





Smokeless Tobacco Use is 98% Safer
Than Smoking

* No risk for emphysema, lung cancer,
and heart disease

 Mouth cancer risk - Very low in
absolute terms*

* 22 studies over 50 years: Rodu and Cole, Oral Surgery 2002.




Smokeless Tobacco and Health:
Oral Cancer

Relative Risks
Smoking ~10
Alcohol Abuse ~4

American Smokeless Tobacco*
Chewing tobacco 1.2
Moist snuff 1.0
Powdered Dry Snuff 4.0

Incidence Rate in Long-term ST users (At RR=4):
26 per 100,000 person-years (py)**

* Over 20 epidemiologic studies, reviewed in: B Rodu, P Cole. Oral Surgery
93: 511-515, 2002.

**New England Journal of Medicine 304: 745-749, 1981.




Comparing Risks of Smokeless
Tobacco, Automobiles and Cigarettes

Annual Death Rate from:

Powdered dry snuff? 12 per 100,000 users
Automobiles? 11 per 100,000 users

Cigarettes? > 600 per 100,000 users

1. New England Journal of Medicine, 1981.
2. National Highway Traffic Safety Administration, 2009.

3. American Cancer Society data, 1999.
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Indicator light Liquid container

Uobscrew by turniog to the left
Screw by turning 1o right

Sensor detects when
smokertakes a Heater vaporises nicotine
LED lights up when
the smoker draws
onthe cigarette
BATTERY
Smoke without fire

Suck on an e-cigarette and it produces a cloud of nicotine-carrying
vapour with none of the toxic by-products of burning tobacco



Tobacco Harm Reduction:
Moving Forward

Eliminate misinformation on state government web pages:

”There are no studies available detailing what inhaling water
vapor, propylene glycol, pure nicotine...will do to human lungs,
heart or cardiovascular system.”

http://www.ndhealth.gov/tobacco/Facts/E-cigs.pdf

Don’t "equalize” taxes on smokeless tobacco with those on
cigarettes: it denies smokers affordable options

Smokers who switch save essentially as many health care
dollars as smokers who quit: state employees and Medicaid
recipients

Set insurance rates that don’t penalize smokers who switch




For More Information

¢

www.smokersonly.org

Rodutobaccotruth.blogspot.com

www.SwitchandQuitOwensboro.org




North Dakota Tobacco Prevention and Control Executive Committee
Center for Tobacco Prevention and Control Policy
4023 State Street, Suite 65 « Bismarck, ND 58503-0638
Phone 701.328.5130 « Fax 701.328.5135 « Toll Free 1.877.277.5090

Testimony
In opposition to HCR 3033
April 2, 2013
Senate Human Services Committee

Good morning, Chairman Lee and Members of the Senate Human Services Committee.

| am Nathan Marion, chair of the Tobacco Prevention and Control Advisory Committee.

| am a student at Bismarck State College and have witnessed nicotine’s grip among my
college peers. Many of these students fall into the dual use trap, where they use other
tobacco products, such as chewing tobacco and snuff, in places where smoking is not

allowed.

For these students, smokeless tobacco use is not a substitution for cigarettes, but
serves as a bridge to increasing the number of dual tobacco users within our state.
While smoke free laws encourage quit attempts, tobacco companies respond by
aggressively introducing more smokeless products to the market as a way for smokers

to fulfill their need for nicotine in places where they cannot smoke.

Do not be fooled by House Concurrent Resolution 3033. This tobacco company strategy
undermines quit attempts by smokers and leads to higher dual usage among tobacco

users. Tobacco companies are using this strategy to increase sales, not reduce harm.

Breathe

Saving lives, saving money. The voice of the people.
www.breatheND.com



HCR 3033 - Submitted written testimony
Chairman Lee and Members of the Senate Human Services Committee:

Nicotine exists in nature as an insecticide. Simply stated, itisa poison which kills insects. In veterinary
medicine, it has been used to induce respiratory arrest for the purpose of putting down large animals.

Nicotine replacement therapy, used medicinally, is listed as a pregnancy category D. It causes injury,
including genetic and epigenetic, to lab animals normally used in drug testing. The effects persist

through multiple generations.
There is no safe dose. Nicotine is perhaps the most addictive drug in use today.

Snus is a biological product containing nicotine and other chemicals. Electronic cigarettes contain huge

amounts of nicotine.

Are you willing to take responsibility to promote the release for wider use of this dangerous material
when it will inevitably expose human fetuses to nicotine?

It is associated with attention deficit disorder and increased risk of blood vessel damage as an exposed
child grows older. It has a direct impact on neurotransmitter activity, and consequently, brain
development in mammals, and very likely also in exposed fetuses.

Please exercise your own humanity. Do not promote harm reduction strategies or addictive substances
that receive tax benefits, neither which have adequate testing for what is being proposed in HCR 3033.

Thank you.

Dr.Jim Hughes

St. Alexius Heart and Lung Clinic
Bismarck, ND

701-226-0310



HCR 3033 - Harm Reduction Strategies for Mitigating Tobacco Risk
Current Recommended Guidelines and Resources for Tobacco Cessation

Chairwoman Lee and members of the Senate Human Services Committee, my name is Dr. Eric L.
Johnson. I’'m here to share some of my expertise as a physician, as someone dedicated to helping
North Dakota smokers quit, and to provide a perspective based on my own personal experiences
with nicotine and its harmful effects. [ am an Associate Professor in the department of Family and
Community Medicine at the UND School of Medicine, a physician consultant for ND Quits since
its inception in 2004, and the board president of Tobacco Free North Dakota. Ireceived training in
tobacco cessation strategies at the Mayo Clinic course. In addition, I am a former smoker and am
currently recovering from a stroke I suffered in September 2012 which, quite frankly, possibly
could have been prevented had I never put a cigarette in my mouth starting at the age of 14 and
smoked for over 25 years after that.

