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Abstract

Aims—To test the efficacy of two smoking cessation interventions in an HIV+ sample: standard
care (SC) treatment plus nicotine replacement therapy (NRT) versus more intensive
motivationally-enhanced (ME) treatment plus NRT.

Design—randomized controlled trial.
Setting—HIV+ smoker referrals from eight Immunology clinics in the Northeastern US.

Participants—444 participants enrolled in the study (mean age=42 years; 63% male; 52%
European-American; mean cigarettes/day=22.8).

Interventions—SC received two brief sessions with a Health Educator. Those setting a quit date
received self-help quitting materials and NRT. ME received four sessions of motivational
counseling and a quit-day counseling call. All ME intervention materials were tailored to the
needs of HIV+ individuals.

Measurements—Biochemically-verified 7-day abstinence rates at 2-month, 4-month, and 6-
month follow-ups.

Findings—Intent-to-Treat (ITT) abstinence rates at 2-month, 4-month, and 6-month follow-ups
were 12%, 9%, and 9% respectively in the ME condition, and 13%, 10%, and 10% respectively in
the SC condition, indicating no between-group differences. Among 412 participants with
treatment utilization data, 6-month ITT abstinence rates were positively associated with low
nicotine dependence (p=0.02), high motivation to quit (p=0.04), and Hispanic-American race/
ethnicity (p=0.02). Adjusting for these variables, each additional NRT contact improved the odds
of smoking abstinence by a third (OR=1.32, 95% Cl= 0.99-1.75).

Conclusions—Motivationally-enhanced treatment plus NRT did not improve cessation rates
over and above standard care treatment plus NRT in this HIV+ sample of smokers. Providers
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offering brief support and encouraging use of nicotine replacement may be able to help HIV+
patients quit smoking.

Keywords
HIV; tobacco cessation; nicotine replacement; Transtheoretical Model

An estimated 1.2 million people in the United States are currently living with HIVV/AIDSL1.
Advances in the treatment of HIV in the U.S. have reduced AIDS-related morbidity and
mortality2: 3, making HIV a more medically manageable chronic illness and allowing for
increased efforts to improve health behaviors and quality of life4=6. Smoking prevalence
among HIV+ populations is high, with estimates of 47%-70%4, or more than two to three
times the prevalence in the non-HIV-infected general population?. Indeed, HIV+ smokers
have been found to smoke at higher rates and to be more nicotine dependent than
demographically similar, non-HIV-infected smokers6. Smoking creates a well-known risk
for conditions such as cancer, stroke, heart disease, and chronic obstructive pulmonary
disease. It also poses additional threats to individuals living with HIV/AIDS, such as
pulmonary-related complications (bronchitis, pneumonia, and asthma) 8~12. Despite the
vast improvements made with introduction of antiretroviral therapy (ART), recent research
suggests HIVV+ individuals are at increased risk of developing cardiovascular disease13 and
non-AIDS-related malignancies14: 15, in particular lung cancer. Indeed, control of these
diseases is critical to management of HIV disease. Given the added risk of smoking in
causing these diseases, implementation of effective smoking cessation into the clinic setting
is needed.

Not only are racial/ethnic minority groups - in particular African-American and Hispanic
populations - disproportionately affected by HIV16: 17, there are inequalities across
minority groups in current smoking prevalence rates. American Indians/Alaska Natives
having the highest smoking prevalence (33.4%), followed by European-Americans (22.2%),
African-Americans (20.2%), Hispanic-Americans (15.0%) and Asian-Americans (11.3%)18.
Reducing smoking prevalence among HIV+ patients is critical to increasing survival rates,
as well as enhancing quality of life and disease management efforts19. Research suggests
this population may face additional obstacles to quitting smoking, including co-occurring
behavioral risk factors (e.g., illicit drug use), limited socioeconomic resources and
diminished access to healthcare 5+ 6: 20+ 21.

