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Three Levels of Tobacco
Interventions
e Minimal Intervention

e Brief Intervention
e |ntensive Intervention




Brief Interventions

e 3-10 minutes

« Use 5 A Model when counseling:
« Askifthey use tobacco
 Advise to quit
« Assess willingness to make quit attempt
e Assistin making quit attempt
 Arrange for follow up contact

 Pharmacotherapy
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Intensive Interventions

e 4 or more visits with total contact time
greater than (>) 40 minutes

e More effective than brief intervention
« Multiple providers

 Motivational Interviewing, problem
solving, social support, coping skills

 Pharmacotherapy
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ASK:

 Ask EVERY patient at EVERY visit about
tobacco use and exposure and document

Ask and Advise

Implement a system to identify
users in your healthcare setting.

status.
Keep it simple such as, “Have you ever used

commercial tobacco?”

ADVISE:

 Your patient in a clear, strong, personalized

all tobacco

manner to stop using commercial tobacco.
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Assist and Arrange Follow Up

If your patient is NOT READY to quit now:
e conduct a Brief Motivational Intervention
e provide information for the patient
e repeat the message at each encounter

 |f your patient is READY to QUIT now:
e conduct a Brief Cessation Intervention
* help the patient develop a Quit Plan
« refer the patient for counseling and follow up
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Assist and Arrange
If Patient Is Not Ready to Quit

Provide a brief Motivational Intervention
utilizing the “5 R’s”:

 Relevant Information

 Risks of Continued Tobacco Use

e Rewards of Cessation

« Roadblocks to Quitting

« Repeat the Message at Each Visit
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Assist and Arrange
If Patient Is Ready to Quit

Develop a Quit Plan:

e Set a Quit Date

* Provide Intra-Treatment and help
patient obtain Extra-Treatment
Social Support

* Provide Practical Counseling
(problem-solving and anticipate
challenges)

e Recommend use of Cessation
Medication if no contraindications

o Offer Self-Help Materials
 Refer to Intensive Services
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Does patient now
use tobacco?
YES See Chapter 2 N
Is patient now Did patient once
willing to quit? use tobacco!

YES / \ MO YES \ NO

Provide appropriate
tobacco dependence Promote mothvation

Prevent relapse®

treatments o quit Encourage continued
abstinence
See Chapters 3A See Chapter 3B See Chapter 3C
and 4

*Relapse prevention intervertions are not necessary in the case of the adult who has not used tobacoo for many years.
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Efficacy of Physician’s Advice

Compared to no advice:

e Physician’s advice to quit of three minutes or
less increased quit rates 30%.

PHS 2008, pg 84




Healthcare Professional
Advice Matters

Patients report that physician advice Is the
single most important motivating factor.

PHS 2008, pg 87




Efficacy

of Healthcare Professional

(HCP) Interventions
Compared to no provider:

e Self He
e Other

p Increased quit rates 10%
CP (e.g., nurse, dentist, counselor,

psycho

ogist, pharmacist, health educator)

iIncreased quit rates 70%.
e Physician increased quit rates 120%.

PHS 2008, pg 88




Efficacy of Healthcare Professional
(HCP) Interventions (cont.)

Cessation Rates by Number of Healthcare
Providers

Compared to No Provider:
e 1 HCP=increased 80%
e 2 HCP=increased 150%
e Three or more=increased 140%

PHS 2008. pg 88
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“Three Link Chain” of Nicotine
Dependence

Biological

Socio-cultural

Boad
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Nicotine Dependence

Nicotine was classified as an
addictive drug by the FDA in 1994.

Most regular tobacco users are

addicted to nicotine.

The dependence-producing
properties of nicotine are believed to
be mediated by nicotinic
acetylcholine receptor located in the
ventral tegmental area (VTA) of the
brain.
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Nicotine Receptors, Tolerance,
Withdrawal, and Craving

 Tolerance typically develops after longer-term
nicotine use.

A drop in nicotine level, in combination with up-
regulation and decreased sensitivity of nicotinic
receptors, can result in withdrawal symptoms
and cravings.

 Nicotine withdrawal symptoms include
depressed mood, insomnia, irritability, frustration,
anger, anxiety, difficulty concentrating,
restlessness, decreased heart rate, increased
appetite and weight gain.
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Socio-Cultural Factors

e Traditional tobacco plays
an important role in Native
American society.