Basic tobacco facts on which we can, and should, all agree:
e Cigarettes are proven and widely known to cause heart disease, stroke, and a number of
cancers.
e Smokeless tobacco products, such as spit tobacco and snus, have different sets of health
problems, including oral and gastrointestinal cancers.

[This is well-established information, and you may refer to the current U.S. Surgeon General’s report, the Centers
for Disease Control website, and Mayo Clinic’s Nicotine Dependence Center website for a summary of the
decades of research in these areas."]

Some brief information on electronic - or -

e E -cigarettes, are battery-operated devices designed to look like regular tobacco cigarettes.
Here's how they work: An atomizer heats a liquid containing nicotine, turning it into a vapor
that can be inhaled and creating a vapor cloud that resembles cigarette smoke.

¢ Manufacturers claim that electronic cigarettes are a safe alternative to conventional
cigarettes. The FDA, however, doesn’t. Some e-cig manufactures have additional problems
with the FDA, including five companies in 2010 cited for manufacturing violations.

Harm reduction simply defined as “using smokeless tobacco to reduce cigarette use”,
are being proposed to “reduce the overall disease burden of tobacco”.
e A considerable amount of harm reduction “data”, such as substituting smokeless tobacco or
e-cigarettes for traditional cigarettes, comes from tobacco company funded research.
e No significant data exists proving that switching from cigarettes to smokeless tobacco
products or to e-cigarettes actually leads to cessation.

AS A RESULT, HARM REDUCTION STRATEGIES ARE NOT U.S. FDA OR U.S. PUBLIC
HEALTH SERVICE APPROVED STRATEGIES.

The FDA and U.S. Public Health Task Force have provided and medications
that are recommended cessation These guidelines include:

e A number of safe, FDA-approved smoking cessation products that are prescribed every day.
Recommendation of nicotine replacement products such as patches, gum, and lozenges
based on proven data for appropriate clients without the negative health consequences of
tobacco products. As well, prescription medications such as Chantix and Bupropion are



FDA-approved for smoking cessation. /[See “Pharmacologic Product Guide: FDA-Approved
Medications for Smoking Cessation” handout for additional information]

e Counseling, which, in North Dakota, is offered through ND Quits, a telephone and online
quit program, is a key component in successful tobacco cessation.

e Abstinence from tobacco is considered a best practice in guideline-based cessation
programs. Medically, nicotine addiction is just like addictions to alcohol and other drugs.
The cornerstone of all addiction treatment is abstinence, and that, too, is true for tobacco.
We don’t tell alcoholics to drink less or that - - be ok - a- instead of a

and we don’t advise meth addicts to drink alcoholto  off meth.

North Dakota has many private and public entities — hospitals and ND Quits, among others — that
already rely on approved and best practice medical treatments for tobacco addiction, just as they
would for the care of any medical condition®. If smokeless tobacco products and e-cigarettes
deserve to be treated as effective cessation products, the FDA will let us know. If these products
were currently proven to be safe and effective for cessation, doctors, myself included, and other

health care professionals in North Dakota, would already be using them as such.

On its face, this resolution has a nice ring to it, and I guarantee that after your recommendation is
given and this comes for a full vote of the Senate, someone will stand up on the Senate floor and say
this is a way to help people stop smoking. It’s your responsibility to carry this message and respond
with the truth.

The fact is, this resolution was submitted at the request of the tobacco industry and supported in the
House Human Services Committee by only two people — one of the resolution’s co-sponsors, who
voted AGAINST it on the House floor, and a man from Kentucky who is flying all over the country
on the tobacco industry’s dime requesting this exact same thing of other state legislatures.

In my opinion, this resolution is just a wolf in sheep’s clothing. While we absolutely support
reducing the harms of tobacco, we do so based on science. Tobacco companies have a right to sell
their products, but they shouldn’t do it under false pretenses. They want the state of North Dakota
to help market their products under this false pretense of research.

I oppose this study and ask this committee to save North Dakota taxpayers’ time and money, to trust
health care professionals and the FDA, and to give HCR 3033 a “Do Not Pass” recommendation.

Eric L. Johnson, M.D.
Grand Forks, ND
701-739-0877
dead734(@yahoo.com

Relerences
1. Surgeon General’s Reports on Smoking and Tobacco Use. (accessed February 24,2013)
2. Public Health Focus: Electronic Cigarettes. United States Food and Diug Administration. (accessed February 24,2013)
{da. “ichealthfocus/ucm{72906.htm

3. Treating Tobacco Use and Dependence. United States Public Health Service. (accessed February 24,2013)

4. Tobacco Facts. North Dakota Department of Health. (accessed February 24, 2013) T |



AN ACADEMY OF
FAMiLY PHYSICIANS

STRONG MEDICINE FOR AMERICA

PHARMACOLOGIC P... JUCT GUIDE:
FDA-APPROVED MEDICATIONS FOR SMOKING CESSATION

Nicorette!, Generic

oTC

2mg,4mg

original, cinnamon, fruit, mint, orange

Nicorette Lozenge,’
Nicorette Mini Lozenge,’
Generic
oT1C
2 mg, 4mg

mint

NicoDerm CQ?, Generic
OTC (NicoDerm CQ, generic)
Rx (generic)

