mBACKGROUND Although office-based and
telephone support services enhance the rate of
smoking cessation in managed care systerns, it is
not clear whether such services are effective for
very low-income smokers. 'We evaluated the
comparative effectiveness of usual care (physi-
cian-delivered advice and follow-up) and usual
care enhanced by 6 computer-assisted telephonic-
counseling sessions by office nurses and tele-
phone counselors for smoking cessation in very
low-income smokers in Medicaid managed care,
sMETHODS A randomized clinical trial compar-
ing the 2 approaches was conducted in 3 Iv/hcmgan
community health centers. All clinicians and cen-
ter staff’ received standard training in usval care.
Selected nurses and telephone counselors received
special training.in a computerassisted counseling
program focusing on relapse prevention.
mRESULTS The majority of the study population
(233 adult smokers with telephones) were white
- (64%) women (70%) with annual incomes of less
than $10,000 (79%) and with prescriptions of nico-
tine replacement therapy (>909). At 3 moriths,
quit rates (smoke-free status verified by carbon
monoxide moenitors) were 8.1% in the usual-care
group and 21% in the telephonic-counseling

group (P=009) by intention-to-treat analysis. -
Special tracking methods were successful in main-

taining participants in freatment,

mCONCLUSIQNS Smoking cessation rates are
enhanced in a population of .very low-income
smokers if individualized telephonic-counseling is
provided. State and Medicaid managed care plans

. should consider investing in both office-based
nurse and centralized telephonic—counseling ser-
vices for low-income smokers.

m KEY WORDS Smoking cessation; low-
income population; counseling; recurrence. (7
Fam Pract 2000 50:138-144)

( :h’nical practice guidelines on smoking cessation!
advocate that clinicians ‘identify all smokers,
advise them to quit, and arrange follow-up care,

- Artanging systematic follow-up care is often the
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most difficult of those steps in a primary medical
practice because counseling for smoking cessation is
often not reimbursed? Telephone support coun-
seling services offering proactive follow-up with
scheduled sessions have achieved long-term success ‘
rates from 25% to 30%.3 We were able to achieve
a long-term quit rate of 36% in a community-based
trial of computer-assisted telephone support coun-
seling by nuises and telephone counselors trained in
computer skills and relapse prevention? In this
study more than 57% of the practice-based partici-
pants were covered by Medicaid insurance. There
were no statistically significant differences in quit
tates for Medicaid (33%) and non-Medicaid (36%4)
smokers at 6 months using 2 community denomina--
tor analysis approach ?

Managed care provides an advantageous system
for the delivery of preveniive services.® Most indem-
nity insurance plans cover few preventive services,
mostly limited to screening and immunizations,
despite “findings . . . that the counseling and educa-
ton services are among the most effective interven-
tions available to clinicians to achieve the goals of
bealth promotion and disease prevention.”™ Group
Health Cocperative (GHC) of Puget Sound has
demonstrated with a comprehensive systematic pop-
ulation-based health care approach that the preva-
lence of smoking can be reduced from 25% to 15.5%
over 10 years among more than 550,000 adult
enrollees.” This tremendous change within a popu-
lation was achieved by multiple approaches, includ-
ing identification, tracking, community outreach,
comprehensive clinician and staff education, free cov-
erage of services to participants; accessible telephone
counseling, and self-help materials. This is an out-
standing example of an effective comprehensive pro-
gram on smoking cessation within a private managed
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care system fesulting in the overall reduction of smok- -

ing for a large population. It serves as a model for
other preventi've setvices concerning such common
topics as alcohol consumption abuse, cancer screeri-
ing, or coronary artery disease.

