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Abstract

Background and Aims: Within the context of busy clinical settings, healthcare providers need
practical, evidence-based options to engage smokers in quitting. Sampling of nicotine replacement
therapy (i.e., provision of NRT starter kits) is a brief, pragmatic strategy to address this need. We
aimed to compare the effects of NRT sampling plus standard care (SC), relative to SC alone,
provided by primary care providers during routine clinic visits.

Design: Cluster-randomized clinical trial.
Setting: 22 primary care clinics in South Carolina, USA.

Participants: Adult smokers (N=1245; 61% female, mean age 50.7, (SD=13.5) both motivated
and unmotivated to quit, seen during routine clinical visit.

Interventions: Provider-delivered SC (n=652, 12 clinics) cessation advice, or SC + a two-week
supply of both nicotine patch and lozenge, with minimal instructions on use (n=593; 10 clinics).

Measurements: The primary outcome was 7-day point prevalence smoking abstinence at 6-
month follow-up, using intent-to-treat. Additional outcomes included NRT use and quit attempts,
assessed at 1, 3, and 6 months following baseline.

Findings: Seven-day point prevalence abstinence rates were significantly higher in the NRT
sampling group throughout follow-up, including at 6 months (12% vs. 8%; Odds Ratio [OR] = 1.5;
95% Confidence Interval [CI]: 1.0 — 2.4). NRT sampling increased prevalence of any use of NRT
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(65% vs. 25%; OR = 5.8; 95% ClI: 4.3 — 7.7), with higher prevalence of use at 6 months (25% vs.
14%; OR = 2.0; 95% CI: 1.5 — 2.7). NRT sampling increased the rate of quit attempts in the initial
month (24% vs. 18%; OR = 1.5; 95% CI: 1.0 — 2.3) but had no significant effect on overall rate of
quit attempts (48% vs. 45%; OR = 1.2; 95% CI: 0.8 — 1.7).

Conclusion: Providing smokers with a free 2-week starter kit of nicotine replacement therapy
increased quit attempts, use of stop smoking medications, and smoking abstinence compared with
standard care in a primary care setting.
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Introduction

Smoking cessation interventions within the context of primary care remain an important
public health priority. Brief physician advice has been a mainstay of several clinical practice
guidelines (1), with substantial evidence for effectiveness (2). Several studies suggest that
healthcare providers consistently ask about smoking status and offer advice to quit but are
less well equipped to provide patients with concrete tools to achieve this goal (3). Despite
availability of several well-established pharmacotherapies (4, 5), a number of studies
consistently show their underuse at the population level (6, 7). For physicians within busy
clinical practice settings, getting more smokers to make evidence-based quit attempts
remains a significant challenge.

Guided by recommendations for pragmatic approaches (8), i.e. brief, face-valid interventions
that are easily deliverable, our group has tested various permutations of medication sampling
to induce smokers toward quitting (9). Provision of medication starter-kits (few weeks only),
with minimal accompanying instruction, allows the smoker to decide if and how to use them.
Conceptually, sampling of medication could increase motivation and/or confidence to quit,
allowing smokers to become more familiar with evidence-based treatment options, without
pressure to quit. Many smokers continue to hold misperceptions about cessation
pharmacotherapy, and particularly NRT. Misperceptions are broad, but typically pertain to
concerns about 1) safety (e.g., addictive potential, adverse events), and 2) efficacy (10-14).
Provision of medication samples within clinical practice offers a concrete, immediately
actionable tool for both smokers and their providers. Sampling is not a substitute for full
cessation treatment but rather a catalyst to it. To date, sampling of cessation medications has
been restricted to nicotine replacement therapy (NRT), based on the rationale that NRT is
well established (4, 5), available over-the-counter (OTC), does not require complex tapering
instruction, available in both acute (lozenge, gum) and sustained (patch) delivery, and results
in minimal side effects (15).

We have conducted two clinical trials of NRT sampling (2—4 week starter kits), one large
(N=849) and focused exclusively on smokers unmotivated to quit (16, 17), which
demonstrated improvements along hypothesized mechanisms above (18), and another small
(N=157) with separate comparisons among smokers who were and were not motivated to
quit (19). Both yielded generally positive effects, with a 30-60% relative increase in various
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cessation-related outcomes. Others have also demonstrated the feasibility and efficacy of
remotely delivering longer-duration medication to a broad spectrum of smokers (20, 21),
with consistent results. Each of these trials, however, has been conducted outside the context
of real-world healthcare settings, where the potential for widescale dissemination is most
opportune. Several trials within primary care have tested proactive interventions but have
included additional mailings, telephone calls, and occasionally intensive counseling support
(22, 23), which may not be easily scalable. Other prominent trials within healthcare settings
have been restricted to smokers wanting to quit (24) or who were attending cessation clinics
(25), which represents a limited range of smokers. We herein present a large-scale cluster-
randomized clinical trial that examines outcomes from a minimally intensive medication
sampling intervention, tested among a broad spectrum of smokers seen within primary care
clinics across South Carolina. We hypothesized that NRT sampling would promote a)
treatment uptake (use of medications), b) quit attempts, and c¢) cessation as compared to
standard care.