7 mg, 14 mg, 21 mg
(24-hourrelease)

Nicotrol NS2

Rx

Metered spray

0.5 mg nicotine in 50 mcL
aqueous nicotine solution

" Recent (< 2 weeks) myocardial
infarction

" Serious underlying arrhythmias

" Serious or worsening angina
pectoris

® Temporomandibular joint disease
® Pregnancy? and breastfeeding
" Adolescents (<18 years)

® Recent (< 2 weeks) myocardial
infarction

® Serious underlying arrhythmias

" Serious or worsening angina
pectoris

" Pregnancy?® and breastfeeding
" Adolescents (<18 years)

" Recent (< 2 weeks) myocardial
infarction

" Serious underlying arrhythmias

® Serious or worsening angina
pectoris

" Pregnancy3 (Rx formulations,
category D) and breastfeeding

® Adolescents (<18 years)

" Recent (< 2 weeks)
myocardial infarction

® Serious underlying
arrhythmias

= Serious or worsening
angina pectoris

® Underlying chronic nasal
disorders (rhinitis, nasal
polyps, sinusitis)

® Severereactive airway
disease

" Pregnancy3 (category D)
and breastfeeding

" Adolescents (<18 years)

Nicotrol Inhaler2

Rx

10 mg cartridge

delivers 4 mg inhaled nicotine
vapor

" Recent (< 2 weeks)
myocardial infarction

® Sen'ous underlying
arrhythmias

" Serious or worsening
angina pectoris

® Bronchospastic disease

® Pregnancy? (category D)
and breastfeeding

® Adolescents (<18 years)

Zyban', Generic
Rx
150 mg sustained-release tablet

= Concomitant therapy with
medications or medical
conditions known to lower the
seizure threshold

= Severe hepatic cirrhosis

® Pregnancy?(category C) and
breastfeeding

® Adolescents (<18 years)

Warning:

" BLACK-BOXED WARNING for
neuropsychiatric symptoms*

Contraindications:

" Seizure disorder

® Concomitant bupropion
(e.g., Wellbutrin) therapy

® Current or prior diagnosis of
bulimia or anorexia nervosa

® Simultaneous abrupt
discontinuation of alcohol or
sedatives/benzodiazepines

® MAOQ inhibitor therapy in
previous 14 days

1st cigarette <30 minutes after waking:
4mg

1st cigarette >30 minutes after waking:
2mg

Weeks 1-6:

1 piece q 1-2 hours
Weeks 7-3:

1 piece q 2-4 hours
Weeks 10-12;

1 piece q 4-8 hours

Maximum, 24 pieces/day
Chew each piece slowly

Park between cheek and gum when
peppery or tingling sensation
appears (~15-30 chews)

Resume chewing when tingle fades

Repeat chew/park steps until most
of the nicotine is gone (tingle does
not retum; generally 30 min)

Park in different areas of mouth

No food or beverages 15 minutes
before or during use

® Duration: up to 12 weeks

1st cigarette <30 minutes after waking:

4mg
1st cigarefte >30 minutes after waking:
2mg

Weeks 1-6:

1 lozenge q 1-2 hours
Weeks 7-9:

1 lozenge q 2-4 hours
Weeks 10-12:

1 lozenge q 4-8 hours

Maximum, 20 lozenges/day

Allow to dissolve slowly (20-30
minutes forstandard; 10 minutes
for mini)

Nicotine release may cause a
warm, tingling sensation

® Do not chew or swallow

Occasionally rotate to different
areas of the mouth

No food or beverages 15 minutes
before or during use

Duration: up to 12 weeks

>10
21 mg/day x 4 weeks (generic)
6 weeks (NicoDerm
CQ)
14 mg/day x 2 weeks
7 mg/day x 2 weeks

<10
14 mg/day x 6 weeks
7 mg/day x 2 weeks

" May wear patch for 16 hours if
patientexperiences sleep
disturbances (remove at
bedtime)

= Duration: 8-10 weeks

1-2 doseshour

(8-40 doses/day)

One dose = 2 sprays(one in
each nostril); each spray
delivers 0.5 mg of nicotine to
the nasal mucosa

= Maximum
- 5doseshour or
- 40 doses/day

® For bestresults, initially use
at least 8 doses/day

® Do not sniff, swallow, or
inhale through the nose as
the spray is being
administered

® Duration: 3-6 months

6-16 cartridges/day
Individualize dosing; initially
use 1 cartridge q 1-2 hours

® Best effects with continuous
puffing for 20 minutes

® |nitially use at least 6
cartridges/day

" Nicotine in cartridge is
depleted after 20 minutes of
active puffing

" Inhale into back of throat or
puffin short breaths

® Do NOT inhale into the
lungs (like a cigarette) but
“puff” as if lighting a pipe

® Open cartridge retains
potency for 24 hours

" Nofoodorbeverages 15
minutes before or during
use

® Duration: 3-6 months

150 mg po @ AM x 3 days, then
150 mg po bid

= Do not exceed 300 mg/day

" Begin therapy 1-2 weeks
prior to quit date

 Allow at least 8 hours
between doses

® Avoid bedtime dosing to
minimize insomnia

® Dose tapering is not
necessary

" Can be used safely with NRT

® Duyration: 7-12 weeks, with
maintenance up to 6 months
in selected patients

® Severe renal impairment
(dosage adjustment is
necessary)

