Department of Veterans Affairs VHA DIRECTIVE 2010-041
Veterans Health Administration
Washington, DC 20420 September 16, 2010

SMOKING CESSATION BENEFIT FOR VHA EMPLOYEES: NO-COST PROVISION
OF NICOTINE REPLACEMENT THERAPY

1. PURPOSE: This Veterans Health Administration (VHA) Directive provides policy for the
provision of free nicotine replacement therapy (NRT) over-the-counter (OTC) medications to
employees in VHA who seek assistance with quitting smoking as part of VHA’s core preventive
health mission. NOTE: This Directive serves as a supplement to the Department of Veterans
Affairs (VA) Directive 5019, “Occupational Health Services.”” The procedures contained herein
will be incorporated into VA Handbook 5019 as an appendix.

2. BACKGROUND

a. Smoking remains the leading cause of preventable death and disease in the United States,
despite the availability of effective and readily available interventions, such as NRT. NOTE:
NRT is a highly effective smoking cessation intervention and treatment with a well-proven safety
record. Given the health impacts of smoking, tobacco cessation counseling is an integral
component of VHA'’s health promotion and disease prevention programs. While VHA health
care professionals continue to provide employee smoking cessation counseling, they requested
guidance and policy from the Office of Public Health and Environmental Hazards on providing
free NRT to employees who desire to quit smoking.

b. In 2008, the Centers for Disease Control and Prevention (CDC) noted an increase in
health care expenditures and productivity losses associated with tobacco use. All types of
tobacco are known to cause serious health impacts. Tobacco dependence is a chronic disease
that often requires repeated intervention and multiple attempts to quit. Although 70 percent of
smokers report trying to quit, only 40 percent report success with quitting smoking, and only
about 20 percent of those who attempt to quit report use of medication or counseling to assist
with quitting.

c. Arecent Cochrane review of NRT for smoking cessation concluded that NRTSs increase
the rate of cessation by 50-70 percent, regardless of the setting. NRT, in the forms of a nicotine
patch, gum or lozenge, is the most commonly used smoking cessation medication. These
medications have a long history of prescribed use with a well-documented safety record that has
led to some NRT products being approved for OTC use (OTC refers to products being available
without a prescription).

d. VHA is a national leader in health promotion and disease prevention. Providing free OTC
NRT as part of ongoing smoking cessation efforts for employees, as a health promotion and
disease prevention initiative, is consistent with VHA’s central health care mission and goal of
being an employer of choice. Providing OTC NRT makes additional assistance available to
employees trying to quit tobacco use. This employee health initiative in smoking cessation is
also moving ahead to decrease harmful exposures to secondhand smoke.
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e. Smoking cessation counseling and prescription medication are covered through some, but
not all Federal Employee Health Benefit (FEHB) plans. OTC NRTSs are not covered by FEHB
plans. Given the efficacy of NRT in smoking cessation and noting its safety record, the smoking
cessation benefit provides for OTC NRT to employees requesting NRT. Non-NRT and
prescription-only NRT smoking cessation medications need to be prescribed by the employee’s
physician, as these medications require close follow-up and monitoring for adverse events.

f. VA's Office of General Counsel has advised that the definition of preventive health
services for employees, as defined under title 5 U.S.C. 7901, includes smoking cessation
counseling and medications. The Office of Personnel Management (OPM) has determined that
Federal agencies may use appropriated funds to provide NRT at no cost to employees.

g. The recent Institute of Medicine Report, "Combating Tobacco Use in Military and
Veteran Population,” recommended that, as part of a comprehensive tobacco control program,
both the Department of Defense and VA provide barrier-free access to smoking cessation
treatment, including NRT to assist employees who want to quit tobacco use.

h. A number of VA medical centers have successfully implemented policies to provide free
OTC NRT for employees who are seeking assistance with quitting smoking. These include:

(1) Providing free OTC NRT purchased by VA,

(2) Providing OTC NRT through an outside vendor;

(3) Providing free OTC NRT through existing employee health clinics;

