by... the importer of the product.” [emphasis added]

Therefore, while it remains a large volume of materials, the scope of such documentation Alaska Elixirs
is required to submit has at least been narrowed for the present time.

ALASKA ELIXIRS TOBACCO HEALTH DOCUMENTS 2018 SUBMISSION

3 Records must be kept for a period of 5 years under US Customs statutes (19 USC 1509) regulations under 19 CFR
Part 163. As some of the anticipated FDA required records will likewise be required by US Customs (19 USC
1509(a)(1)(A)), for purposes of streamlining the maintenance of one set of records (as opposed to US Customs
records and FDA records), all such applicable records will be kept in a single file for a given shipment.

421 USC 387d.

5 Form FDA 3743, Tobacco Health Document Submission, page 4.

5 FDA Health Document Submission Requirements for Tobacco Products, Guidance for Industry, Dec. 2016, pages
4-5.
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Alaska Elixirs submitted tobacco health documents on May 7, 2018 by overnight mail (Appendix H). The
FDA Center for Tobacco Products (CTP) confirmed its receipt of such documents in a letter dated May
11, 2018.

INGREDIENT LISTING

Per 21 USC 387d, Alaska Elixirs is required to submit a list of ingredients to the Center for Tobacco
Products. Alaska Elixirs submitted its Ingredient Listing documents on November 5, 2018 via USPS
overnight mail and electronically via CTP Portal on Nov. 6, 2018 (Appendix I).

PACKAGING, LABELING AND ADVERTISING

PRODUCT LABELS

| NICOTINE ADDICTIVENESS STATEMENT ON ALASKA ELIXIRS E-LIQUIDS
Alaska Elixirs labels each bottle of e-liquid with the nicotine addictiveness statement
“WARNING: This product contains nicotine. Nicotine is an addictive chemical.”
The product label information in its entirety reads:

“WARNING: This product contains nicotine. Nicotine is an addictive chemical. Keep out of reach of
children and pets. Must be 19 or older to use this product. May contain nut byproducts. In case of
accidental contact, seek medical help. Nicotine is habit forming, may be harmful if ingested, and can be
poisonous. The intended use of e-juice is for vaping.”

The required package label information covers laws governing:

FDA Nicotine Exposure Warnings’

FDA Nicotine Addictiveness Statement?

FDA Misbranding®

FDA Country of origin labeling requirement*®

P wnN e

Alaska Elixirs sells the e-liquids that it manufactures in various bottle sizes with no box or exterior
packaging. All required packaging labels are therefore placed directly on to the bottle itself (Figure 2).

7 ENDS Draft Guidance page 15, line 560.
821 CFR §1143.3.

921 USC §387c¢(a).

1021 USC §387t(a).
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WARNING ““ 5
This product contains nicotine. P

Nicotine is an addictive chemical T

Keep out of reach of children and pets.
Must be 19 or older to use this product.
May contain nut byproducts.

AVAHL1HI9

"In case of an accidental contact, seek

medical help. Nicotine is habit forming,

may be harmful if ingested, and can be

poisonous. The intended use of e-juice
is for vaping.”

INGREDIENTS

Propylene Glycol, Vegetable Glycerin,
Natural/Artificial Flavoring, and

Nicotine S Shake Well 30ml
Alaska Elixirs Vape LLC X S Nicotine

m‘m'::':z;g "Sale only allowed in the United States" 0 mg/ml

Approximately
70% VG

30% PG

Figure 2.

NICOTINE EXPOSURE WARNINGS™

Section 910(b)(1)(F) of the FD&C Act requires the inclusion in the PMTA of specimens of the labeling
proposed to be used for a new tobacco product. The exposure warnings are a requirement separate
from that of the nicotine addictiveness statement discussed in the following section.?

As set forth in the FDAs guidance entitled Premarket Tobacco Product Applications for Electronic
Nicotine Delivery Systems, dated May 2016, nicotine exposure warnings should accurately and truthfully
communicate the health risks and hazards of e-liquid use in a clear and simple manner, and specifically:

Be clear, conspicuous, prominent, understandable, factual, and not false or misleading
Be indelibly printed on the label/labeling of the tobacco product on the side that is most likely to
be viewed by a consumer (if the packaging is too small to accommodate a legible warning, FDA
recommends that these warnings be permanently affixed on the product’s carton or other outer
container, wrapper, or a tag otherwise permanently affixed to the tobacco product package)

3. Include bold colorings and markings containing pictographs—that could be understood by a
child who cannot read — to discourage opening and ingesting the package contents

4. Provide a statement regarding nicotine being a dangerous substance and the potential for
nicotine poisoning

5. Describe the mode or process of possible accidental exposure

6. Include a specific statement about keeping e-liquids out of the reach of children and pets, and

11 ENDS Draft Guidance page 15, line 560.

12 FDA described the nicotine exposure warning parameters in its draft guidance, “Premarket Tobacco Product
Applications for Electronic Nicotine Delivery Systems,” May 2016, page 15.
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7. Include instructions to seek medical help if accidental contact occurs.