Few studies have investigated the impact of tailoring smoking cessation programs to an HIV
+ population. One pilot study found that HIVV+ smokers who received Public Health Service
(PHS)-guided intervention were more likely to quit than a self-help control group (63% vs
0%)22. Another pilot study found that HIV+ smokers (N=34) receiving nurse-delivered
individual cessation counseling plus nicotine replacement reported greater 12-month
abstinence rates than a non-randomized control group of smokers (38% vs 7%)23. A
randomized controlled trial found that HIV+ participants (N=95) receiving a cellular
telephone-delivered intervention were more likely to quit smoking at 3-month follow-up
than those receiving standard care intervention (consisting of advice to quit smoking,
tailored handouts for quitting smoking, and nicotine patches), although between-group
differences failed to attain significance (7-day point-prevalence abstinence (PPA) 16.7% vs.
6.4%, p=0.28) 24. More recently, Ingersoll and colleagues randomized HIV+ smokers
(N=40) to receive either self-guided reading plus nicotine patch or motivational interviewing
plus nicotine patch. While no group differences were noted, 22% were abstinent at 3-month
follow-up25. Taken together, these results suggest that HIVV+ smokers are receptive to
smoking intervention and can be successful at quitting, particularly when nicotine
replacement is included.
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Methods

Participants

Procedure

Developing smoking cessation interventions tailored to the characteristics and needs of an
HIV+ population is critical. The current study seeks to add to the few small-scale studies of
cessation interventions for HIVV+ smokers that have reported 3-month abstinence rates. We
compare a standard care (SC) intervention to a motivationally-enhanced (ME) intensive
treatment and report abstinence rates at 2-month, 4-month, and 6-month follow-up. We also
explore racial/ethnic differences in smoking outcomes among this diverse sample of HIV+
patients.

Patients were eligible if they: (1) were HIV+, (2) were 18+ years of age, (3) were current,
regular smokers (five cigarettes/day for the past three months), (4) spoke English or Spanish,
and (5) agreed to be available over the next six months. Participants were not required to
quit smoking or to use the nicotine patch. Participants were excluded if they: (1) suffered
from any unstable medical condition precluding use of the nicotine patch (e.g., uncontrolled
hypertension) or an active skin condition (e.g., psoriasis, eczema), (2) were currently using
smokeless tobacco, nicotine replacement therapy (NRT) or other smoking cessation
treatment, (3) were pregnant or nursing. Participants who met criteria were offered monetary
compensation for intervention and follow-up visits. All materials and interventions were
available in English and Spanish. The study protocol was approved by the institutional
review boards of participating hospitals/clinics. Participants provided written informed
consent.

The study was performed at six outpatient HIV clinics and two primary care medical offices
in Southeastern New England. Study physicians were trained to ask all patients about their
smoking status and to provide brief cessation advice to smokers. Those patients who
smoked, were deemed eligible to participate by their physician, and were willing to speak
with a Health Educator (HE) were referred to the study.

After providing informed consent, patients were administered the baseline assessment via
laptop computer. For those with reading difficulties, assessments were administered by
study staff. Patients were then randomized (using block randomization to ensure
stratification by gender and level of motivation to quit smoking, see Assessments below)
into one of two treatment conditions: NRT + brief standard care intervention (SC) or NRT +
more intensive motivationally-enhanced counseling intervention (ME). Participants in both
intervention arms who were willing to set a quit date were provided 8-weeks of NRT
(delivered via bi-weekly “patch pick-ups” scheduled between the participant and the HE).
Follow-up assessments were administered at two, four, and six months following
enrollment. Intervention sessions were administered by HEs trained in smoking cessation
counseling. Sessions were tape recorded to evaluate treatment fidelity. Follow-up
assessments were administered by research staff blinded to participant intervention
assignment.

