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** REGULATORY ALERT **

FDA WARNING/REGULATORY ALERT

Note from the National Guideline Clearinghouse: This guideline references a
drug(s) for which important revised regulatory information has been released:

e February 1, 2008, Chantix (varenicline): New information has been added to
the WARNINGS and PRECAUTIONS sections in Chantix's prescribing
information about serious neuropsychiatric symptoms experienced in patients
taking this medication.
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DISEASE/CONDITION(S)

e Human immunodeficiency virus (HIV) infection
¢ Nicotine dependence (smoking)

GUIDELINE CATEGORY

Counseling
Evaluation
Management
Prevention
Screening
Treatment

CLINICAL SPECIALTY

Allergy and Immunology
Family Practice
Infectious Diseases
Internal Medicine
Psychology

INTENDED USERS

Advanced Practice Nurses

Health Care Providers

Physician Assistants

Physicians

Psychologists/Non-physician Behavioral Health Clinicians
Substance Use Disorders Treatment Providers

GUIDELINE OBJECTIVE(S)

To encourage clinicians to use evidence-based interventions to promote smoking
cessation in HIV-infected patients

TARGET POPULATION
Human immunodeficiency virus (HIV)-infected smokers
INTERVENTIONS AND PRACTICES CONSIDERED
Screening/Evaluation
1. Fagerstrom Test for Nicotine Dependence
2. Assessment for readiness to quit

¢ Motivational interviewing techniques
o Identification of barriers to quitting
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Management/Treatment/Counseling/Prevention

Setting a quit date

Pharmacotherapy (nicotine replacement therapy or non-nicotine therapy)
Referral to a counseling program

Patient education about nicotine withdrawal symptoms

Progress monitoring and relapse follow up

uhRwhe

MAJOR OUTCOMES CONSIDERED

¢ Smoking cessation rates
e Efficacy and cost-effectiveness of interventions designed to promote smoking
cessation

METHODOLOGY

METHODS USED TO COLLECT/SELECT EVIDENCE

Hand-searches of Published Literature (Primary Sources)
Hand-searches of Published Literature (Secondary Sources)
Searches of Electronic Databases

DESCRIPTION OF METHODS USED TO COLLECT/SELECT THE EVIDENCE
Not stated

NUMBER OF SOURCE DOCUMENTS
Not stated

METHODS USED TO ASSESS THE QUALITY AND STRENGTH OF THE
EVIDENCE

Expert Consensus (Committee)
RATING SCHEME FOR THE STRENGTH OF THE EVIDENCE
Not applicable
METHODS USED TO ANALYZE THE EVIDENCE
Review
DESCRIPTION OF THE METHODS USED TO ANALYZE THE EVIDENCE
Not stated

METHODS USED TO FORMULATE THE RECOMMENDATIONS
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Expert Consensus

DESCRIPTION OF METHODS USED TO FORMULATE THE
RECOMMENDATIONS

AIDS Institute clinical guidelines are developed by distinguished committees of
clinicians and others with extensive experience providing care to people with HIV
infection. Committees* meet regularly to assess current recommendations and to
write and update guidelines in accordance with newly emerging clinical and
research developments.

The Committees* rely on evidence to the extent possible in formulating
recommendations. When data from randomized clinical trials are not available,
Committees rely on developing guidelines based on consensus, balancing the use
of new information with sound clinical judgment that results in recommendations
that are in the best interest of patients.

*Current committees include:

Medical Care Criteria Committee

Committee for the Care of Children and Adolescents with HIV Infection
Dental Standards of Care Committee

Mental Health Committee

Women's Health Committee

Substance Use Committee

Physician's Prevention Advisory Committee

Pharmacy Committee

RATING SCHEME FOR THE STRENGTH OF THE RECOMMENDATIONS
Not applicable

COST ANALYSIS
Cost-effectiveness analyses were reviewed.

Assistance with smoking cessation was found to be a cost-effective intervention
that is underused by primary care providers and inadequately covered by health
insurers.

METHOD OF GUIDELINE VALIDATION
External Peer Review
DESCRIPTION OF METHOD OF GUIDELINE VALIDATION

All guidelines developed by the Committee are externally peer reviewed by at
least two experts in that particular area of patient care, which ensures depth and
quality of the guidelines.
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RECOMMENDATIONS

MAJOR RECOMMENDATIONS
Prevalence and Impact

Clinicians should use evidence-based interventions to promote smoking cessation
in human-immunodeficiency virus (HIV)-infected patients.

Key Point:

Cigarette smoking is highly prevalent among both HIV-infected patients and
substance users.

Assessment for Readiness to Quit

Clinicians should routinely assess HIV-infected patients' smoking status and
readiness to quit.

Clinicians should identify and discuss barriers to quitting smoking for HIV-infected
smokers who are not interested in stopping in the immediate future, but may
consider it at a later time.