® Pregnancy3 (category C) and
breastfeeding

" Adolescents (<18 years)

Warnings:

® BLACK-BOXED WARNING for
neuropsychiatric symptoms?*

® Cardiovascular adverse
events in patients with
existing cardiovascular
disease

Days 1-3:

05 mg poqAM
Days 4-7:

05 mg po bid
Weeks 2-12:

1 mg po bid

= Begin therapy 1 week prior
to quit date; altematively, the
patient can begin therapy
and then quit smoking
between days 8-35of
treatment

Take dose after eating and
with a full glass of water
Dose tapering is not
necessary

Dosing adjustment is
necessary for patients with
severe renal impairment
Duration: 12 weeks; an
additional 12-week course
may be used in selected
patients




" Nausea ® | ocal skin reactions = Nasal and/or throat = Mouth and/or throat " [nsomnia = Nausea

= Hicoups = Hiccups (erythema, pruritus, burming) irritation (hot, peppery, or irritation ®= Dry mouth = Sleep disturbances
= Dyspepsia = Cough ® Headache buming sensation) = Cough ® Nervousness/difficulty (insomnia, abnormalivivid
= Hypersalivation = Heartbum * Sleep disturbances (insomnia, | ® Rhinitis = Headache concentrating dreams)
= Effects associated with incorect | = Headache abnormal/vivid dreams); * Tearing = Rhinitis = Rash ®= Constipation

chewing technique: ® Flatulence associated with noctumal = Sneezing = Dyspepsia = Constipation ® Flatulence

- Lightheadedness * |nsomnia nigotine ghaaentien ® Cough = Hiccups ® Seizures (risk is 0.1%) ® Vomiting

- Nausea/vomiting ® Headache = Neuropsychiatric symptoms | ® Neuropsychiatric symptoms

— Throat and mouth irritation

(rare; see PRECAUTIONS)

= Might satisfy oral cravings

= Might satisfy oral cravings

= Provides consistent nicotine

Patients can titrate

= Patients can titrate

Easy to use; oral

(rare; see PRECAUTIONS)

® Easy to use; oral

= Might delay weight gain = Might delay weight gain levels over 24 hours therapy to rapidly manage therapy to manage formulation might be formulation might be
= Patients can titrate therapy to ® Easy to use and conceal ® Easy to use and conceal withdrawal symptoms withdrawal symptoms associated with fewer associated with fewer
manage withdrawal symptoms = Patients can fitrate therapy to = Once daily dosing associated * Mimics hand-to-mouth comphance pro'blems. compliance problems.
® Variety of flavors are available manage withdrawal symptoms with fewer compliance ritual of smok{ng (could = Might delay weight gain C Ofqu anew _med\amsm of
= Variety of flavors are available problems a!so be perceived as a = Can be used with NRT action f_or patients who
disadvantage) = Might be beneficial in have failed other agents

patients with depression

= Need for frequent dosing can = Need for frequent dosing can = Patients cannot titrate the = Need for frequent dosing = Need for frequent dosing = Seizure risk is increased = May induce nausea in up to
compromise compliance compromise compliance dose to acutely manage can compromise can compromise s Several contraindications one third of patients
= Might be problematic for patients ' ® Gastrointestinal side effects withdrawal symptoms compliance compliance and precautions preclude = Patients should be
with significant dental work (nausea, hiccups, heartbum) = Allergic reactions to adhesive = Nasalfhroat imtation may ~ ® Initial throat or mouth use in some patients (see monitored for potential
= Patients must use proper chewing might be bothersome might occur be bothersome irritation can be PRECAUTIONS) neuropsychiatric
technique to minimize adverse = Patients with dermatologic = Patients must wait 5 bothersome ® Patients should be symptoms* (see
effects conditions should not use the minutes before drivingor = Cartridges should not be monitored for potential PRECAUTIONS)
= Gum chewing may not be socially patch operating heavy stored in very warm neuropsychiatric
acceptable machinery conditions or used in very symptoms* (see
s Patients with chronic cold conditions PRECAUTIONS)
nasal disorders or severe ™ Patients with underlying
reactive airway disease bronchospastic disease
should not use the spray must use with caution
2mg or 4 mg: $2.25-$4.41 2mgor 4 mg: $2.61-$4.95 $1.87-$3.52 $4.43 $7.68 $3.62-$7.46 $5.38-$6.20
(9 pieces) (9 pieces) (1 patch) (8 doses) (6 cartridges) (2 tablets) (2 tablets)

@ o -

5

Marketed by GlaxoSmithKline.

Marketed by Pfizer.

The U.S. Clinical Practice Guideline states that pregnant smokers should be encouraged to quit without medication based on insufficient evidence of effectiveness and theoretical concerns with safety.
Pregnant smokers should be offered behavioratl counseling interventions that exceed minimal advice to quit.

In July 2009, the FDA mandated that the prescribing information for all bupropion- and varenicline-containing products include a black-boxed warning highlighting the risk of serious neuropsychiatric
symptoms, including changes in behavior, hostility, agitation, depressed mood, suicidal thoughts and behavior, and attempted suicide. Clinicians should advise patients to stop taking varenicline or
bupropion SR and contact a healthcare provider immediately if they experience agitation, depressed mood, and any changes in behavior that are not typical of nicotine withdrawal, or if they experience
suicidal thoughts or behavior. If treatment is stopped due to neuropsychiatric symptoms, patients should be monitored until the symptoms resolve.