Standard Care Intervention

SC participants received two brief sessions, consisting largely of baseline assessments,
randomization, and brief assessment of quitting plans. Those willing to set a target quit date
(TQD) received NRT (i.e., nicotine patches) and self-help quitting materials26. Participants
returned to the clinic bi-weekly for distribution of additional patches, allowing the HE to
briefly (five minutes) reinforce quit efforts, check on patch side effects, and answer
questions. In order to keep HESs supportive role to a minimum standard, HEs were instructed
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to provide praise of participant’s efforts and answer any questions asked, but not to initiate
additional discussion of the quit effort. A typical participant receiving SC treatment who
opted to use the full 8-week course of NRT participated in two brief intervention contacts
and four NRT contacts with their HE. Those participants not willing to set a quit date were
instructed to contact the HE when they were ready (anytime within the next six months).
This brief treatment reflects the minimum standard of care recommended by the Agency for
Health Research and Quality (AHRQ) panel convened to address smoking cessation
treatment27.

Motivational Enhancement Intervention

In the ME intervention, smoking materials were tailored to the needs of HIV+ individuals
(e.g., emphasis on improved immune functioning, prevention of infections based upon
feedback provided in qualitative interviews (N=25) with HI\VV+ patients)28. Participants
randomized to ME received four 30-minute intervention sessions, as well as a quit-day
counseling call. Quit dates were determined by the individual participant with consultation
with the HE, usually taking place between sessions 2 and 3. Motivational Interviewing (M)
elements were delivered throughout all intervention contacts, derived from the work of
Miller and Rollnick29 and based on the acronym “FRAMES”: Feedback (HEs provided
each participant with feedback following initial baseline assessment as well as carbon
monoxide (CO) measurements at each session); Responsibility (HEs emphasized the
participant’s personal responsibility for change, as well as discussions of the pros and cons
of quitting smoking and the barriers to cessation); Advice (HEs offered clear advice on how
to reduce and eliminate their smoking habit, as well as goal-setting to enhance motivation
and preparedness to quit); Menu (HEs discussed a menu of strategies for aiding in quitting
smoking, including ways to structure the social and physical environments in order to
maximize success); Empathy (HEs provided feedback in an empathic manner); and Self-
efficacy (HEs were trained to reinforce participants beliefs in the ability to make positive
changes). Nicotine patches were distributed to interested participants on a bi-weekly
schedule for the duration of 8-week use (patch pick-ups). Participants not willing to set a
quit date were engaged in discussion of “quitting as a process” and the barriers to quitting.

Assessments

Assessment measures have been previously described6 and are briefly summarized herein.
Socio-demographic information was obtained from participants on age, sex, sexual
orientation, marital status, race/ethnicity, language, employment, years of education, and
living situation. All participants that self-identified as Hispanic were treated as such,
irrespective of race. Remaining participants were classified according to their racial origin,
with participants of Asian, Native American or Mixed descent coded as “Other” due to small
cell sizes.

Smoking status and characteristics—Self-reports of smoking status were obtained at
baseline and follow-up appointments. Outcome analyses were based on 7-day PPA. Those
participants reporting any amount of smoking in the past seven days were considered
smokers. Participants reporting 7-day abstinence were verified with a 24-hour biochemical
measure of abstinence via CO < 10 ppm, using CMD/CO Carbon Monoxide Monitors
(Spirometrics, Inc., Auburn, ME). In those cases where participant self-report was
discrepant with CO measure (misreporting rates ranged from 19.6% to 23.2% across the
three follow-up points), participants were considered smokers. The Fagerstrom Test for
Nicotine Dependence (FTND)30, a reliable and well-validated six-item measure of nicotine
dependence, was used to classify dependence rated on a 10-point scale, with higher scores
indicating greater levels of nicotine dependence. The FTND was used in analyses as the
primary outcome of interest. The Readiness to Quit Ladder was used to assess motivation to

Addiction. Author manuscript; available in PMC 2010 November 1.



1duasnuey Joyiny vd-HIN 1duasnuey Joyiny vd-HIN

1duasnuey Joyiny vd-HIN

Lloyd-Richardson et al. Page 5

quit smoking along ten “rungs”31, with higher scores suggesting a greater willingness to
quit smoking.

Other substance use—~Past 30-day alcohol and other substance use was assessed using a
30-day Timeline Follow Back (TLFB) 38, a calendar-based form in which participants
provide retrospective estimates of the number of days out of the past 30 in which alcohol or
other drugs were used.