Materials and Methods

Overall Design

Details of major study design considerations have been presented elsewhere (26). Briefly,
adult smokers were recruited across 22 primary care clinics, wherein all study procedures
were administered by clinic staff during routine healthcare visits. Randomization,
administered on a rolling basis as clinics joined, was at the clinic level, and was stratified by
rural (vs. urban) and small (vs. large) sites, using stratified randomization lists created at the
outset of the study by and accessible only to the study statistician. We considered
randomization at both patient and provider level but opted against this to avoid possible
within-clinic contamination of treatment effects. As the sampling intervention is ostensibly a
behavioral intervention, there was no blinding. Standard care (SC; no medication sampling)
served as the control group. Following baseline consent and treatment delivery, all
participants were followed for six months via phone (centrally, by research staff) to collect
study outcomes. Participants were compensated up to $80 in gift cards across the baseline
and three follow-up contacts (+1, +3, +6 months). All procedures were approved by
appropriate regulatory oversight, including distally for any clinics (n=2) that were not
subsumed by centralized Institutional Review Board (IRB; n=20). Data collection began in
July 2014 and terminated in June 2018. The trial is registered with ClinicalTrials.gov:
NCT02096029.

Clinic Selection and Training

Clinics were recruited through partnership with the Care Coordination Institute, which offers
a network of primary care clinics across South Carolina. The a priori plan was to recruit 20
clinics in total, with requirements within each to recruit between 58—68 participants within a
3-month window. Twenty-four clinics were approached. Two declined to participate, and
two more (control condition) were replaced after their recruitment pace fell below
expectation. Enrolled participants within these clinics were retained in the study. The 20
remaining clinics all met recruitment goals. Descriptions of individual clinics are presented
within the published methods manuscript (26).
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To ensure sample representativeness, each clinic was tasked with recruiting participants in
proportion to their clinic profile (gender, race), ascertained and provided in advance through
Care Coordination Institute. As background, South Carolina is 27% African American (US
Census 2017). All clinics met their profile targets.

All consenting personnel within each clinic were IRB approved, inclusive of any necessary
ethics and human subjects research training. Prior to initiation of recruitment, cessation-
certified research staff gave a one-time, 60-90 minute in-person training of all study
procedures, during which an overview of clinical practice guidelines for physician advice
(5As)(1), and a brief review of all cessation pharmacotherapies, both NRT and other, was
provided. This was undertaken to standardize all information that providers received at study
outset, but it was explicitly and repeatedly emphasized that provider/patient communications
were meant to be self-determined and occur naturally; i.e., unscripted by research protocol.
Thus, all interventions were delivered in the context of naturally occurring smoking
cessation advice as done by each provider; i.e., standard care.

Study eligibility was kept broad to be consistent with the study’s pragmatic intent.
Participants were required to be: a) age 18+, b) a smoker of at least five cigarettes per day on
=25 days out of the last 30 days, ¢) English speaking, and d) recruited through a primary
care site actively enrolled in the study. Exclusion criteria included FDA contraindications for
NRT use (pregnancy/breastfeeding; recent cardiovascular trauma). Motivation to quit
smoking was not required, nor was willingness to sample a cessation medication.

Interventions

Following tablet-assisted screening, consent, and baseline assessment (managed directly
between clinic staff and patient), participants in all clinics received a take-home bag that
included basic information on smoking cessation (e.g., “How to Quit Smoking” and other
National Cancer Institute brochures) as well as a brochure with referral to the state quitline.
Explicit prompts to quit, including setting a quit date, were not required, but were suggested
as per pre-study training on clinical practice guidelines. For participants recruited from
clinics assigned to the standard care group, there was no other intervention beyond this
cessation advice they received from their provider. For clinics assigned to the medication
sampling group, these take-home bags additionally included a two-week supply of both
nicotine lozenges and patches, provided with the original packaging. Providers could discuss
these medications to the extent they wished, again with the intent to keep this as naturalistic
as possible. Detailed information of both products was provided in the take-home bag given
to patients along with answers to frequently asked questions and information about how to
get more medications if needed (general information on medications was also provided to
the control group). There was no further provision of medications beyond the initial two-
week sample. As per above, explicit prompts to quit, including setting a quit date, were not
required, but suggested.