The prevalence of smoking among Medicaid

health maintenance organizations (HMOs) vetsus

commercial HMO participants is reported to be much
higher. Tn recent Michigan surveys of healih plans,
19.4% of the participants in commercial HMOs repot-
ed being current smokers compared with 44.1% of
Medicaid HMO participants.™  Medicaid patticipants
are clearly a high-risk population for tobacco use and
the medical consequences of smoking, Many states
are moving from a feefor-service approach to
Medicaid coverage as a prospective capitated pay-
ment approach within managed care. Before the
coutse of our study all Medicaid participants were
moved into managed care plans by the State of
Michigan. This context provided the ideal setting for
exarmination of the impact of a systematic approach
to smoking cessation by office-based and telephone
counseling follow-up care for smokers covered by
Medicaid managed care.

PBrief advice on smoking cessation from a physi-
cian alone results in long-term quit rates of less than
10%: With the supplementation of brief physician
advice with higher-dose nicotine gum or transdermal
nicotine in randomized-controlled settings, long-term
quit rates are increased o 15% to 25%.* In the con-
text of community practice relying on general volun-
teers, long-term quit rates are lower than strictly con-
.} trolled trials.” It seems that pharmacotherapy clearly
enhances brief advice by physicians for smoking ces-
sation In a primary care medical practice-based
study, Daughton and colleagues® state ‘
that “data clearly indicate that counseling

METHOQODS

Recruitment of Participants

Participants were enrolled from January 19, 1998, to
June 20,1998, from 3 community heath center sites
(Hackley, Baldwin, and Muskegon).in Michigan. Each
practice site had the designation of a federally under-
served site with the majority of cate provided to very
low-income patients, Each practice site had 5 to 7
providers with approximately 10,000 to 15,000 active
patients on record. All participants were smokers older
than 21 years with Medicaid managed care insurance.
Participanis wete covered by 4 different managed care
plans that agreed to allow the participation of their
‘patients in the study. All participants had no medical
contraindications to the use of transdermal nicotine,
including pregnancy, and were willing to commit to
quitting smoking within the next 30 days, Smokets
were invited to_participate in the study dusing their
usual office visits and were offered 21-mg transdermal
nicotine for- 8 weeks as covered by Medicaid and

- determined appropriate by their providers.

Recruitment Rates

Durng the 6-month recruitment period, 501 smok-
ers on Medicaid managed care were identified as eli-
gible by office nurses and referred to participate in
our study at the 3 practice sites. Of the referred
group, 259 (52%) enrolled in our study and were
randomized to either usual or relapse prevention
care. A total of 233 (48% of the referred group) par-
ticipated in our study. Participation was defined as
receiving brief physician advice for the usual care

- group or brief physiclan advice and 1 telephonic-

counseling session for the telephonic-counseling
care group. 'These rates of enrollment were consis-

seems to maximize smoking cessation FIGURE . .

rates with the nicotine patch,” Most stud- RECHUITMENT AND RANDOMIZATION FLOW
ies (including that by Daughton and 601 oligible smokers
cowoikers) have examined the relative

effectiveness of pharmacotherapy against 3 dropped out prior

placebo, Our study proposes to answer
the following questions: What is the com-
parative efficacy in quit rates by adding
nurse and telephone counseling support
for follow-up care to physician advice
alone when all smokers receive the same
pharmacotherapy? Does added behav-
ioral support actually improve quit rates
when all smolkers use pharmacotherapy,
or is there no difference? Can significant
quit 1ates be achieved in low-income pop-
ulations?  Are there special measures
required to maintain follow-up and proto-
col compliance in Medicaid smokers?
What are the barders to decreasing the
high prevalence of smoking among par-
ticipants in Medicaid managed care plans?

to randomization

No follow-up data /
e

Still smoking -

5tili smoking

—a— 259 consented

2568 randomized

128 {usual care) 132 (usual + telephene care)

s

36

‘iﬁ \ No follow-up data
50

19 24 81l smoking

Claimed smoke-free \
¢ 1

10 23 Still smoking
Verified smoke-Tree Verified smoke-free

3

123 110, 18 .
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{ne telephona), ¢ : : # [no telephone}
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TABLE 1 ;
FREQUENCY OF SESSIONS AND RANDOMLY ASSIGNED INTERVENTIONS
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received “Clearing the Air
(National Cancer Institute publica-
tion no. 95-1647). The intake ses-

No.ufD _— !“‘e“"*““;“l horie.Counsal sion lasted approximately 45 min-

. o. of Days  Usual Caro elaphonic-Counseling utes. The intake was conducted
Session After Quit Date Group Group .