NRT-related and counseling treatment contacts—HEs were trained to document the
duration and nature of each patient care activity, including preparation of session materials,
counseling intervention contact with patient, and NRT-related contact (e.g., patch pick-ups).
Importantly, NRT-related contacts were tracked separately from counseling intervention
contacts. Treatment utilization measures included: number of counseling intervention
contacts, number of NRT-related contacts, minutes of counseling contacts, and minutes of
NRT-related contacts.

Process Evaluation and Treatment Fidelity

We monitored the delivery of both intervention conditions by: (1) audio-taped supervision
on a random sub-sample of counseling sessions; (2) patient exit interviews (conducted by
the intervention-blinded research assistant); and (3) documentation of time spent in each
intervention. To examine fidelity to each intervention protocol, two independent raters
reviewed audiotapes of 20% of all sessions and rated a) the degree to which intervention
providers of the ME intervention adhered faithfully to the spirit of motivational interviewing
(i.e. establish rapport, express empathy, reflective listening, explore ambivalence)29, and b)
the degree to which there was contamination across conditions. Results revealed that ME
content delivered to those in the ME condition was appropriate, and that it significantly
exceeded that delivered to SC participants (p<0.001). Reliability between raters was high,
with intra-class correlations of 0.78 and 0.85 for sessions 1 and 2 (sessions with the lowest
attrition rates).

Data Analysis Plan

Results presented in this manuscript consist of analysis of 2-month, 4-month, and 6-month
assessments, presented separately by follow-up. Frequencies and descriptive statistics in
Table 1 summarize baseline socio-demographic and smoking-related characteristics of study
participants. These are supplemented by univariate analyses examining differences by
treatment condition that might have confounded the relationship between motivational
enhancement and smoking outcome; significance levels are calculated using Chi-square tests
for categorical variables and 2-sample t-tests for continuous variables. Table 2 examines
cross-sectional treatment effects on 7-day PPA rates defined using both Available Case
(Quit/Interviewed) and Intent-to-Treat (ITT; Quit/Eligible) analyses. Table 3 examines the
cross-sectional effects of race/ethnicity on smoking outcome. Longitudinal effects of
treatment, race/ethnicity and their interaction on ITT quit rates are depicted graphically in
Figure 1.

We sought to refine these analyses further in Table 4 by replacing the binary treatment
indicator with continuous measures of treatment utilization, whose effects we estimated
within a multivariate logistic regression setting. For these analyses, an inclusive approach to
model building was implemented: all variables listed in Table 1 were initially entered as
individual predictors in univariate logistic regression of between-condition differences in 7-
day PPA, regardless of whether there was evidence of randomization imbalances at baseline
or not. All variables that showed a significant relationship with outcome at a fairly liberal
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Results

significance level of alpha=0.10, were subsequently entered in a multivariate logistic
regression model, which was simplified using a backward elimination procedure.

Summary of the screening, recruitment, and retention process is shown in Figure 1. In sum,
444 participants were enrolled and randomized: 232 to ME and 212 to SC. Of the baseline
variables, the only one showing randomization imbalances was age (p<0.02), with ME
participants slightly younger than SC participants (average age: 41.21 versus 42.87 years).
As expected, significant differences emerged in their mean duration of intervention
counseling contact (31 minutes in ME vs. 4 minutes in SC; p<0.001). The mean number of
NRT-related contacts per patient did not differ significantly between the SC and ME
conditions (2.20 for ME vs. 2.42 for SC; p=0.11).

Although 2-month follow-up data were collected from only 52% of participants (49% for
ME, 55% for SC), participation rates rose to 62% at the four-month follow-up (59% for ME,
64% for SC), and to 72% at the six-month follow-up (72% for ME, 72% for SC). Study
retention rates did not show statistically significant differences between treatment arms at
any of the follow-ups.