Prior literature on short-term delivery of NRT suggests cost-efficacy with merely one (25) or
two (27) weeks duration. We opted for a two week sampling experience in concordance with
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conventional packaging (i.e., patches predominantly come in 14-day supply), but also
because we believed this could provide ample opportunity for smokers to experience any
effect. Dosing was kept uniform for all participants: 14mg patch + 4mg lozenge. Tailored
dosing was considered but deemed inconsistent with translational intent (all bags were pre-
filled for each clinic). Additionally, we did not believe that the 21mg patch would be
clinically warranted in the case of adjunctive lozenge, and we further opted against the 2mg
lozenge to prevent under-dosing for those who use only that product. We did not include a
placebo control to NRT sampling since our intervention is a behavioral experience,
specifically inclusive of medication expectancies, vs. the pharmacologic response to it
(which is already well established). Consistent with our sampling rationale, use of
medications was not required, but merely suggested via written brochure, as this itself was a
study outcome.

Assessments

Baseline assessments included standard questions on demographics and smoking history.
The latter included the Heaviness of Smoking Index (range 0-6)(28), and motivation and
self-efficacy to quit, both measured via 0-10 scales (16, 18). Phone-based follow-up was
attempted +1, +3, and +6 months following baseline (within a 7-day window for each), with
5-8 attempts for all, followed by a mailed letter if the participant was still unreachable.
These interviews ascertained the following outcomes: a) incidence of quit attempts, both
self-defined of any duration and those lasting =24hrs, b) cigarettes per day (CPD), averaged
over the 7 preceding days of each contact, ¢) 7-day point prevalence at each follow-up, and
d) “floating abstinence;” i.e., any 7-day period of non-smoking at any point in the study.
Continuous abstinence is not reported because, unlike traditional cessation trials, there was
no quit date on which to anchor it. Additional outcomes pertained to treatment engagement:
e) use of any cessation medication, f) ever purchase of patch/lozenge, asked only within the
NRT group as a measure of product adoption after sampling (any medication/NRT use
within control group was assumed as purchased since it was not study-provided), and g) use
of the quitline. Study procedures did not include any biological verification of smoking
status, since 1) this was a minimally intensive study (few minutes of intervention with no
direct contact between participant and study staff) , 2) several prior commentaries have
suggested that verification is unnecessary in such studies(29, 30), and 3) options for remote
capture of non-nicotine biomarkers are limited (see Discussion).

Statistical Analysis

Full background on sample size calculations and assumptions for intra-class correlations
(ICC) are presented in the background methods text (26). The primary outcome on which
our study was powered was 7-day point prevalence at 6 month follow-up, which, unlike
continuous abstinence, allows for delayed quitting (30). Drawing on our prior evidence, we a
priori estimated a quit rate of 20% in the NRT group and 13% in the SC group. We used data
from previous studies to estimate an ICC = 0.005. See results below for actual ICCs
calculated following completion of the trial. With power = 0.8 and alpha = 0.05, final
planned enrollment was targeted for 20 total clinics, each recruiting a minimum of 58
participants (maximum 68), for a total planned enroliment of 1160 participants.
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Potential demographic covariates were examined to determine their individual relationship
with the primary outcome of point prevalence abstinence at six months. Variables with a
statistically significant (p<0.05) relationship with this outcome (or previously identified as
having a relationship to this outcome; see below) were included in each model. All analyses
were based on intent-to-treat principles, in which anyone missing an interview was
presumed to be smoking, without any quit attempt. This conservative approach,
recommended by SRNT guidelines (31, 32), biases all results toward the null hypothesis. No
imputation was applied for analyses involving continuous outcomes (e.g., cigarettes per
day). All analyses included a random effect for clinic site and were adjusted for individual
level characteristics. Baseline demographics were compared between SC and NRT+SC
groups via t-tests or chi-square tests, as appropriate. For primary and secondary outcomes,
general linear mixed models and generalized linear mixed models were used for both our
continuous and binary outcomes, respectively, to account for clustering within site. Each
outcome was examined independent of the other outcomes (e.g., point prevalence abstinence
at six months was analyzed independently of abstinence at one month and three months).
The primary covariate of interest in regression models was treatment group (NRT sampling
+ SC vs. SC) with adjustments made for potential confounders measured at baseline (see
below). Results are presented as unadjusted and adjusted odds ratios (AOR) with 95%
confidence intervals (Cl); an alpha level of 0.05 was used for all hypothesis tests. All
analyses were generated using SAS Software, Version 9.4.

Study sample

Recruitment flow and retention are depicted in Figure 1. We used clinic personnel to
approach individuals who were known to them as established smokers. Only 3 people
approached for screening refused (<1%), likely suggesting that personnel selectively
approached known smokers who might seem willing to participate. Among those screened,
68 (5%) were deemed ineligible. Of those eligible, only 6 were not enrolled (3 for lack of
interest and 3 due to a clinic error). In total, 652 SC and 593 NRT Sampling participants
were enrolled, representing the intent-to-treat sample (Figure 1). Retention rates at six
months were no different between groups (60% vs. 58%, Chi-square=0.35, df=1, p=0.6).