As shown in Figure 2 above, the nicotine exposure warnings and addictiveness statements are
included on Alaska Elixirs product labels. As there is no other packaging, the FDA regulations
governing packaging is not included in this FDA Compliance Manual.

LABELING TO PREVENT A VIOLATION OF MISBRANDING"

A failure to comply with the labeling rules can lead to an allegation of a product being “misbranded” and
the introduction of a misbranded product into US commerce is a prohibited act under the FDA laws. A
finding of misbranding could lead to monetary penalties, increased oversight by the FDA, a seizure of the
products, a detention by US Customs of such products where imported, and other penalties.

Under 21 USC §387c(a), a tobacco product shall be deemed misbranded where its labeling is false or
misleading in any respect, or if its label is missing any of the following information:*

1. The name and place of business of the tobacco product manufacturer, packer or distributor

2. Anaccurate statement of the quantity of the contents in terms of weight, measure, or numerical
count

3. The country of origin labeling requirement under 21 USC §387t(a)

Or, if its label is missing any information pursuant to 21 USC §387c(A)(8) which requires:
4. A brief statement of the uses of the tobacco product
5. Relevant warnings, precautions, side effects, and contraindications

In addition, per 21 USC §387c(A)(3) every word, statement or other information required by the FDA
must be placed with such conspicuousness (as compared to other information or designs on the label)
and in such terms as to render it likely to be read and understood by the ordinary consumer under
normal conditions of purchase and use.’® Where this has not been done, a tobacco product will be
considered misbranded, just as it would be where the established name of the tobacco product has not
been prominently printed in type on the label.

13 premarket Tobacco Product Applications for Electronic Nicotine Delivery Systems,” May 2016, page 15.

1421 USC §387c(a).

1521 USC §387c(a)(2). The information herein is that which is applicable to the Alaska Elixirs e-liquid and is not a
complete recitation of the entire statute.

1621 USC §387¢(A)(3).
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ADVERTISING LABELS

NICOTINE ADDICTIVENESS STATEMENT ON ALASKA ELIXIRS ADVERTISING

Alaska Elixirs advertises on its website, Facebook and Instagram social media pages. The company had
broadcast a radio ad in 2016, however, it ceased doing so that same year. All materials are formatted in
accordance with the FDA regulations found in 21 CFR Part 1143 which establish the following required
advertising parameters.

Print advertisements and other ads with a visual component, such as a website, banner or brochure,

tl7

must contain the following warning statement*’ in a designated warning area like in Figure 3:

WARNING: This product contains nicotine. Nicotine is an addictive chemical.

Figure 3.
This warning statement must also
1. Appear in the upper portion of the area of the advertisement within the trim area®®
2. Occupy at least 20 percent of the area of the advertisement'®
3. Be capitalized and punctuated as shown above

4. Be surrounded by a rectangular border that is the same color as the text of the required warning
statement and ensure it is not less than 3 millimeters (mm) or more than 4 mm?°

5. Be centered in the warning area in which the text is required to appear and positioned such that
the text of the required warning statement and the other textual information in the
advertisement have the same orientation?!

6. Appearin at least 12-point font size and ensure this statement occupies the greatest possible
proportion of the warning area set aside for the required text??

1721 CFR §1143.3
1821 CFR §1143.3
1921 CFR §1143.3
2021 CFR §1143.3
2121 CFR §1143.3
2221 CFR §1143.3

2).

2).
2)(i).
2)(vi).
2)(v).
2)(ii).

—_—— — — =~ =

b)
b)
b)
b)
b)
b)

AAAAAA
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7. Appear in conspicuous and legible Helvetica bold or Arial bold type (or other similar sans serif
fonts) and in black text on a white background or white text on a black background in a manner
that contrasts by typography, layout, or color, with all other material on the advertisement??