 When discussing
commercial tobacco use
with patients, be aware of
educational differences,
family relations, learning
styles, age, language,
religious beliefs, and
cultural norms.
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Psychological Factors

* Reinforced conditioned drug-
taking behavior, not only
physical dependence, is central
to the concept of addiction.

e ASs nicotine dependence
develops, tobacco use Is
perpetuated by a corresponding
set of emotions and behaviors.

 People use nicotine for mood
regulation, stress management,
weight control, and improved
concentration.




Types of Counseling and

Behavioral Therapy

Practical Counseling
(problem solving skills/skills training/stress
management)

Intra-treatment support
(support from the clinician)

Extra-treatment support
(support from the smoker’s environment)

Aversive smoking procedures
(rapid smoking, rapid puffing, other exposure)

PHS 2008 pg 96
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Types of Counseling and

Behavioral Therapies

Compared to no treatment:

e Social support during direct contact with a
clinician increased quit rates 30%.

e Social support outside of treatment increased
guit rates 50%

 Problem solving/skills training increased quit
rates 50%.

e Aversive Smoking increased quit rates 70%.
e Rapid Smoking increased quit rates 100%
PHS 2008, pg 97
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Types of Counseling and
Behavioral Therapies (cont.)

Compared to no treatment:
 Negative affect increased quit rates 20%
* Cigarette fading increased quit rates 10%
 Relaxation/breathing increased quit rates 0%
e Contingency contracting increased quit rates
0%

 Weight/diet increased quit rates 0%
PHS 2008. pg 97




Intensity of Treatment by
Healthcare Professionals

Compared to no contact:

 Minimal contact (less than (<) 3 minutes)
Increased quit rates 30%.

e Low Intensity counseling (3-10 minutes)
Increased quit rates 60%.

e Higher Intensity counseling (greater than (>)

10 minutes) increased quit rates 130%.
PHS 2008, pg 84
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Duration of Treatment

Total contact time and increased quit rates
e 1 -3 minutes 40%
e 4 -30 minutes 90%.
e 31 -90 minutes 200%
e 91 - 300 minutes 220%

o Greater than (>) 300 minutes 180%
PHS 2008, pg 85




Number of Treatment Sessions

Compared to one or fewer sessions:
e 2 - 3sessions increased quit rates 40%.
e 4 - 8 sessions increased quit rates 90%.

 More than 8 sessions only increased quit
rates 130%.

PHS 2008, pg 86




Formats for Behavioral Treatment
with Documented Success*

o Self-help

 Telephone and other distance counseling
* |Individual counseling

 Group counseling

*Outcomes are related to intensity, frequency and duration of
treatment.
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Cessation Rates Associated with
Formats of Behavioral Therapy

* No intervention 10.8%
o Self-help 12.3%
* Proactive telephone counseling 13.1%
* Individual counseling 16.8%
 Group counseling 13.9%

PHS 2008, pg 90




Medication and Counseling

« Compared to Medication alone (21.7%)

e Medication plus counseling = 27.6% (40%
Increase)

« Compared to Counseling alone (14.6%)

e Medication plus counseling = 22.1% (70%
Increase)

PHS 2008, pg 102-103
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Relapse Prevention

Quitting Is a process.
Whether this is your first time to quit or fifth,

give yourself the permission to go back to
your doctor, pharmacist, or counselor

If you need to try and quit again.




Motivational Strategies

e The Five R’s to enhance motivation — for
patients unwilling to quit at this time:

 Relevance: Tailor advice and discussion to
each patient. (e.g. cough, asthma, child’s ear
Infections)

e Risks: Outline risks of continued smoking.
 Rewards: Outline benefits of quitting.
 Roadblocks: Draw on previous quit attempts.

 Repetition: Reinforce motivational message at
every Visit.
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Relevance

 Make the information relevant to the patient’s
situation.

e A client who complains of chronic cough should
be told that it may be related to smoking and may
resolve if he or she quits.

« A smoker who complains that her children have
frequent ear infections should be told that her
smoking may be contributing to her children’s
llIness.
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Risks

o Ask the patient to identify potential
negative consequences of using tobacco.

e Suggest and highlight those risks that
seem most relevant to the patient.




Risks (cont.)

Short-Term Risks:

e Stained teeth, halitosis, exacerbation of
asthma, impotence, infertility

Long-Term RIskS:

 Heart attacks and strokes, lung and other
cancers

e Chronic bronchitis and emphysema




Risks (cont.)