Average wholesale price from Medi-Span Electronic Drug File. Indianapolis, IN: Wolters Kluwer Heaith, July 2011.

Abbreviations: MAO, monoamine oxidase; NRT, nicotine replacement therapy; OTC, over-the-counter (non-prescription product); Rx, prescription product.

For complete prescribing information, please refer to the manufacturers’ package inserts.

Rx for Change: Clinician-Assisted Tobacco Cessation. Copyright © 1999-2011 The Regents of the University of California. All rights reserved. Updated
September 24, 2011. Reprinted with permission.

AS K AND ACT

ATOBACCO CESSATION PROGRAM
www.askande~’



HCR 3033
Senate Human Services Committee Hearing
4-2-2013

Good morning, Chairwoman Lee and members of the Senate Human Services Committee. My
name is Jacob Sommerfeld, and | am a senior at Century High School here in Bismarck. | am a
member of the SADD, Students Against Destructive Decisions, and I’'m here with three fellow

SADD members Amanda Jordan, Jessica Paul and Amber Jordan, as well as our SADD Advisor,

Mrs. Laurie Foerderer.

We are here to provide a young person’s thoughts and to show you the faces of the people you
will affect and INFLUENCE with the decision you make on this resolution.

We have been taught from a young age about the harms of using tobacco and the effects it
would have on our health if we started. We all agreed that we’ve probably been taught the
most about cigarettes, the science proving what’s in them, and why they’re so bad for us. We
have also been taught about smokeless tobacco, or chew. And because these two specific
products have become fairly widely known, we know that education is working for prevention
and hope that continues.

But now the tobacco industry is coming out with new products because we’re catching on to
their old ones, and they’re continuing to advertise to and target our friends and classmates by
spending millions of dollars a day telling us how cool and safe these new products are. And
now we’ve learned that the tobacco industry is sending people up to our state to ask you, our
legislators, to tell us how safe they are too.

One of the newest products released by the tobacco industry are electronic cigarettes. These
can be bought right across the street from Century High at the gas station where we buy pop,
TCBY and Happy Joe’s Pizza. Celebrities are endorsing them as a “cool new product” even
though studies by the FDA haven’t even been completed yet, so we don’t even know what is in
them. How can anyone, with a straight face, claim these are “safer” than other products when
the FDA hasn’t even finished studying them?

While we pass a couple examples of e-cigarettes around for you to see, let me read you the
labels from both an e-cigarette and from a can of chew:

From South Beach Smoke, an e-cigarette: “South Beach Smoke products are not smoking
cessation products and have not been tested as such. The U.S. FDA has not approved these
products for any use and they are not intended to diagnose, cure, mitigate, treat, or prevent any
disorder, disease, or physical or mental condition. South Beach Smoke products contain
nicotine, a chemical known... to cause birth defects or other reproductive harm. Nicotine is
addictive and habit forming, and it is very toxic by inhalation... Physical effects of nicotine may
include increased heart rate and accelerated blood pressure.”



And from a can of Wintergreen Copenhagen: “WARNING: This product can cause mouth
cancer.” And, “WARNING: This product is not a safe alternative to cigarettes.”

Our point is simple. This is a bad road to go down. | know they’re just asking for a “study”, but
a study legitimizes the idea. Would you feel comfortable telling us, or your children or
grandchildren, to just use chew or smoke e-cigarettes instead of regular cigarettes? If you pass
this, that’s the message we feel you are sending us.

We are members of SADD because we want to discourage our friends from making destructive
decisions. We are here today to discourage you from endorsing a destructive decision.

Thank you. We appreciate the chance to be here today and will try to answer any questions.

Jacob Sommerfeld, Jessica Paul, Amber Jordan and Amanda Jordan
Century High School SADD students
Bismarck, ND
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Smokeless tobacco products, including snus and dissolvables such | 6 tobacco industry has marketed
as strips, orbs, and sticks, are part of a new series of emerging
tobacco products currently being promoted by the tobacco
industry as less harmful, more convenient, and more socially
acceptable alternatives to traditional cigarettes. However, there is
no scientific evidence that smokeless tobacco products are safe
and the use of smokeless tobacco products is not considered a encouraging dual use (the use of two
safe substitute for, or an effective means of, quitting tobacco use or more tobacco products) and

altogether. reducing the incentive to quit.

a new generation of smokeless
tobacco products as a temporary
way to deal with increasing
cigarette taxes and smoke-free
policies in public places, thus

The Emergence of Smokeless Tobacco Products

e Between 1965 and 2004, cigarette smoking among American adults declined by half, from 42% to 21%. Since 2004,
the smoking prevalence has continued to decline, but at a much slower rate.*

e In 2010, the percentage of Americans whosmoke cigarettes fell below 20% for the first time since just after World
War 1.2

e Cigarette and tobacco manufacturers recognize that a rise in indoor smoking restrictions, smoking-related health
concerns, taxes on cigarettes, and reduced social acceptability of smoking hasled to a reduction in smoking rates.®

e Since 2005, major cigarette manufacturers have, either through partnership or acquisition, moved into the smokeless
tobaccobusiness. Smokeless tobacco products introduce both smokers and non-smokers tonew products for use in
situations where smoking is restricted, while also providing a means for the tobacco industry to recapture revenue
lost as a result of the decline in cigarette smoking.*

e Smokeless tobacco products include moist snuff, chewing tobacco, snus (a “spitless, moist powder tobacco pouch),
dissolvables (Orbs, Strips, and Sticks), and a variety of other tobacco-containing products that are not smoked.”