Over the entire six-month follow-up period, 72% of initial study participants chose to use
the patch at some point, with 80%-85% of those patch-users who were interviewed claiming
use at each interview. At the 6-month follow-up, at which we were able to re-contact the
largest number of initial study participants, patch use was documented for 60% of the
sample. Patch use rates did not show between-group differences at any of the three follow-
ups (p’s>0.60). Methods incorporated in this study assumed that those who reported use of
the patch during the follow-up window had set a quit date during the study.

Self-reported 7-day PPA rates were verified with a 24-hour biochemical measure of
abstinence. The biserial correlation between self-reported abstinence and CO levels was 0.46
overall (N=412), although the accuracy of self-report appeared to vary by racial/ethnic group
(European-Americans: 0.41, African-Americans: 0.39, Hispanic-Americans: 0.79, Other:
0.75). When calculated under an Intent-To-Treat (ITT) criterion that treats participants not
attending a particular follow-up visit as smokers, 7-day PPA rates at two-, four- and 6-
month follow-ups were 12%, 9%, and 9% respectively, in the ME condition, and 13%, 10%,
and 10% respectively, in the SC condition, indicating no between-group differences (all p-
values > 0.70). Analyses based on available subjects alone led to the same conclusion.
However, Table 3 reveals significant differences by race/ethnicity in the abstinence rates at
the 6-month follow-up, whether calculated under an ITT criterion (p=0.01) or among
available subjects alone (p=0.02): few African-Americans were able to quit smoking,
whereas Hispanic-Americans quit at substantially higher rates than European-American and
Other participants.

As demonstrated in Figure 2, all racial/ethnic groups responded similarly to the ME
intervention, which was able to arrest the decline in abstinence rates across the three follow-
up visits. However, within the SC condition, racial/ethnic differences primarily arose from
the opposite manner in which African-American and Hispanic participants responded:
African-American subjects receiving SC showed a precipitous decline in abstinence rates
over time, in marked contrast to Hispanic participants, whose abstinence rates within the SC
condition showed sharp increases from one follow-up visit to the next. However, a logistic
regression model that included treatment and race/ethnicity main effects as well as their
interaction at 6 months, showed that only the main effect of race/ethnicity achieved
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statistical significance (p=0.002), whereas the treatment main effect (p=0.54) and the
treatment by race/ethnicity interaction (p=0.25) did not.

These findings led us to examine which of the treatment components was of greater
importance in determining smoking outcome (NRT-related contacts vs. counseling
contacts), as well as the extent to which their addition to the model would help explain
racial/ethnic differences in abstinence rates. To this end, we initially fit a multivariate
logistic regression model for 6-month ITT abstinence rates that examined simultaneously the
effects of baseline motivation to quit (Ladder score), baseline level of nicotine dependence
(FTND score), race/ethnicity, NRT-related contacts, and counseling contacts. The effect of
counseling contacts was not significantly related to smoking abstinence, whether one used
number of contacts as a predictor (p=0.86) or total length of exposure to counseling
(p=0.54). Therefore, we fit the reduced model shown in Table 4, in which treatment
utilization was measured by NRT contacts alone.

In this model, the reference group is comprised of European-Americans with low baseline
motivation to quit smoking (Ladder score < 5) and average baseline nicotine dependence
level (FTND = 5.91) that had received 2.31 NRT-related contacts by the time of their 6-
month follow-up. For such participants, the odds of abstinence were estimated at 0.10 (95%
Cl: 0.06-0.17), corresponding to abstinence rates of 9% (95% CI: 6%-15%). Elevated
nicotine dependence levels were negatively associated with smoking abstinence (p=0.02),
lowering the odds of smoking abstinence by a sixth for every unit increase in the patient’s
FTND score above the sample mean of 5.91 (OR= 0.84, 95% CI = 0.73-0.97). A similar
association was observed between low baseline motivation to quit smoking and smoking
abstinence (p=0.04), whose odds appeared to decrease eightfold among subjects with Ladder
scores below 5 (OR=0.12, 95% CIl= 0.02-0.87). On the contrary, increased treatment
utilization showed a borderline significant positive association with smoking abstinence
(p=0.06), whose odds were increased by about a third per additional NRT contact
(AOR=1.32, 95% Cl=0.99-1.75). Adjusting for all other variables in the model, overall
racial/ethnic differences remained significant (p<0.001), with Hispanic-Americans showing
improved odds of abstinence relative to European-Americans (OR=2.53, 95% CI=1.33—
5.67), in contrast to the markedly lower odds for African-Americans (OR=0.14, 95%
Cl1=0.02-1.05). However, these latter odds appeared to have been biased downwards by the
fact that of only 4 African-Americans to report smoking abstinence at 6 months, 3 did not
provide treatment utilization data and were excluded from these analyses (N=412). Such
differential missingness was not evident for the remaining racial/ethnic groups.