8. Beindelibly printed on or permanently affixed to the advertisement?*, and

9. Bein the English language?®.

ADDITIONAL NOTE ON USE OF BANNERS

While there is no statement in the statute regarding conspicuousness in advertising the way it does in
relation to a product’s label, the FDA does care about conspicuousness.?® Therefore, having the words
in only 12 pt font on Alaska Elixirs large banner would likely be considered inadequate to meet a
“conspicuousness” test should FDA ever have one. This is especially so in light of the requirement that
the statement occupy at least 20% of the advertisement. Care should be taken during the design
process and while working with graphic designers to ensure that all FDA requirements have been
considered and met. It should therefore be proportionally larger in the context of the other text in the
banner, website, or other materials.

FDA COUNTRY OF ORIGIN LABELING REQUIREMENT?’

In accordance with 21 USC §387t(a)(1), a tobacco product label, its packaging and its shipping container
must bear the statement

“Sale only allowed in the United States.”

This statement is therefore included in all Alaska Elixirs labels (see, Figure 2 above).
OPERATIONS INSTRUCTIONS AND SAFETY AND INTENDED USE GUIDELINES?®

Alaska Elixirs labels contain information on the safety and intended use” of the e-liquid (see, Figure 2
above).

MARKETING AUTHORIZATION PROGRESS

2321 CFR §1143.3(b)(2)(iii).

2421 CFR §1143.9.

2521 CFR §1143.7. Exceptions to this rule do exist where the ad is in a non-English medium, or in an English
medium but not in the English language.

26 per 21 USC §387¢(A)(3) every word, statement or other information required by the FDA must be placed [on a
label] with such conspicuousness (as compared to other information or designs on the label) and in such terms as
to render it likely to be read and understood by the ordinary consumer under normal conditions of purchase and
use.

2721 USC §387t(a).

28 21 USC 387c(a)(8)(B)(i).
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Alaska Elixirs has commenced the process of the preparation of the FDA’s Pre-Market Tobacco
Application (“PMTA”), which is the application for authorization required to lawfully sell e-cigarettes in
the US. The timely preparation, submission, and acceptance by the FDA of Alaska Elixirs PMTA is of
paramount importance.

Deanna Clark-Esposito, Esq., of the Clark-Esposito Law Firm, P.C. (“CELF”), is counsel for Alaska Elixirs,
with the overall responsibility for managing the completion and preparation of the PMTA.

Current Address:

Clark-Esposito Law Firm, P.C.
211 E. 43rd Street, 7th Floor
New York, NY 10017
917.546.6997

A Power of Attorney granting the appointment and authorization of the Clark-Esposito Law Firm, P.C. to
manage Alaska Elixirs FDA matters was executed on or about April 2, 2018 by Sarah Eaton, CFO
(Appendix ).

ROLES AND RESPONSIBILITIES
CELF and Alaska Elixirs will collectively play key roles in managing the preparation of the PMTA. The

general framework for proceeding with the PMTA is set forth in the table below which defines the roles
and responsibilities for the scope management of the PMTA.
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Name Role Responsibilities

Sarah Eaton & | Registered - Approve PMTA Scope Management Plan

Christopher Establishment |- Approve or deny third parties proposed for use to meet PMTA
Eaton and PMTA requirements
Applicant - Coordinate and instruct third parties as necessary

- Implement needed protocols for Alaska Elixirs compliance with
FDA laws

- Financial responsibility for all parts pertaining to this PMTA project

- Identify and manage PMTA requirements
Clark-Esposito | Counsel &

Law Firm, P.C. | PMTA Project
Manager - Define milestones for PMTA submission

- Create PMTA Scope Management Plan

- Provide work breakdown structure

- ldentify, evaluate and manage third parties engaged to perform
work requirements

- Manage internal staff and contracted third parties through the
execution of milestones

- Manage communications between FDA and Alaska Elixirs

- Prepare and submit PMTA

FDA GUIDANCES

FDA has PMTA guidances that Alaska Elixirs is using as one, of many, resources to prepare its PMTA,
namely

1. Applications for Premarket Review of New Tobacco Products, September 2011

2. Premarket Tobacco Product Applications for Electronic Nicotine Delivery Systems, May 2016

Copies of these are included in Appendix L.

TOBACCO RETAILER TRAINING PROGRAM

Alaska Elixirs takes compliance with FDA, State of Alaska, and its local laws very seriously. The company
further recognizes that employees serve an important role in ensuring Alaska Elixirs meets its legal
compliance obligations under the Family Smoking Prevention and Tobacco Control Act (TCA), which is a
law governing tobacco products including e-liquids and other vape industry products sold at Alaska
Elixirs, that is enforced and administered by the FDA.
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LIST OF APPENDICES

All appendices are maintained with counsel. Request may be made for them by sending a message to
Deanna Clark-Esposito, Esqg. at Deanna@clarkespositolaw.com.