0 [Recruitment/intake and candom assignmant] _ Physician/intake visit Physician/intake visit by study staff (not the nurses pro-

1 1

Practice nurse cait

viding telephone counseling) to

prevent selection bias,

Randomized assignment to either

usual case or telephonic-counsel-

ing care groups occutred immedi-
ately after the intake session,

The paticipants assigned to the

2 3 Practice nurse calf
i 7 [ Pragtice nurse call
4 m_ Physician Counsalor cal)

5 3 visit” Counselor cal}

[ 0 L. Counselar cal?
90-day follow-up a0 Assassment call! Assassment call®

relapse prevention telephonic-coun-

*Al least one physician follow-up visit between 7 to 30 days afier the quit date,

tInvited to cacben monexide monitor veriftcation ¥ 7 days smoke-free by self-report.

seling group received an intake ses-
sion, usual care, a copy of “Clearing
the Ait,” a diaty of coping responses

tent across the 3 study sites. Participants were
excluded from the final analysis if it was discovered
after randomization that they .did not have' tele-
phones. The informed consent .process was
approved by the institutonal review board of
Michigan State University. The Figure shows the
recruiment and randomization flow,

Training of Providers and Staff

A total of 20 primary care physicians were trained to
provide brief advice for smoking cessation consls-
tent with the national guidelines.! Physician training
consisted of a 2-hour update session on the guide-
lines, an overview of the study protecol, and role
playing. Physicians received continuing medical
education credit for participating. Ten nurses™ per
site' and 10 telephone counselors were trained in
computer-assisted relapse prevention. Nurse and
telephone-counselor training consisted of 3 2-hour
sessions on relapse prevention, computer skills, and
individual case management. Nurses and coun-
selors were encouraged to practice on case exam-
ples between training sessions. Their intervention
skills were evaluated before they began counseling
study participants. Quality assurance of counseling
petformance was performed through weekly audio-
rape review by research assistants. The computer

program (“I'd Rather Cope than Smoke™) provided -

a contiming record of counseling time and accura-
cy of data collection per nurse and counselor.

Study Design and Counseling
Interventions _

The participants who wete assigned to the usual-
care group participated in an intake session,
received brief advice on smoking by their provider
according to the guidelines,! were given a prescrip-
tion for transdermal nicotine if medically appropri-
ate, and had a follow-up scheduled for at least 1 visit
(usually 7 to 30 days afier the quit date) consistent
with their medical condition. All participants also

the size of a cigarette pack, and 6
telephonic-counseling sessions. The sequence of fol-
low-up sessions was determined according to the quit
date: Session 1 was scheduled for 1 day after the quit
date; session 2, 3 days; session 3, 7 days; session 4, 14
days; session 5, 30 days; and session 6, G0 days.
Follow-up sessions lasted approximately 15 to 20 min-
utes. This sequence is consistent with previously
reported studies by the authors® and other investiga-
tors.#®  As previously reposted, the computer software
program, “I'd Rather Cope than Smoke,” was devel-

.oped to assist in compliance with the relapse preven-

" tion pritocol? All counseling sessions were done tele-
phonically. Trained office nurses who used the sofi-
ware on laptop compulters performed the first 3 treat-
ment sessions, The intake and follow-up data of the
first 3 sessions were electudnically transferred to a com-
puter network at Michigan State University where
trained telephone counselors provided sessions 4 to 6.