Discussion

Our results demonstrate that HIV+ patients are able to quit smoking, although overall rates
of cessation were low. ITT abstinence rates at two-, four- and six-month follow-ups were
12%, 9%, and 9%, respectively, in the ME condition, and 13%, 10%, and 10%, respectively,
in the SC condition. This supports the contention that HIV+ patients are a difficult to treat
population with regard to smoking cessation. Further, our findings appear consistent with a
previous report in which HIVV+ smokers randomized to receive MI plus NRT did no better
than those receiving self-help materials plus NRT25.

Working with a primarily low-income, African-American HIVV+ population, Vidrine et al.24
reported 7-day PPA rates at three-month follow-up of 16.7% in the cellular phone
intervention condition and 6.4% in those receiving usual care under an ITT approach.
Therefore, short-term cessation rates obtained via a cellular telephone-delivered intervention
were comparable with both our SC and ME treatments. Whether Vidrine et al.’s 24 3-month
outcomes would demonstrate considerable declines by 6-month follow-up is unknown.
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These differences aside, Vidrine and colleagues results support the notion that a directive
intervention reaching patients in the community with brief and supportive tools may be more
effective than a time-intensive office-based MI approach. Although both Vidrine et al.24
and the current study included physician advice, in that study the patch was offered by
physicians, as compared to the current study, in which health educators provided patches
and brief bi-weekly sessions to respond to questions and ensure patch adherence. These
additional contacts may have improved patch compliance, thereby improving long-term
abstinence in the SC condition.

We further report in this study that relative to the brief support offered within the SC
condition, there was no additional benefit of the considerably more time-intensive ME
condition in terms of improving abstinence, even when accounting for between-subject
differences in length of exposure to HE counseling. We have also previously reported the
cost-effectiveness of the two conditions39 in a sub-sample of participants in which the ME
condition incurred higher personnel costs per client compared to SC, $265 vs. $130,
respectively. Thus, the current set of analyses provide additional evidence that an approach
focused on increasing NRT access and brief contacts supporting continued patch use may be
more cost-effective in this population.

Notable among our findings were racial/ethnic differences in abstinence rates. African-
Americans faired particularly poorly in cessation outcomes, partly due to the fact that none
assigned to SC were able to quit smoking at six months. While our findings suggest that Ml
may have helped African-Americans with preventing smoking relapse, two recent smoking
cessation trials conducted with low-income African-American populations failed to find
support for MI140: 41. This inconsistency begs the question of whether there is something
about MI as an adjunct to smoking cessation that makes it less or more helpful for certain
populations. Perhaps the ME approach, which includes a fair amount of discussion about
motivations and weighing the pros and cons of decisions, incurs too heavy of a cognitive
processing burden on the participant. It appears plausible that certain population subgroups
may respond better to a directive, advice-oriented counseling paradigm41.

Our findings suggest that Hispanic-Americans quit at substantially higher rates than all other
racial/ethnic groups, with their overall six-month abstinence rates approaching 25% among
study completers and remaining elevated at 19% under an ITT approach. Smoking cessation
interventions targeting Latinos are few and have had limited success, with some of the
barriers attributed to poor attendance at required multiple sessions42. Perhaps the extra time
that these longer, more frequent sessions take leaves patients less enthusiastic to comply
with the study protocol.