Environmental Risks:

* Increased risk of lung cancer in spouse and
children

e Increased risk for children
« Asthma and respiratory infection
o Otitis media

* Higher rates of tobacco use in children of smokers
as compared to children of non-smokers
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Rewards

o Ask the patient to identify potential
benefits of quitting tobacco.

 Suggest and highlight those benefits that
seem most relevant to the patient.




Rewards (cont.)

e |Improved health

 Food will taste better

e |mproved sense of smell

e Save money

 Feel better about yourself

« Home, car, and breath will smell better




Quit Smoking And...

20 Minutes Later:

Your pulse rate and blood pressure drop to the levels they were before you started smoking.

10 Hours Later:

The levels of oxygen and carbon dioxide in your blood return to normal.

3 Days Later:

Your lung capacity begins to increase.

4 Years Later:

You will reduce your risk of heart attack to that of a nonsmoker.

10 Years Later:

You will reduce your chances of dying of lung cancer to that of a nonsmoker.

“Give Yourself a Break”

B

EEEEEEEEEEEEEEEEEEEEEE




Roadblocks

ldentify and address barriers to cessation
o Withdrawal symptoms
e Fear of failure
« Weight gain
e Lack of support
o Depression
 Enjoyment of tobacco
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Repetition

 Repeat the motivational intervention every
time the patient visits the clinical setting.

* |Inform the patient that you will continue to
ask about their tobacco use and advise
them to quit at each healthcare visit.




Assess Readiness to Change
“Are you ready to set a Quit Date in the next 30 days?”

Not Ready to Quit

A
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t___p Relapse __) Ready to Quit
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[usa pled fnom Frochaska et al | 2003
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Preventing Relapse

Provide positive reinforcement,

encouragement

Discuss process of relapse- difficult
situations/events

Assist patient develop strategies for

handling—avoidance

e Provide self-help materials
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Recommendation for
Pharmacotherapy

 Use of pharmacotherapy for smoking
cessation doubles long term quit rates
compared to placebo use.

o All patients attempting to quit should be
encouraged to use effective
pharmacotherapy for smoking cessation
except in the presence of special
circumstances.
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Medication for Treating
Tobacco Dependence

* By using the pharmacotherapies found to
be effective, clinicians can double or triple
their patients’ chances of abstinence.

 Pharmacotherapies are effective for a
broad range of smokers, not just
“*hardcore” smokers.

PHS 2000




Medication for Treating

Tobacco Dependence (cont.)

 Pharmacotherapies are effective at low as
well as high levels of psychosocial
treatment intensity.

* Therefore, clinicians should recommend
effective psychosocial treatments such as
counseling, in addition to
pharmacotherapy, to all patients for
whom It Is appropriate.
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FDA Approved
Nicotine Replacement Medications for
Tobacco Cessation

Nicotine Gum
o Efficacy 2mg: Odds ratio 1.5 (n=13 studies), Abstinence 23.7%

o Efficacy 4mg: Odds ratio 2.5 (n=4 studies), Abstinence 22.8%
Nicotine Patch

o Efficacy: Odds ratio 1.9 (n=27 studies), Abstinence 17.7%
Nicotine Inhaler

o Efficacy: Odds ratio 2.5 (n=4 studies), Abstinence 22.8%
Nicotine Nasal Spray

o Efficacy: Odds ratio 2.7 (n=3 studies), Abstinence 30.5%
Nicotine Lozenge

o Efficacy 2mg: Odds ratio 2.0 (n=1 study), Abstinence 24.2%

 Efficacy 4mg: Odds ratio 2.8 (n=1 study), Abstinence 23.6%
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FDA Approved
Non-Nicotine Replacement Medications for
Tobacco Cessation

Zyban® (bupropion sustained release)

o Efficacy. Odds ratio 2.1 (n=2 studies),
Abstinence 23.0%

Chantix ® (varenicline)

« Efficacy: Odds ratio 2.4 (n = 2 studies),
Abstinence 22.5%
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Nicotine Replacement Therapy Dosing

CONTRAINDICATIONS: post MI, unstable angina, severe
arrhythmias, category D in pregnancy

Nicotine Gum 2,4 mg OTC -- One piece every 1-2 hr for 6
weeks, then taper. Chew and moisten, then park