Barriers to Maintaining Telephone
Treatment
Before the study onset, focus group analysis of
low-income smokers reported that the majority
preferred counseling sessions on relapse preven-
tion to be done by telephone rather than in person
by the office nurse at the practice sites. We antic-
ipated frequent disruptions in telephone service
for the study population, so several innovative
methods to maintain télephone treatment were
developed, such as: (1) immediately contacting
directory assistance for disruptions in service; (2)
“verifying site records for phone numbers changes;
(3) contacting participants during subsequent clin-
ic visits to update phone numbers; and (4) mailing
a selfaddressed stamped postcard requesting
immediate feedback. o

Independent Variables

Participants were evaluated for standard demographic
characteristics of sex, age, socioeconomic status, edu-
cation level, and working status. Baseline smoking
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activity was evatuated on the basis of the number of
cigarettes .smoked per day, the number of years of
smoking, the mini-Fagerstrom Tolerance Question-
naire (FTQ),* household activity, confidence in quit-
ting, and personal reasons for quitting. Medicaid insur-
ance status was verified. Personal patterns of relapse
triggers and coping response were recorded.

Qutcomes Measured

The main ouicome measure was carbon monoxide
verified smoke-free status at a telephone follow-up
90 days after the quit date in both usual and tele-
phonic-counseling groups. Multiple attempts were
made to coneact participants, regardless of the level
of participation at 3 months. Participants reporting 7-
cday smoke-free status at 3 months were invited to
have carbon monoxide verification at the office and
were paid $30 for their time,

The secondary outcome measures included
physician, nurse, counselor, and participant compli-
ance with protocols; provider and staff satisfaction
with the program; and nicotine replacement use,

Statistics ‘

Comparisons of study group characteristics were
made using standard statistical measures. Categorical
variables were tested using the chi-square test for
contingency tables and the Student # test for contin-
uous variables. Several continuous variables were
categorized and analyzed by both methods,

The study denominator was based on intention-
to-treat assignment as in randomized controlled tri-
als® for evaluation of pharmacotherapy for nicotine
addiction.  Partticipants who refused follow-up,
failed to call back, gave incorrect contact numbers,
or dropped out were counted as smokers.

Smoking quit rates at 90-day follow-ups were
compared using the z score for equality of propor-
tions. Adjustments were made in self-reported out-
comes based on'carbon monoxide verification rates.

RESULTS

Bemographic Comparison of
Study Groups '

A total of 238 smokers participated in the

TABLE 2
PATIENT DEMOGRAPHICS
Usual Telephonic-
Cara Group Counseling

Demoygraphic [n=123) Group {n=110)
Age, years 38.7 A4*
Ethnicity, %
__White 58 61

African American 3 2
__Dther 11 10
Sex, % women 72 : 69
Marital status, %

Married 19 2

Widowed 6 8

Single 33 : 24

Divorced 2 39

Separated 14 6

Gther -2 }
Employment status, %

Disabied 3 : 35

Unemployed 27 kil

Full-time . 15 84

Part-time 12 9

Homemaker B 5
__hetired 3 8
Income statusfyear, %

<00 - | I

$10,000-$19,999 T i

$20,000-379,409 1 3

Refused to report 4 1
Years of education, %

18 ' 9 14

912 79 67

13-20 ' 12 - 19
*P<05.

study (N=123 wusual care group, and TABLE 3
N=110 in the telephoniccounseling

group) and patient demographics are

SMOKING CHARACTERISTICS OF PATIENTS [N STUDY

reported in Table 2. The smoking char-

Usual Gare Tetephonic-Counseling

acteristics of the study groups are provid- Characteristic Group (n=123) Graup {n=110}
ed in Table 3. Adjustments for partici- Agg at smoking onset, years 6 16
Pants without telephones did hot induce = 3 "
any significant differences / Number of cigareties/day 304 21.6
As shown in Table 4, the most com- Gonfidence in quitting” 757 74z
Fagarstrom score of dependencet 9.5 . 518

mon reasons for quitting by far were per-
Sonal health reasons and health problems
Felated to smoking.  Very few partici-
Pants reported advice from their physi-
Can as the reason to quit smoking, The

- NOTE: No significant differences in characteristics detected,

*Scale of 1 to 10, where 1 = lowest and 10 = highest level of confidence,
{Scale cf G to 7
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TABLE 4 madifiable health risks significantly
REASONS FOR WANTING TO QUIT SMOKING related to higher health care charges,
: even after controlling for age, sex,
Usual Care Telephonic-Counseling race, diabetes, and heart disease®
Group (n = 123) Group (n=110] Although indemnity plans have been

Reason No. (%) No. %) largely unsupportive of services [
Parscnal hoalth 6 (B5A 68 {62) 8 i Y ppﬁ lin or
Fartily health 0 {18 2 ) Smoxing cessallon COUNsElng, marn-
aged care plans have shown consid-

Smoke-related health problems 14 12) 14 {13 .