(4) Providing free OTC NRT through existing facility tobacco cessation programs;
(5) Providing vouchers for purchasing OTC NRT through VA canteens; and

(6) Contracting with state or private telephone counseling quitlines for services, including
OTC NRT.

i. Current VHA Employee Health Promotion data, from Veterans Integrated Service
Network (VISN) 23, suggest the costs of providing OTC NRT to employees are expected to be
between $100,000 and $150,000 per year. The benefits, in recouped sick leave and improved
role-modeling for employees, are substantial and far outweigh the cost (see Att. A for relative
cost on select brand patch, gum and lozenge medications, and prescribing guidelines in
accordance with 2008 public Health Service Clinical Practice Guidelines and Pharmacy Benefits
Management [PBM] policy).
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3. POLICY: Itis VHA policy to provide free OTC formulations of NRT in appropriate
combinations of the nicotine patch, gum and lozenge to employees who are seeking assistance
with quitting smoking as part of preventive health initiatives for employees. The original
prescription may include refills for multiple courses as determined appropriate by the provider.

4. ACTION

a. VISN Director. Each VISN Director is responsible for ensuring that VISN and facility
policies comply with this Directive regarding the provision of OTC forms of NRT to employees.

b. Eacility Director. Each facility Director is responsible for ensuring:

(1) A facility policy providing free OTC NRT is developed, published, and implemented in
accordance with this Directive and is consistent with VHA's established drug accountability
procedures.

(2) The provision of free OTC NRT is incorporated into smoking cessation programs for
employees as part of employee health promotion and disease prevention programs or existing
smoking cessation services in the facility. Employees may obtain this free benefit by requesting
prescription orders for OTC NRT from the Employees Health Office (see subpar. 4b[3]).

(3) That the Employees’ Health Office or other authorized provider (as defined in local
facility policy) issues employee prescriptions for OTC NRT to be dispensed by VA Pharmacies.

(4) OTC NRT is made available to all VHA employees who are attempting to quit tobacco
use.

(5) OTC NRT is free of charge or co-payment.

(6) OTC NRT is made available to any requesting employee at the worksite or is mailed to
the employee's home.

5. REFERENCES
a. Title5U.S.C. § 7901(c).
b. Centers for Disease Control and Prevention. “Smoking- Attributable Mortality, Years of

Potential Life Lost, and Productivity Losses - United States, 2002-2004,” Morbidity and
Mortality Weekly Report (MMWR). 57(45), 1226-1228: 2008.

c. Fiore MC, Jaen CR, Baker TB, et al. "Treating tobacco use and dependence: 2008 update.
Clinical practice guideline.” Rockville, MD: US Department of Health and Human Services,
Public Health Service; 2008. Available at
http://www.surgeongeneral.gov/tobacco/treating_tobacco_use08.pdf .

d. Centers for Disease Control and Prevention. “Cigarette Smoking Among Adults - United
States, 2007,” MMWR. 57(45), 1221-1226: 2008.
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e. Institute of Medicine. Combating Tobacco Use in Military and Veteran Populations.
Washington, DC: The National Academies Press, 2009.

6. FOLLOW-UP RESPONSIBILITY: The Strategic Health Group for Occupational Health,
Safety and Prevention (13D) and the Public Health Strategic Health Care Group (13B) are
responsible for VHA programs related to this Directive. Questions can be directed to

(612) 467-4589.

7. RESCISSION: None. This VHA Directive expires September 30, 2015.

'Robert A. Petzel, M.D.
Under Secretary for Health

DISTRIBUTION: E-mailed to the VHA Publications Distribution List 9/17/2010
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ATTACHMENT A

TABLE FOR USE BY THE NICOTINE REPLACEMENT THERAPY (NRT)
EMPLOYEE

smoking table for
NRT Employee...