Nicotine Patch 7, 14, 21 mg/24hr or 5, 10, 15 mg/16hr OTC.
Highest dose for 4-6 weeks, then taper

Nicotine Inhaler 4 mg per cartridge, Rx. 6-16 cartridges
daily for 3-6 weeks, then taper. Puff frequently, 80 puffs over
20 minutes per cartridge

Nicotine Nasal Spray 0.5 mg per spray, Rx. 1-2 sprays
each nostril every hr for 4-8 weeks, then taper

Nicotine Lozenge 2, 4 mg OTC. One piece every 1-2 hr for
6 weeks, then taper. Moisten, then park
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Non-Nicotine Replacement Therapy Dosing

Bupropion SR: First non-nicotine replacement drug approved by FDA for
tobacco cessation.

. C%)IBITRAINDICATIONS: Seizure disorder, anorexia/bulimia, MAO
inhibitor
e Dosage: 150mg SR g am x 3 days, then twice daily

« Discontinue tobacco use after 7-14 days, continue medication
for 7-12 weeks

Varenicline: First non-nicotine replacement drug created
specifically for tobacco cessation, approved FDA 2006.
e CONTRAINDICATIONS: Not recommended if pregnant or nursing

or are under age 18. Use with caution in patients with compromised
renal function.

« Dosage: 0.5 mg daily x 3 days, 0.5 mg twice daily x 4 days, then 1
mg twice daily
« Discontinue tobacco use after 7-14 days, continue medication for 12
weeks, if abstinent recommend additional 12 weeks
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Nicotine Content of Common
Tobacco Products

1 cigarette equals ~ 1 mg nicotine
1 dip chewing tobacco equals ~ 3 - 4 mg

nicotine

1 cigar equals ~10 - 20 mg nicotine
1 bidi or krete

K equals ~ 2 - 3 mg nicotine




Nicotine Gum

Nicotine Gum
(Nicotine Polacrilex)

Micatine gurm was first approved by the FDA in 1984 and became available without a prescription
in 1996, A person will need to stop using tobacco completely before using the nicotine gum.

Dosage The gurn is available in 2 mg and 4 g (per piecel strengths. The recommended
dasages are:
# < 25 cigarettes/day: 2-mg
¢ 2 25 cigarettes/day. 4-mg

» Weeks 16 1piece every 1-2 hours

Weeks 7% 1 piece every 2-4 hours
 Weeks 10-12 1 piece every 4-8 hours
» Mo more than 24 pieces/day

Duration Nicotine gum should be used on a fiowed schedule (at least one piece every 1to 2
hars) for & to 12 weeks, then tapered off.

Efficacy Use of nicotine gum increases the odds of quitting by 80% as compared to
placeba f tal, 2008)
Precautions » Tobacco users in any of the special crcumstances groups should consult with

a physician before using nicotme gum.

» Extensive dental work, dentures

» Th disease

» Stop use if signs of nicatine tosscity develop. Symptoms of nicotine overdase
inchude nausea, vomiting, dizziness, weakness, and rapid heartheat.

Side Effects + Meuth soremess
= Jaw ache
¢ Hiccups
# Mausea/ vomiting
¢ Headache
# Indligestion

Side effects usually transient and mild, often relieved by correcting chewing
technigque. These effects are generally mild, subside aver time, and often can be
alleviated by carrecting the chewing technique

Instructions | STOP ALL SMOKING
for Use = Chew until peppery or minty taste released, “park” between cheek and gum
1-5 minutes, then repeat
» Park in different areas of the mouth
+ Use one piace ne longer than 30 minwtes
« Mo eating or drinking 15 minutes before and during use {decreases nicotine
abserption)
« Foeed dosing for 1-3 menths may be more useful than ad libitum
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Nicotine Patch

(Transdermal Nicotine System}

The nicatine patch was appraved by the FDA in 1991 and became available without a prescription
in 1996. A person will need to stop using tobacco completely before using the nicotine patch.

Dosage The type and strength of the patch she
patient characteristics, such as previous experience with the nicetine pateh, body
weight, number of cigarettes smoked per day, and medical history.