‘ i - erable success at decreasing the
Nasty habit LI/ £ B prevalence of smoking by offering
Worknlace 5 5 comprehensive smoking  cessation
Social pressure T z & services. ®* In fact, offering full cov-
My dactor said | should i {0} 2 @A erage of both behavioral and phar-
Other I Y 3 B macotherapy services results in a-
Don't know 1 {1 VR greater reduction in smoking preva-

lence than partial coverage® The
NOTE: No significans differences in charactedstics detected. studies mentioned on smoking ces-
sation were conducted with partici-

groups were comparable and did not differ signifi-
cantly in their reasons for quitting,

Smoke-Free Status
Of the 233 patients with telephones enrolled in the
stucly, 80 (65%) in the usual care group and 74 (67%)
in the telephonic-counseling group were successful-
ly contacted. Of those contacted, 19 in the usual
care group and 24 in the telephonic-counseling
group reported that they were smoke free.
However, smoke-free status was successfully con-
" firmed using carbon moneoxide (CO) monitoring in
only 56% of patients claiming to be smoke free in
the usual care group, while 95% of patients in the
telephonic-counseling group had their smoke-free
status confirmed. Thus, in the per-protocol analysis,
smoke-free status was confirmed in 10 of 80 (12.5%)
in the usual care group and 23 of 74 (3194) in.the
telephonic-counseling group (P=.004).

In the intention-to-ireat analysis we assumed that
all missing cases were smoke free and used denomi-
nators of 123 and 110 for the usual care and tele-
phonic-counseling groups, respectively. In this inten-
tior-to-treat analysis, the rates of self-reported smoke-
free status were 15% and 19% (P=ns). In the inten-
tion-to-treat analysis of CO-verified smoke-free status,
patients in the telephonic-counseling group were
more likely to be smoke free (8.1% vs 21%, P <.01).

Nicotine Replacement Use

Prescriptions for nicotine replacement were received
by 91% of the usual care and 99% of the telephon-
ic-counseling care participants. At follow-up evalu-
ation, 73% of the usual care and 67% of telephonic-
counseling ‘care participants reported using at least
an initial course of nicotine replacement. These pro-
portions of use did not differ significantly between
the study groups

DISCUSSION

Smoking has been shown to be one of the most

pants who were employed and had commercial
insurance coverage '

Our study examined the effectiveness of a com-
prehensive program for smoking cessation provided
by nurse and telephone counselors who were assist-
ed by a computer-guided program focusing on
relapse prevention in very low-income smokers cov-
ered by Medicaid managed care. The intention-to-
treat results of a 21% quit rate at 3 months were con-
sistent with our previously reported study,” which
included a sizable subpopulation of Medicaid
patients. If adjustments are made in the denominator
based on community trials” as our previous study” for
reasonable loss-to-follow, then the CO-verified quit
rates at 3 months would be 13% (usual care) and 31%
(telephonic care) (P=011). Our report is unique