Health Risks

Although more research is needed to determine the full scale ofhealth effects from smokeless tobacco products,
several risks are currently documented. To date, use of smokeless tobacco has been shown to cause:*”®

e Cancer of the mouth, pancreas, and esophagus

e DPrecancerous mouth lesions

e Dental problems including gum recession, dental carries, and bone loss around the teeth.
e Nicotine addiction

Harm Reduction

Despite the risks, smokeless tobacco products are promoted by the tobacco industry as providing harm
reduction, or as an alternative to the abstinence of risky behavior.” Although the tobacco industry, which has
been convicted under federal racketeering laws for decades of conspiracy to deceive the public, touts these new
products as “reduced harm” or “reduced or modified risk”, and indeed not all tobacco products are equally
harmful, there is no such thing as a safe tobacco product.

The tobacco industry survives and profits greatly from selling a highly addictive product that causes diseases,
which lead to a staggering number of deaths each year, an immeasurable amount of human suffering and
2conomiic loss, and a profound burden on our national healthcare system. In 2010, the combined profits of the
six leading tobacco companies was $35.1 billion, equal to the combined profits of Coca-Cola, Microsoft, and




Laboratory analysis by the University of Minnesota
revealed the presence of both toxicants and carcinogensin
several brands of snus."

Chemical analysis by Indiana University — Purdue
University Indianapolis scientists found that dissolvable
tobacco contains nicotine and a variety of flavoring
ingredients, sweeteners, binders, and humectants. Of the
flavor compounds identified, ethyl citrate is acutely toxic
with oral dosing; cinnamealdehyde is an oral irritant and
may increase the risk of gum and mouth disease, and
coumarin, which has been banned as a flavoring agentin
food for decades, is a liver and kidney toxicant.'
Carcinogenic tobacco-specific N-nitrosamines (TSNAs)
have been found in smokeless tobacco products.™®

To date, none of the products produced by the tobacco
industry arerecognized by the FDA as either a harm
reduction or smoking cessation tool.

Marketingand Use

In 2006, the year that R] Reynolds and Philip Morris USA
began test-marketing their own smokeless tobacco products,
spending on advertising and promotions for smokeless
tobacco products was $354.1 million. Just two years later, in
2008, that figure rose 50%, to $537.9 million." At the same
time, cigarette advertising decreased from $12.49 billion in
2006 to $9.94 billion in 2008," signaling a distinct shiftin
focus within the tobacco industry.

Dual use of cigarettes and smokeless tobacco products is of
particular concern for public health and of particular interest
to the tobacco industry. *® Dual use of cigarettes and
smokeless tobacco products supports revenue streams for
tobacco companies while also supplying multiple avenues for
nicotine distribution, thus supporting nicotine addiction and,
ultimately, continued use of the industry’s products."”

Many traditional smokeless tobacco users are dual users of cigarettes and smokeless tobacco.

McDonald’s in the same year."* However, in order to make these profits, the industry misrepresents and
deceives the American public.

Case Indiana
In 2006, Philip Morris, USA, announced the test
marketing of Toboka, a new, “spitless”,
smokeless tobacco product, in Indianapolis, IN.
Between August 2006 and March 2008, Toboka
was heavily promoted throughout Indianapolis,
widely available, and heavily marketed with
signage offering two-for-one deals and the
proclamation that Toboka was a safer, more
convenient alternative to traditional cigarettes.
However, little research existed then, or now,
on the safety of Toboka and other similar
products, thus leaving a majority of Toboka
advertising claims unsubstantiated.

Flashing forward six years, and prompted by
the tobacco industry, in 2012 the Indiana
General Assembly introduced a bill (H.R. 0059)
that would create an interim study committee
to consider tobacco harm reduction strategies
as a strategy for reducing smoking-attributable
death and disease. Tobacco industry lobbyists
and their allies made lavish presentations to
legislators about the benefits of encouraging
the use of smokeless tobacco and other tobacco
products that they call “reduced harm”.

However, there is a substantial body of
objective scientific evidence demonstrating
that the three most effective strategies for
reducing the death and disease resulting from
all tobacco products include:

1) Increasing the price of all tobacco products
through regular, significant tax increases;

2) Implementing 100% smoke-free laws in all
workplaces, restaurants, and bars; and

3) Fully funding comprehensive state tobacco
prevention and cessation programs. These
three proven strategies must be considered
before the utilization of tobacco products is
promoted.
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Use of smokeless tobacco products by persons aged 12 or older has increased by more than 51% since 2003.”