Id be selected according to individual

16 hour 24 hour
o 15-mg % 6 whs, Wemg x 2 whs, 27-mig x & whs, 14-mg x 2 whs,
Semg x 2wks Femg % 2wks
» Remove before sheeping 22-rmg x & wks, T-mg x 4 whs

» Only releases nicotine for 16 hours = May remove CQ patch after 16 hours

Duration The nicotine patch may be wsed for 10 weeks. After approximately & weeks
af treatment, the patient may begin using a lower strength patch and then
taper off by reducing the dosage every 2 weeks until the patch is discontinued

completely.
Efficacy Use of nicatine patch doubles the odds of quitting as compared ta placebo
iore et al, 20081 There is no difference in efficacy between 16-hour and 24-
hour patches
Precautions @ Tobacco users in any of the special circumstances groups should consult with

a physician before using the nicotine patch.

o Extensive skin disease

o Hypersensitivity to patch adhesive

o Stop use if signs of nicotine toxicity develop. Symptoms of nicotine overdose
include nausea, vomiting, dizziness, weakness, and rapid heartbeat.

Side Effects o CULaneals h_-lrpre[n-lp’.ili-.'ily
» Headache
» Sleep disturbancesSinsomnia/abnormal dreams lu/24-hr uge)
» Approximately S0% of patients using the nicotine patch will experience lacal
skin irvitation, Rotate patch sites 1o reduce skin irritation, Less than 5% of
patients using the nicotine patch must discontinue use as a result of skin

irritation,

Instructions | STOP ALL SMOKING
for Use o After waking up on quit day, apply patch to relatively hairless area between
waist and neck.
o Apply new patch at start of each day
» Rotate patch site to minimize bocal skin irritation
o If sleep disturbance ccours with 24-hour patch, remave patch at bedtime or
try 16-hour patch.
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Nicotine Lozenge

Micotine Lozenge
[Nicatine Polacrilex)

| The nicatine lozenge was first approved by the FDA in 2002 A person will need to stop using
tobacca completely before using the nicotine lozenge.

Dosage o If smaoke>30 mins after waking: 2-mg
o If smaoke<30 mins after waking: £-mg

o Weeks -6 1 lozenge every 1-2 hours

o Weeks 7-9: 1 lozenge every 2-4 hours

» Weeks 10-12; 1 kazenge every 4-8 hours

» Da not use more than 5 Ipzer-gm. in & hours,
» Do not use more than 20 Iozengm. per day

Duration The patient should fallow a 12-week schedule (lozenges should not be used far
move than 12 weeks).

[ Efficacy Use of the nicating lozenge doubles the odds of quitting as compared to
placebe (Shiffman ot a :

Precautions Tobacco users in any of the special drcumstances groups should consult with
a phiysician before using the nicotine lozenge, -
Stap use if signs of nicotme toxicity develop, Symptoms of nicotine overdose A m——
nclude nausea, vomiting, dizziness, weakness, and rapid heartbeat. rh';r“""""
Contains phenylalaning 3.4-mg per lozenge

D i 3 .
side Effects |+ Insomnia cnmmlt Cﬂl“““'t g

» Mausea

» Hicoups N r'\:-\-ll'ﬂillrl-E-!-I-' N Ll
# Coughing LikibM LOZENGE

» Headache i I

» Heart =l s
artburm m I-_:I'c:"".‘ﬁ‘: et} — s
These effects are generally mibd and self-limiting, If side effecis do not subside, Pa |
X & ¥ X & . * T3 Lo PA S
arif ll]e:,- increase in severity, patients should discontimue use and consult a - =x -

.,
physician, "Eh___ . i
_— e

¥
Instructions | STOP ALL SMOKING o |
for Use © Suck lazenge until fully dissolved (20-30 minutes). There may be a warm = i e —al
tingling senzation. The lozenge should be occasionally moved from ane side of
the mouth to the other until dissalved completely.
» Consume anly one lozenge at a time
» Mo eating or drinking 15 minutes before and during use (decreases nicotine
absarption}
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Nicotine Nasal Spray

Nicotine MNasal Spray

The FOA appraved the nicotine nasal spray in 1996 for prescription onky. & person will need to
stop using tobacco completely befare using nicotine nasal spray.

Dosage A single dose of twe sprays (one in each nostril) from the inhaler is equal to 1mg
of nicotine.
» One dose = one 0.5-mg spray to each nostril (1-mg total)
Weeks 3-8 1-2 doses/hour
Weeks 9-14: gradually reduce dosage and discontinue
Madmum; 40 doses/day (5 doses/hour)

Duration Micotine nasal spray may be used for 3-6 moenths.