Smoking Cessation Assistance
Clinicians should advise all smokers to quit.
For smokers who are interested in quitting, clinicians should:

Offer smoking cessation assistance including pharmacotherapy
Help set a quit date

Refer to a counseling program

Educate patients about symptoms of nicotine withdrawal

(See Appendix VII [see "Availability of Companion Document" field] for
information on drugs used for smoking cessation.)

Relapse and Relapse Prevention

Clinicians should monitor the progress of patients who are trying to quit and
discuss relapse prevention.

If patients relapse, clinicians should be nonjudgmental. Relapses should be
followed up with discussions of new strategies for the next attempt to quit.

CLINICAL ALGORITHM(S)

None provided
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EVIDENCE SUPPORTING THE RECOMMENDATIONS

TYPE OF EVIDENCE SUPPORTING THE RECOMMENDATIONS

The type of evidence supporting the recommendations is not specifically stated.

BENEFITS/HARMS OF IMPLEMENTING THE GUIDELINE RECOMMENDATIONS

POTENTIAL BENEFITS
Overall Benefits

For human immunodeficiency virus (HIV) infected substance users, quitting
smoking could decrease the risk of HIV-associated infections and malignancies
and reduce the incidence of antiretroviral (ARV)-associated complications.

POTENTIAL HARMS
Side Effects of Pharmacotherapy

Nicotine Replacement Therapy

Transdermal patches (Nicoderm CQ and Nicotrol): skin irritation, insomnia
Nicotine polacrilex gum (Nicorette): mouth irritation, sore jaw, dyspepsia,
hiccups

Nicotine polacrilex lozenge: headache, heartburn, hiccups, nausea, cough
Vapor inhaler (Nicotrol inhaler): mouth and throat irritation, cough

Nasal spray (Nicotrol NS): nasal irritation, sneezing, coughing, teary eyes

Non-Nicotine Therapy

e Sustained release bupropion (Zyban or Wellbutrin SR): insomnia, dry mouth,
agitation, increases risk of seizure (<0.1%)

¢ Varenicline HCI (Chantix): nausea, insomnia, abnormal dreams, headache,
may exacerbate or cause psychiatric symptoms

e Nortriptyline (recommended as second line therapy, although not approved
by the Food and Drug Administration [FDA] as a smoking cessation aid): dry
mouth, sedation, dizziness, should be used with caution in patients with
coronary heart disease

¢ Clonidine (recommended as second line therapy, although not approved by
the FDA as a smoking cessation aid): dry mouth, sedation, dizziness

IMPLEMENTATION OF THE GUIDELINE

DESCRIPTION OF IMPLEMENTATION STRATEGY

The AIDS Institute's Office of the Medical Director directly oversees the
development, publication, dissemination and implementation of clinical practice
guidelines, in collaboration with The Johns Hopkins University, Division of
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Infectious Diseases. These guidelines address the medical management of adults,
adolescents and children with HIV infection; primary and secondary prevention in
medical settings; and include informational brochures for care providers and the
public.

Guidelines Dissemination

Guidelines are disseminated to clinicians, support service providers and
consumers through mass mailings and numerous AIDS Institute-sponsored
educational programs. Distribution methods include the HIV Clinical Resource
website, the Clinical Education Initiative, the AIDS Educational Training Centers
(AETC) and the HIV/AIDS Materials Initiative. Printed copies of clinical guidelines
are available for order from the NYSDOH Distribution Center for providers who
lack internet access.

Guidelines Implementation

The HIV Clinical Guidelines Program works with other programs in the AIDS
Institute to promote adoption of guidelines. Clinicians, for example, are targeted
through the Clinical Education Initiative (CEI) and the AIDS Education and
Training Centers (AETC). The CEI provides tailored educational programming on
site for health care providers on important topics in HIV care, including those
addressed by the HIV Clinical Guidelines Program. The AETC provides
conferences, grand rounds and other programs that cover topics contained in
AIDS Institute guidelines.

Support service providers are targeted through the HIV Education and Training
initiative which provides training on important HIV topics to non-physician health
and human services providers. Education is carried out across the State as well as
through video conferencing and audio conferencing.

The HIV Clinical Guidelines Program also works in a coordinated manner with the
HIV Quality of Care Program to promote implementation of HIV guidelines in New
York State. By developing quality indicators based on the guidelines, the AIDS
Institute has created a mechanism for measurement of performance that allows
providers and consumers to know to what extent specific guidelines have been
implemented.

Finally, best practices booklets are developed through the HIV Clinical Guidelines
Program. These contain practical solutions to common problems related to access,
delivery or coordination of care, in an effort to ensure that HIV guidelines are
implemented and that patients receive the highest level of HIV care possible.

IMPLEMENTATION TOOLS

Chart Documentation/Checklists/Forms
Personal Digital Assistant (PDA) Downloads

For information about availability, see the "Availability of Companion Documents" and "Patient
Resources" fields below.
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Readers with questions regarding guideline content are directed to contact the
guideline developer.
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