There are several limitations. First, retention rates at the 2-month and 4-month follow-up
points were modest, while 6-month retention was good. This may have been due to the
compensation structure of the study, with participants receiving more monetary
compensation at the final follow-up. Second, participants were recruited from immunology
clinics located in the Northeastern U.S. alone, not allowing for exploration of regional
differences in smoking outcomes and the role of psychosocial contributors. Third, findings
of racial/ethnic differences relied on small samples of a special population of HIV+ patients
recruited in the Northeastern US, and require replication with general population samples at
a national level.

Despite these limitations, this study provides evidence that HIVV+ patients can quit smoking.
It does not indicate conclusively which methods would be best for helping them to do so.
However, the association between NRT use and improved smoking outcomes, even when
baseline nicotine dependence and motivation to quit have been controlled for, suggests that
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NRT use should be encouraged. Further, the use of brief supportive counseling may be the
most cost-effective approach for this population. Given the important role that smoking
cessation plays in the management of infectious diseases, in particular HIV, healthcare
providers who can offer counseling in the context of “the whole person” 10 will likely
provide more effective cessation advice as well. Innovative culturally-targeted interventions
are needed that can more effectively reach and connect to this vulnerable special population
of ethnically diverse HIV+ smokers43.
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599 Participants Screened
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155 Exclusions:

keep appointments
12 Nonsmoking

83 No longer interested
36 Unable to schedule/did not

24 Other (transportation, not
available for follow-ups)

444 Randomized

232 Assigned to Standard
Care (SC) Intervention

212 Assigned to
Motivationally-Enhanced (ME)

Group

Group

113 (49%) Completed 2-mo

116 (55%) Completed 2-mo

Follow-up

Follow-up

138 (59%) Completed 4-mo

136 (64%) Completed 4-mo

Follow-up

Follow-up

166 (72%) Completed 6-mo
Follow-up

152 (72%) Completed 6-mo
Follow-up

Figure 1.

Participant flow through the screening, randomization, and follow-up processes.
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Figure 2.

Intent-to-Treat (ITT) quit rates over two-month, four-month, and six-month follow-up, by
study condition and race/ethnic group.

Note: ME = Motivationally-Enhanced Treatment; SC = Standard Care Treatment.
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Table 3

Smoking abstinence rates (percent) by race/ethnicity using Available-Case (AC) and Intent-to-Treat (ITT)
Analyses: 2-month, 4-month, and 6-month differences by race/ethnicity.

Time

2m 4m 6m

Subjects Retained
All 229 274 318
European-American 48 56 69
Hispanic -American 56 62 76
African-American 46 68 72
Other 67 73 77
p-val 0.05 0.05 047

AC Abstinence Rates
All 24 15 13
European-American 25 16 11
Hispanic -American 25 24 25
African-American 24 12 7
Other 20 11 11

p-val 089 027 002

ITT Abstinence Rates
All 12 10 9
European-American 12 9 8
Hispanic -American 14 15 19
African-American 11 9 5

Other 13 8 8

p-val 095 0.38 0.01

Note: ME = Motivationally-Enhanced Treatment; SC = Standard Care Treatment. Abstinence based on 24-hour biochemical verification of self-
reported 7-day quit status. Column p-values test race/ethnicity differences at each time point.
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Predictors of 6-month smoking abstinence among participants with treatment utilization data (N=412).

Table 4

Adjusted Odds Ratios Value LCL UCL  p-val
Intercept 0.10 0.06 0.17 <0.001
Motivation to Quit (Ladder < 5) 0.12 0.02 0.87 0.04
Fagerstrom Score (FTND) 0.84 073 0.97 0.02
Hispanic-American versus European-American ~ 2.53 113 567 0.02
African-American versus European-American 0.14 0.02 1.05 0.06
Other versus European-American 1.04 0.36 3.00 0.95
NRT-related Contacts 132 099 175 0.06

Page 18

Note: LCL = 95% Lower Confidence Limit; UCL = 95% Upper Confidence Limit. Intercept denotes odds of smoking abstinence for European-

Americans with baseline Ladder score <5, baseline FTND score of 5.91, and 2.31 NRT-related contacts over the 6-month study period.
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