Efficacy Use af nicotine nasal spray nearly triples the cdds af quitting as compared to
placebo (f I, 200

Precautions | » Tobacce users in any of the special creumstances groups should cansult with

a physician before using nicetine nasal spray.

s Sewere reactive airways disease

s People using nicatine nasal spray have the potential ta beceme dependent;
appraximately 15-20% of patients report using nicotine nasal spray for longer
periods than recommended.

o Stop use if signs of nicotine toxicity develop. Symptoms of nicatine averdose
include nausea, vomiting, dizziness, weakness, and rapid heartbeat

Side Effects » Moderate to severe nagal irritation in first few days of uge (persistent eneezing,

caughing, o runmy nose and watsry eyes)

» Seane irritation rmay persist for weeks

» Masal congestion

& Throat irritation

» Transient changes in taste and smell

# People with a history of nasal irritation and sinus allergies should not use
nicotine nasal spray. People wha experience severe persistent sneezing,
caughing, ar runmy nose and watery eyves after the first 2 days of using
nicotine nasal spray should discontinue use and consult a physician.

Instructions STOP ALL SMOKING
for Usa # The spray is best delivered with the head tilted shightly back
+ Avaid swallowing, sniffing, o inhaling during dosing to minimize side effects




Nicotine Inhaler

Nicotine Inhaler

The FDA approved the nicatine inhaler in 1997 for prescription any. A person will need to stop
using tobaceo completely before using the nicatine inhalar.

Dmse o O doge = one ||ulf or inhalation
o O car Lridgr. delners 4-mg nicatine over .,|||;|rux-|mw|_.,r B0 inhalations (abaut
35 (‘igmeuuc)
o Weaks 11012 616 car lridgr_cfllay

Duration [ Treatment is recommended for up to & months. Use should be tapered off
gradually during the final 3 months of the treatment.

Efficacy | Use of the nicotine inhaler increases the odds of quitting by 150% as compared
to placebo (Ficre et al, 2008,

Precautions | » Tobacco users in any of the special circumstances groups should consult with
a physician before using the nicoting inhaker
» Stop use if signs of nicotine toxicty develop, The symptoms of nicotine
overdose include nausea, vomiting, dizziness, weakness, and rapid heartbeat.

Side Effects » Around 40% of patients wsing the nicotine inhaler will present with local
irritation (redness and/or swelling) of the mouth and throat
» Coughing Uhpprox. 32% of patients!
» Rhinitis Chpprox. 23% of patients)

These symptoms are generally mild and decrease in severity over time. People
who experience severe mouth or throat irritation while wsing the nicotine inhaler
should discontinue use and consult a physician.

Instructions | STOP ALL SMOKING
for Use Feople should use the nicotine inhaler any time that they begin to experience a
craving for a digarette or begin to feel other withdrawal symptoms.

» Ta use the inholer: The plastic mouthpiece should be separated into its twa
parts. One nicotine cartridge should be placed inte the mouthpiece, The
mouthpiece should be reassembled, pushing the vwo parts back together to
break the seal on either end of the cartridge. The patient should place the end
of the mouthpiece in his er her mouth and inhale,

» Each cartridge provides 20 minutes of active puffing—approsamately 30 draws
or about 300 shallow inhalations,

» Decreased nicotme delvery in low ambient temperatures (<40F): keep
cartridges in pocket to keep warm

» Mo eating or drinking 15 minutes before use and during use (decreases
nicotine absorption)

» Best effects with frequent puffing




Bupropion SR

Bupropion SR (Zyban®)

Buprapion SR is the first non-nicotine replacement drug approved by the FDA for smoking
cessation (1997). It is available by prescription only. Mechanism of action is presumed ta be
mediated through depaminergic and/or noradrenergic mechanisms.

Daosage The recommended dose is 150 mg once daily for 3 days. Dosage then increases
to 150 mg twice a day for 4 days (after which the patient should stop all tobacee
use) and continue at this level for the remainder of the treatment.

Duration Treatment with bupropion SR i recommended for 7 to 12 weeks
Efficacy Use of bupropion SR doubles the odds of quitting as compared to placebo [
al,, 2008

Precautions | » Tobacco users n any of the special arcumstances groups should consult with
a physician before using bupropion SR.

» Cantraindicatsons: history of serzure disorder, eating disorder, serious head
trauma, current aleahalsm or alechol abuse, concurrent use of another form
af bupropion, use of MAD inhibitar in past 14 days.