While cigarette smoking among youth ages 12-17 declined more than 50 percent between 2002 and 2010, the use

of smokeless tobacco products among youth increased 15 percent during that same time period.??
According to the 2012 Surgeon General’s report, Preventing Tobacco Use Among Youth and Young Adults,
concurrent use of multiple types of tobacco products is common among teen tobacco users. Among high school




students who use tobacco, nearly one-third of females and more than one-half of males report using more than one
type of tobacco product in the last 30 days.**

e A 2009 studydrawn from four nationally representative surveys in the U.S. demonstrated that occasional
smokeless tobacco users are more likely to be current daily smokers than any other group, illustrating a pattern of
tobacco use that may representa partial substitution of smoking but a prolonging of dependence on tobacco
products.*

e A content analysis of Camel snus advertisements found frequent tie-in cigarette promotions or references to the
benefits of using snus relative to cigarettes.®

e Ananalysis of receptivity to Toboka and Camel snus in the Indiana test market one year after product
introduction demonstrated a substantial initial interestin the new products among male smokers, especially those
who received promotional mailings from tobacco companies, which often included coupons for free and
discounted products.®®

e A review of more than eight million internal tobacco industry documents demonstrated that tobacco
manufacturers, including cigarette and smokeless tobacco companies, develop products designed to augment
cigarette use when smoking is not possible, develop new smokeless tobacco products to exploit smokers and target
smokers who would otherwise quit, and attempt to deter quitting by developing products that appear to be less
addictive and more socially acceptable.”’**

e  Smokers who use smokeless tobacco products as a supplemental source of nicotine to postpone or avoid quitting
smoking may increase rather than decrease their risk oflung cancer.”

ACS CAN's Current Views and Recommendations

ACS CAN and the Society support enacting evidence-based, comprehensive tobacco control policies that extend
2qually toall tobacco products, without any loopholes or exemptions. Specifically, we recommend:

e Eliminating price discrepancies between cigarettes and other tobacco products (OTPs) by increasing the tax on a
package of OTPs to an equivalent percentage of the manufacturer’s price as the tax on cigarettes.

e Ensuring that the definition of “tobacco product” in new laws is sufficiently broad toinclude all types of tobacco
products, including dissolvable tobacco products and e-cigarettes. ACS CAN and the Society do not support
exempting any type of smoked or smokeless tobacco product from smoke-free and tobacco-free laws and policies,
tobacco tax increases, or tobacco sales or marketing restrictions.

e Fully funding, promoting, and providing access to all FDA-approved cessation medications.

e  While the federal law giving the Food and Drug Administration (FDA) the authority to regulate tobacco products
provides a number of restrictions on the manufacturing, marketing, labeling, distribution and sale of tobacco
products, it also allows states to further restrict or regulate the time, place and manner (but not the content) of
tobacco productadvertising or promotions. While some of the regulations in the FDA law apply only to cigarettes,
including restrictions on flavored cigarettes and minimum pack size requirements, ACS CAN and the Society
support extending appropriate restrictions to all tobacco products.

e Funding and support for increased objective and independent research on OTPs, including evaluation and
surveillance of health risks.

e Questions about smokeless tobacco products and their use should be included on national and state-level surveys,
particularly those targeting youth and young adults, in order to obtain information about the prevalence and
patterns of smokeless tobacco product use. Such information can be used to improve tobacco prevention and

cessation initiatives.
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Tobacco kills nearly half a million Americans every year and is responsible for nearly one-third
of all cancers. The American Cancer Society Cancer Action Network is committed to reducing
tobacco use in all its forms because we know it will ease the burden of cancer in North Dakota
and throughout the rest of the country. We are supportive of any genuine efforts to help cigarette
smokers quit their deadly addiction; however, smokeless tobacco products are neither a safe
substitute for cigarettes, nor an effective method of quitting smoking. We urge the Senate
Human Services Committee to reject HCR 3033.

There is no need for this study, since both the U.S. Surgeon General and the U.S. Public Health
Service, credible, non-conflicted sources, have already studied these products and determined
that, at this time, the available reduced harm products do not provide a path to quitting.

In fact, HCR 3033 would circumvent the effects of the Family Smoking Prevention and Tobacco
Control Act, the historic legislation passed by Congress in 2009 that finally gave the Food and
Drug Administration the authority to regulate the manufacture, sale, and marketing of tobacco
products. In March 2012, the FDA issued strong draft guidelines requiring tobacco companies to
provide scientific proof to support any claims that their products reduce harm to the public,
including existing and potential consumers.

To further support your rejection of HCR 3033, we ask you to consider the following:

e Smokeless tobacco is not a safe . Smokeless tobacco products contain as many
as 28 known carcinogens and 3-4 times as much nicotine as cigarettes. Smokeless
tobacco has also been linked to esophageal and pancreatic cancer, as well as leukoplakia
(white sores in the mouth that can lead to cancer), gum disease, and bone loss around the
teeth.

e There is no evidence that smokeless tobacco K smokers The 2008
Update of the U.S. Public Health Service Clinical Practice Guidelines regarding tobacco
cessation concluded, “the use of smokeless tobacco products is not a safe alternative to
smoking, nor is there evidence to suggest that it is effective in helping smokers quit.” In




addition, a 2009 study found that it was more likely for American smokeless tobacco
users to switch to cigarettes than for smokers to switch to smokeless.

¢ Smokeless tobacco _a to_tobacco i ) kids.
Unlike cigarettes, smokeless tobacco is permitted to be sold in flavors such as cherry,

grape, peach, and cinnamon. Use of these candy-like flavors alone makes it more likely
kids will take up a deadly nicotine addiction. If kids are also getting the message that
smokeless products are “not as bad” as cigarettes, the likelihood of beginning tobacco use
only increases.

e There arc - —~—-—---=_methods to reduce - _ Studies show the most

effective means to keep kids from taking up smoking and to encourage current smokers
to quit is to increase tobacco taxes, provide adequate funding for evidence-based
prevention and cessation programs, and pass comprehensive smoke-free laws.