A-1



ATTACHMENT A

Nicotine Transdermal Patch

Nicotine polacrilex gum

Nicotine polacrilex lozenge

Trade Name Nicoderm / Habitrol Nicorette Gum Commit Lozenge
and Dose 21mg/14mg/7mg 2mg, 4mg 2mg, 4mg
ilabili Nicotrol*
availability 15mg/10mg/5mg
Recommended High Dependencet High Dependence
Regimen High Dependencet 4mg q1-2hrs x6wks, 4mg
21mg x 4-6wks, then q2-4hrs x4wks, Low Dependence
then 14mg x 2wks, then g4-6hrs x2wks 2mg

then 7mg x 2wks

Low Dependence
14mg x 6-8wks,
then 7mg x 2wks

Low Dependence
2mg q1-2hrs x6wks
then g2-4hrs x3wks
then q4-6hrs x3wks

-No more than 24 pieces/24hrs

-Suck 1 lozenge q1-2hrs x6wks, then 1 g2-
4hrs x3wks, then 1 q4-8hrs x3wks

-No more than 20 lozenges/24hrs or 5
lozenges/6hrs

Administration

-Usually worn for 16 - 24hrs

-Chew slowly (about 10 chews) until peppery

-Allow lozenge to dissolve slowly over 20-30

comments -Apply from neck to waist taste then “park” between teeth and gums till | minutes shifting in mouth occasionally.
-Rotate sites taste dissipates. Repeat process on and off for | -Do not chew or swallow (increased risk of Gl
-Takes 2-3d for effect after 30mins/piece; rotate sites side effects)
application of first patch -can be used in combination with patch -can be used in combination with patch
1-year 16-30% (dose dependent); 20-25% 15-20%
Abstinence Higher with combination Higher with combination therapy: Higher with combination therapy: 35%
rates + therapy: 35% 35%
Time to Peak 4-10hrs 15-30 mins No data on time to peak
blood concentration
concentrations
Absorption 75-90% 30% 30%

Advantages (+)
and
Disadvantages

G

(+)best adherence; easy to use; consistent
rate of exposure; unobtrusive
(-)less effective for cravings; difficult to
control titration; absorption increased at

(+) helps prevent sudden urges; can titrate to
adjust for cravings; oral substitute for cigarettes
(-)difficult for those with poor dentition or
dentures; must learn proper chewing technique;

(+)easy to use; discreet; higher immediate
levels; can titrate to adjust for cravings;
reduces self-reported withdrawal symptoms
(-)must abstain from drinking/eating during

elevated temperatures must abstain from drinking/eating during gum lozenge use
use
Adverse -sleep disturbances -local mouth irritation -local mouth irritation/tingling
Effects -local skin irritation -jaw pain -heartburn, indigestion, nausea
-bone pain -hiccups (if chewed)
-headache -dyspepsia -headache
-nausea -rhinitis -nausea, diarrhea
-nausea -flatulence
VA National None None None
Formulary
Restrictions
VA Cost| and All strengths: 2mg gum: 2mg or 4mg lozenge:
Average cost $19.04 / l4patches $14.49/100 pieces $40.03/108 lozenges
per day based $1.36/patch $0.15/ piece $0.37/lozenge
avg $1.36/day avg $1.50/day avg $3.30/day
on above 4mg gum
regimens (avg) $17.49/100 pieces
$0.18 /piece

avg $1.80/day

Contraindicati
ons/Relative
Contraindicati
ons

Relative Contraindications:
-Hypersensitivity
-Pregnancy: Category D

-Use within 14 days post MI, or serious or worsening angina
-Patients should be advised not to smoke while on nicotine replacement therapy

*remove Nicotrol patch at bedtime
t1n general, greater than 20 cigarettes per day or use of first cigarette within 30 minutes of awakening is considered high dependence
fall NRTs have been shown to double 6-12month abstinence rates compared to placebo

|| cost based on FSS or BIG4 pricing as listed on PBM website (http://www.pbm.va.gov/PBM/prices.htm)
Note: Two additional prescription products, a nicotine inhaler and nicotine nasal spray, are also FDA approved for nicotine replacement therapy
however these products are not available on the VA National Formulary. For more information on these products, visit the American Lung Association
Smoking Cessation Support website at: http://www.lungusa.org/site/pp.asp?c=dvLUK9O0E&b=33566
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