# Bupropion allergy

» Seizure rish: 1 out of 1000 users

# Bupropion 58 is not currently recommended as a tobacco cessation treatment
for pregnant women and adolescents,

Side Effects Insamnia
Dry mouth
Shakiness
Rash

If msomnia is problematic, physicians shoubkd recornmend taking the first dose
carker in the morning, so that the second dose (8 hours after the first dose)

ocours earlier in the day,

Instructions » Start treatment with bupropion SR 1-2 weeks before quit date
for Use = Continue 150-mg bid. for 7-12 weeks after quit date

» If mscmnia marked, take PM dose in afternoon

» Use aleohol anly in moderation
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Varenicline

Varenicline (Chantix™)

Varenicline is a partial nicotinic acetylcholine receptor aganist. It was designed to bind ta nicotine

receptons in the

brain and ease withdrawal syrmptoms in adult tobaceo users. Varenicline blocks

the effects of nicatine from cigarettes if the patient resurnes smoking.

Dosage

Duration

Efficacy

Precautions

Side Effects

Instructions
for Lise

» Day 1 to Day 3 white tablet (0.5-mg), 1 tablet each
dra DD white tablet {0,

the ever

gl twice a day (1in the morning and 1in

- i

» Day & to end of treatment: blue tablet (1-mg), twice a day (1in the moeming

and 1 in the evening)

= Varen

line shotikd be taken after eating with a full glass 8 i) af water,

Treatment with varenicline is recommended for 12 weeks. For patients who have
quit smoking at 12 weeks, an additional 12 weeks of varenidine is recommended
to further increase the likelihood of kang-term abstinence d et al, 200

Use of varenicline 3 times to nearly 4 times greater compared to placebe
depending on which time point abstinence is assessed I N
|, 200¢

+ Tobacco users m any of the special arcumstances groups should consult with
a physician before using varenicline.

» History of kidney problems or kidney failure

» History of psychiatric illness

# Advise patients and caregivers that the patient should stop taking varenicline
and contact a healthecare provider immediately if agitation, depressed mood,
or changes in behavior that are not typical for the patient are observed, or if
the patient devebops suicidal ideation or suicdal behavior.

Mate: Safety and efficacy not established in patients with serious psychiatric

lness

# Mausea
#» Changes in dreaming
» Constipation, Gas

» Vomiting

Mate: Mausea was reported by approximately 30%

vl ine 1 mg twice a day, with approximately a 3%

during 12 weeks of ire it Nausea was genera as mild or

A=t and often transient. Patients who cannat talerate nausea may have
the dose lowered temporarily or permanently.

= Start vareniclne ireatment one week before quit date
» Maranidine should be taken after eating with a full glass (8 ouces) of water




Varenicline & Bupropion

Boxed Warning

Neuropsychiatric Symptoms
 Changes in behavior
Hostility
Agitation
Depressed mood or depression
Suicidal thoughts or behavior
 Worsening of preexisting psychiatric iliness

Review risks and benefits of smoking cessation
and drug therapy

Source: U.S. Food and Drug Administration
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Pharmacotherapy at 6 Months

Pharmacotherapy Estimated Abstinence Estimated Odds Ratio
Rate (95% CiI) (95% CI)
Placebo 13.8 1.0
Bupropion SR 24.2 (22.2-26.4) 2.0 (1.8-2.2)
Nicotine Gum (6-14 wks) 19.0 (16.5-21.9) 1.5(1.2-1.7)
Nicotine Gum (>14 wks) 26.1 (19.7-33.6) 2.2 (1.5-3.2)
Nicotine Lozenge (2 mg) 24.22 2.0 (1.4-2.8)
Nicotine Patch (6-14 wks) 23.4 (21.3-25.8) 1.9 (1.7-2.2)
Varenicline (1 mg) 25.4 (19.6-33.6) 2.1 (1.5-3.0)
Varenicline (2 mg) 33.2 (28.9-37.8) 3.1 (2.5-3.8)
Nicotine Patch (18-24 wks) +
PRN NRT (gum, lozenge, spray 36.5 (28.6-45.3) 3.6 (2.5-5.2)
X 26-52 wks)
Nicotine Patch + Bupropion SR 28.9 (23.5-35.1) 2.5 (1.9-3.4)
Nicotine Patch + Nortriptyline 27.3 (17.2-40.4) 2.3 (1.3-4.2)
Nicotine Patch + Nicotine 25.8 (17.4-36.5) 2.2 (1.3-3.6)
Inhaler
Sources: USPHS Guideline 2008
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Clonidine

Clonidine

Clonidine is appropriate as a second-line treatment for smoking cessation. Clonidine is not
approved by the FDA for the treatment of tobacco dependence.