~ because we directly compared the effectiveness of

telephone counseling support with usual care (brief
physician advice and follow-up) in a true experimen-
tal trial in community practice. Though most partic-
ipants received prescriptions for transdermal nicotine,
the variation in .usage was similar in both study
groups because randomization allows a true compar-
ison of the behavioral intervention effects. The
recrujtment data showing that approximately 50% of
referred smokers in primary care are willing to enroll
in a program is consistent with our previous study?
and other reports.? This demonstrates that Medicaid
smokers are generally as willing to paricipate in
smoking cessation services as other smokets,
Although all providers received formal training
on the smoking cessation guidelines,! were aware of
the study, and had “green card” reminders on study
charts, they offered appropriate follow-up care only
26% of the time at return visits (based on post-study
chart audit documentation). These findings are con-
sistent with national surveys of physicians in prima-
1y care practices® that show follow-up care as the
greatest shortcoming, It seetns that physicians need
to have comprehensive office systems in place to
ensure even brief follow-up care® for smoking ces-
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sation. Telephone counseling support with 2 guid-
ed computer system definitely enhances follow-up
care. By closely tracking participants for changes in
addresses and telephone services, reasonable fol-
low-up can be maintained even in low-income
smokers.  In our study, 60% of the participants in
the telephonic-counseling group received at least 4
treatment sessions, Opinions of providers and staff
during post-study focus groups were very positive,
All 3 practices decided to continue a nurse-based
approach for relapse prevention counseling after the
study and expressed a need for the teiephone sup-
port services to continue,

Limitations

One of the possible weaknesses of this study is the
tack of fong-term follow-up at 6 to 12 months for
quit rates to ensure continued differences in effec-
tveness. Because of lack of funding, we were only
able to obtain follow-up at 3 months. However, our
findings are similar to the data in our previously
reported community demonstration trial? which did
not have a usual care comparison. Though the 2
reports refer to different populations, in our previous
report® using an intention-to-tieat depominator the

CO-verified quit rates were approximately 2096 at 6

meonths in the Medicaid population. When using a
community-based ' denominator that accounted for
loss to follow-up, the 6-month quit rate was 33%.

These results are consistent with strictly controlled .

trials where the majority of participants used nico-
tine replacement therapies.'

It is of interest to note that'in this very low-
income population, providing $50 to verify self-
reported smoking cessation by CO monitor not only
yvielded considerable follow-up at 3 months but may
have biased self-reporting in the usual care group
where only 56% of the reports were verified. This
finding shows the importance of using biochemical
verification of smoking cessation even in communi-
ty-based clinical trials.

Continued Research
Our study poses several. questions for further
research. Are the quit rates obtained by the
described telephonic-counseling program  sustain-
able over time at 1 to 2 years post-treatment in low-
income popu[anons? Can these approaches for
relapse prevention be adapted to meet the needs of
special groups, such as pregnant smokers, difficult
to reach smolkers at home, and high-risk smokets
with diseases such as diabetes, heart disease, asth-
™Ma, and severe disabilities when offered in conjunc-
tion with disease management services within man-
aged care plang? This is of particular importance
When the majority of low-income smokers report
Personal, smoking-related, and family health prob-
lems as reasons for quitting smoking, Though such
chavioral support‘services are reported 10 be cost-

effective in commercial managed care populations,”
what is the cost-effectiveness of these services when -
adapted to meet the needs of special populations?

CONCLUSIONS
Telephonic-counseling for smoking cessation sup-
ported by a computer-guided program on relapse
prevention is both practical and effective even for
low-income smokers covered by Medicaid managed
care, Special tracking approaches are required-to
maintain low-income smokers in treatment and to
ensure provider follow-up. State Medicaid programs
and insurance plans should consider investing in
both office-based and centralized telephonic smok-
ing cessation services to enhance smoking cessation
for low-income smokers.”
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Confiict Avoidance

Howarp E. STEIN, PHD
Oklaboma City, Oklaboma

Was it her words

Or sunken eyes,
That led me to think
Of words disguise?

“I don’t want to rock the boat,”

She said, not once but twice,

As we spoke of disagreement

Among her fellow doctors on the ward.

“ prefer 16 let things ride,”

She pressed the group in a shy aside,
Which led me to wonder more
Aboukt her choice of metaphor.

Years before, she fled her couniry,
Traded war for open sea,

A raft, a fog, a boat, a dare,

A hope for safety anywhere, .

Here, for once, no cliché,

No niere facon de parier,

But today, on a hospital ward,
The old terror came ashore.
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