Appendix Tab Description

FDA Form 482 (blank)

FDA Form 483 (filled in sample)

State of Alaska business filing for Alaska Elixirs Vape LLC

Alaska Elixirs Quality Management Policy

Alaska Elixirs Product Variation Index (amendment to establishment registration)
Alaska Elixirs first establishment registration

Memo re Requirement to Charge for Samples — Even Zero Nicotine

2018 Tobacco Health Documents Submission

Power of Attorney to Clark-Esposito Law Firm, P.C.

—|TIoMmMmMo|0O|w| >
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We further met with Ms. Kris Greene of Smoke Free Alaska in the latter part of 2019. They
came to our shop so we could show them our operations, the youth prevention efforts we
have taken, in addition to our Vapor Safety Handout Series, copies which are attached and
include:

1. Changing Coils & Coil Safety handout

2. FDA Vapor Laws & Alaska Elixirs Vape LLC Regulatory Compliance
Scorecard handout

3. Nicotine Types & Levels handout

4. Battery Safety handout

We have also attached our FDA Compliance Manual to provide you with additional
information about our company and our efforts and actions to comply with federal US Food
and Drug Administration) and state law. While both of these attached publications are from
Dec. 2018, counsel for Alaska Elixirs is in the process of updating them to reflect the current
state of affairs, including that following the passage of Tobacco 21 in late Dec. 2019.

Vape shops like ours are by and large compliant with the laws and are vigilant at preventing
underage sales, unlike what we have seen regarding online sales. Even the FDA distinguished
vape shops in this regard from sellers of tobacco products at other locations in its January
2020 publication (page 24) entitled, “Enforcement Priorities for Electronic Nicotine Delivery
Systems ENDS) and Other Deemed Products on the Market Without Premarket Authorization,”
wherein it stated, “...the prioritization of all other flavored ENDS products sold without
adequate measures to prevent youth access, should have minimal impact on those vape
shops that primarily sell non-cartridge based ENDS products and that ensure purchasers
are of the requisite age and not purchasing for resale...” [emphasis added]

Our Recommendations

We suggest the State of Alaska take an approach similar to that of the FDA, which is to have
greater oversight of those sources where youth have been known to access to tobacco
products such as convenience stores and online, rather than to force responsible and honest
family owned vape shops like ours out of business.

We would be happy to provide any further additional information upon request. Thank you
for considering our comments.

Sincerely,
Sarah Eaton - CFO
Alaska Elixirs LLC.

alaskaelixirs@icloud.com
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From: Cassie Frost

To: Senate Labor and Commerce
Subject: Written Testimony re: SB 182 for 3.3.2020 Hearing
Date: Tuesday, March 3, 2020 1:05:46 PM

Greetings Committee Members,

My name is Cassie Frost, and | am a graduate student in the Master of Social Work program
with UAA. | have been working in the youth and family field for over 10 years, working to
ensure a healthier future for our next generation. One concern that | have had is the e
cigarette epidemic and the impact it is having on our young people. My family has been
affected by the long term damages of tobacco use, including losing my Nana three-years ago
to lung disease.

What we know today about the use of e-cigarettes worries me. The health of our young
people is essential to future growth and well being of our communities. Schools all over Alaska
are reporting surprising rates of e-cigarette devices found on students from elementary to
high schools. Our children are getting addicted to nicotine, which will have great impacts to
their brain development and health for years to come.

| am reaching out today to ask for your support on SB 182. This bill aims to reduce youth
access to these e-cigarette products by enforcing our existing, and effective, tobacco control
policies from the age of 19 to 21. This will support our businesses in keeping these products
out of the hands of children. Additionally, it will allow these e-cigarette products to be
included with all other tobacco products and receive the same tax that already exists. This
supports reduction in sales for youth, as they are the most impacted by a price increase on
products.

| hope you can join me in addressing the e-cigarette crisis that is affecting the children of
Alaska. Please support SB 182 today to improve the health and well being of our youth.

Thank you,

Cassie Frost

(907) 306-2103

5309 Dorbrandt St Unit B
Anchorage AK, 99518
chutchings24@gmail.com



mailto:chutchings24@gmail.com
mailto:Senate.Labor.And.Commerce@akleg.gov
mailto:chutchings24@gmail.com

	Letter- Keill
	Letter- LOGIC
	Letter- McDonald
	Letter- O'connor
	Letter- Stewart
	letter- Tarnai
	Letter-
	Letter- Alaska Elixer
	Letter- Frost