Dosage

Duration

Efficacy

Precautions

Side Effects

Instructions
for Lise

Doses used in varous clinical triaks have varied from 015075 mg/day orally to
0.10-0.20 ma/day transdermal patch, without a clear dose-response relation to
Cossa ko,

Patients should begin taking clonidine shortly (3 days) prior to or on the quit
date. Duration of treatment ranges from 3 to 10 weeks.

The use of clonidine doubles the odds of quitting as compared to placebo.

» As an antihypertensive medication, clonidne can be expected to lower
blood pressure in most patients. Monitoring blood pressure is therefore
recommended during treatment.

# Failure to gradually reduce dozage owver 2—-4 days before discontinuation may
result m rebound hypertension.

The mast commanly reported side effects of donidine are dry mouth,
drowsiness, dizziness, sedation, and constipation

Initial dosing is typecally 0,10 mg twice daily orally, or 0.9 mg/day transdermal

patch. Increase by 0,10 mg/day per week as needed,

= [=dj[=dj[=]




Nortriptyline

Nortriptyline

Mortriptyline & appropriate as a second-line treatment for smoking cessation. Mortriptyline i not
approved by the FDA for the treatment of tobacco dependence.

Dosage

Duration

Efficacy

Frecautions

Side Effects

Instructions
for Use

¢ Dosage begins 10-28 days before the quit date.
¢ Initiate treatment at 25 mg/day, gradually increasing to 75-100 mg/day. Blood
levels of nortriptyline may be maonitored.

Duration of treatment in smoking cessation is approximately 12 weeks,

Lse of nortriptyline triples the odds of quitting as compared to placebo,
Llse with extreme caution in patients with cardiovascular disease.

The mest commanly reported side effects are sedation, urinary retention, light-
headedness, dry mouth, blurred vision, and hand tremor.

Patients shoukd begin taking nortriptydine 10-28 days before the quit date 1o
allow the medication to reach a steady state in the blocd.

iore et al, 2008; Physicans’ Desk Reference [PDR], 2005, PDR, 2007
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Transdermal delivery

= f
Sites for
transdermal
nicofine
patch
|Parl'c:h
i e ——
2:00 au Day 8:00 Fu Might

Transdermal
absorption

Single daily application provides
steady-state level of nicotine for 24 hours,

Transbuccal delivery

Micotine gum
held betwean
cheek and gums
{not chewed)

Transbuccal
absorption

*(

Nicotine gum

Hourly dosing while awake
B:00 am |7

Day 8:00 ru Night

ﬂﬂﬂﬂﬂﬂﬂﬂﬂﬂ\

AN

-

el |

Multiple doses {1/hr) maintain steady-state
level of nicofine during waking hours,

=
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Special Circumstances to Consider
with Medication

 The Guideline recommends that all tobacco
users trying to quit should be encouraged to
use effective medications for cessation except
In specific populations where there is limited
evidence of effectiveness:

e Light Smokers - Patients who smoke less than 10
cigarettes a day

e Adolescents
 Pregnant women
e Smokeless tobacco users
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Medications NOT Recommended by
Guideline Panel for Tobacco Cessation

 Antidepressants
e Other than Bupropion SR and Nortriptyline

 Anxiolytics/Benzodiazepines/Beta-Blockers
e Opiod Antagonist/Naltrexone

e Silver Acetate

« Mecamylamine




Electronic Cigarettes

 FDA does not endorse any electronic cigarette
due to safety concerns regarding:
* Inconsistencies in nicotine delivery

e« Some contain small amounts of carcinogens
(diethylene glycol and nitrosamines)

e Additional studies are needed to
establish the efficacy and safety
of e-cigarettes for cessation
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Conclusion

« Commercial tobacco is harmful, addictive, and
every effort should be made to discourage its use.

 Knowing and using the 5A’s is an easy and
professional way to discuss tobacco cessation
and continued abstinence from the use of
commercial tobacco.

 There is no such thing as a failed quit attempt;
quitting IS a process.
 Counseling and Cessation medications play a

valuable role for patients that want the best
chances of quitting.
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