FFor these reasons, we urge you to reject HCR 3033. Thank you for your time and considerations.
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Good afternoon Chairman Lee and members of the Senate Human Services Committee.
For the record, | am June Herman, Regional Vice President of Advocacy for the American

Heart Association. | ask for your Do Not Pass recommendation on HCR 3033.

As the bill title states*, Legislative Management is being asked to take on the work typically
provided by the FDA for medical product review and by national science review groups for
medical treatment recommendations. For the state to undertake a tobacco use statement
and medical advisory role without sufficient product review and vetting by medical science
and treatment advisory groups could place the state in a position of significant liability.
Such statements of reduced harm have not worked for the tobacco industry in the past,

with significant liability court costs and settlement dollars.

HCR 3033, the reduced tobacco harm study resolution goes far beyond studying how to
implement consensus, science based medical treatments, and for that reason, should
receive your Do Not Pass recommendation to the full Senate. This scope is beyond the
typical legislative study review, and is a direction the state of North Dakota should not
travel. Systems exist through which scientific bodies review promising medical treatments,
and make recommendations for treatment standards. Practice guidelines are clinical
documents of high methodological rigor, which facilitate evidence-based decision making.
They reflect a consensus of expert opinion after a thorough review of the available, current
scientific evidence and are intended to improve patient care. Appropriately constructed
practice guidelines intend to minimize harm, reduce inappropriate practice variations, and

assist in producing optimal health outcomes for patients. Give HCR 3033 a Do Not Pass.

*A concurrent resolution directing the Legislative Management to study opportunities to reduce the
risk of death and disease among smokers who will not quit smoking, by considering tobacco harm
reduction strategies that encourage smokers to switch from cigarettes to less risky tobacco
products and by accurately informing the public of the health risks posed by smokeless tobacco
products, vapor products, and tobacco-derived products relative to cigarettes.
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1. Overview of Methodology

1.1. Importance of ACCF/AHA Guidelines

The Institute of Medicine defines clinical practice guidelines as “systematically developed
statements to assist practitioner and patient decisions about appropriate healthcare for specific
clinical circumstances.” (1990) Evidence-based medicine is a coherent approach to clinical
decision making. The Institute of Medicine defines evidence-based medicine as the “integration
of best researched evidence and clinical expertise with patient values.” (Institute of Medicine
(2001). Crossing the quality chasm. A new health system for the 21st century. Washington, DC:
National Academies Press).Well-developed guidelines have the potential to enhance the
appropriateness of clinical practice, improve the quality of cardiovascular care, lead to better

patient outcomes, improve cost effectiveness, and identify areas of further research needs.

The creation of clinical practice guidelines has been a joint activity betwcen the American
College of Cardiology Foundation (ACCF) and the American Heart Association (AHA) since the
1980s. Practice guidelines are clinical documents of high methodological rigor, which facilitate
evidence-based decision making and incorporate group values and patient preferences. The
development of these guidelines is intended to be evidence-based, transparent, and systematic.
Guidelines advance the missions of both organizations by providing clinical recommendations to

healthcare providers for the purpose of improving cardiovascular health.

ACCF/AHA Guidelines are intended to assist healthcare providers in clinical decision making by
describing a range of generally acceptable approaches for the diagnosis, management, or
prevention of specific diseases or conditions. These guidelines attempt to define practices that
meet the needs of most patients in most circumstances. They reflect a consensus of expert
opinion after a thorough review of the available, current scientific evidence and are intended to
improve patient care. These guidelines may be used as the basis for regulatory/payer decision

making; however, the ultimate goal is quality of care and serving the patient’s best interests. The



final judgment regarding the care of a particular patient must be made by the healthcare provider

and patient in light of circumstances specific to that patient.

Appropriately constructed practice guidelines intend to minimize harm, reduce inappropriate
practice variations, and assist in producing optimal health outcomes for patients. Patient centric

guidelines will be a keystone of patient-centered care.

The following nonexhaustive list includes important common uses of ACCF/AHA Practice

Guidelines:

e Improve patient outcomes

e Synthesis of latest clinical research

e Determine whether practice follows the current evidence-based recommendations
e Reduce practice variation

e Influence policy

e Promote efficient resource usage

o Identify gaps in the evidence base

e Serve as a basis for development of Performance Measures and Appropriate Use Criteria

1.2. Purpose and Scope of the Manual

To continue as a leader in the field of clinical practice guidelines, the ACCF/AHA Task Force on
Practice Guidelines (Task Force) has overseen the creation of this manual to assist guideline
writing committees in navigating guideline development. This manual is intended to assist
guideline authors with crafting recommendations that will influence care or assess performance
and/or quality. The recommendations can then be translated into action or activity that can be

implemented and measured.

The bulk of this manual consists of tools to assist guideline writers in interpreting and applying
the methodology. A flowchart highlighting the key steps in the development of evidence-based

guidelines (Figure 1) serves as the basis for organizing the manual. Section 8 describes general



operating procedures that are integral to the guideline development process. These include
relationships with industry and other entities (RWTI), confidentiality agreement, copyright

assignment and license agreement and the ACCF/AHA editorial response policy.

The Task Force understands the challenges in applying a uniform methodology to guidelines that
represent diverse diseases, conditions, diagnostics, and interventions. In all cases, writing
committee members should familiarize themselves thoroughly with the manual, as these policies
and standards provide the framework for guideline development. However, if warranted, the

Task Force may allow exceptions to the written policies.