Baseline characteristics

Baseline characteristics are presented in Table 1. Participants tended to be female (61%)
with a mean age of roughly 50 years, smoking an average of 15 CPD, moderately dependent,
with only 35% having made a quit attempt in the past year, and over one-third (36%) were
African American. Measures of motivation and confidence to quit smoking (each on a 0-10
scale), both established predictors of quit attempts and cessation, were similar between
groups. Several baseline variables differed significantly between groups, which likely
reflects the fact that clinics, and not individuals, were randomized. Thus, we caution against
over-interpretation of individual differences between groups given the large sample size and
clinic-level randomization with nested demographics within each clinic. Of all baseline
variables that differed between groups, only nicotine dependence (Heaviness of Smoking
Index; HSI) predicted outcome, and thus HSI is included as a covariate in all following
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analyses, in addition to the random effect for clinic site as previously noted. However, both
gender and race were added as covariates given large baseline differences and their
association with quitting documented elsewhere in the literature (33-35).

Cessation Related Outcomes & Changes in Smoking

As depicted in Table 2, smokers who received an NRT sample were more likely to make a
quit attempt sooner, within a month of their clinic visit (24% vs. 18%) but were no more
likely to make either any quit attempt (48% vs. 45%) or any 24-hr quit attempt (42% vs.
40%) throughout the entire six-month follow-up. However, rates of point-prevalence
abstinence were significantly higher for NRT vs. SC participants, at 1- (5% vs. 2%), 3- (10%
vs. 5%), and 6-month follow-ups (12% vs. 8%). Rates of floating abstinence (any 7-day
period of non-smoking ever in the study) were also higher among NRT participants (26% vs.
22%; see Table 2). Based on the entire sample, the longest quit attempt was about 9 days
longer (mean difference=8.98 days; 95% CI: 3.7 to 14.3 days) on average among
participants in the NRT vs. the SC condition (21.8 vs. 12.8 days; p<.001). Restricting this
same comparison to those who made a quit attempt, the longest duration of abstinence was
almost two weeks longer (11.9 days; 95% ClI: 4.1 to 19.8) among NRT vs. SC participants
(32.8 vs. 20.9 days; p=0.003).

Analyses evaluating changes over time, again including a random effect for site, and
controlling for HSI, gender and race, revealed a significant time x group interaction (p<0.03)
for cigarettes smoked per day (average of 7 days prior to each assessment), such that
smokers receiving NRT reduced their smoking (relative to baseline) to a greater extent than
those in the SC group within a month of their initial visit (average reduction from baseline of
40.3% vs. 27.4%), with greater reductions by the end of the study (52.3% vs. 45.3%).

Subgroup Analyses of Cessation Outcomes

We were specifically interested in whether any of our main cessation outcomes differed as a
function of baseline motivation to quit, i.e., to test if the NRT helped only those who
endorsed a strong desire to quit (=7 on 0-10 ladder; n=671) vs. not (n=573). Rates of all
cessation-related outcomes were higher among those who endorsed stronger motivation to
quit at baseline, and none of these outcomes in either sub-group reached statistical
significance, most likely due to diminished power. Importantly however, in all instances the
treatment effect, comparing NRT Sampling vs. SC (both OR and AOR) was the same or
higheramong those who were less vs. more motivated to quit (Table 3), suggesting that
medication sampling worked similarly across all smokers (the treatment x baseline
motivation interaction was also non-significant). In subgroup analyses of medication uptake
(Table 3), NRT sampling significantly promoted medication use for both low and high
motivation smokers.

Secondary Outcomes: Medication Usage

As compared to SC, participants who received starter NRT Kits were more likely to use
cessation medication (of any kind) in the month following their clinic visit (55% vs. 10%;
AOR =12.2 (95% CI: 8.3 — 18.0). Use of medication (in the week preceding each contact)
was sustained at both 3- (34% vs. 12%; AOR = 3.8; 95% CI: 2.8 — 5.4) and 6-month follow-
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ups (25% vs. 14%; see Table 2). Overall, 65% of NRT and 25% of SC participants used
cessation medication (AOR =5.9; 95% CI: 4.3 — 7.9). Restricting to patch and lozenge
alone, 63% (NRT + SC) vs. 14% (SC) used these products (AOR = 10.2; 95% CI: 7.4 —
14.2) at any point across follow-up. All of these patch/lozenge users within the SC group
(14%) likely obtained it on their own (as it was not provided through study), whereas 19% of
participants in the NRT group overall (30% of ever patch/lozenge users within this group)
went on to obtain patch/lozenge independently (AOR = 1.4; 95% CI: 0.96 — 2.0), which can
be viewed as an index of treatment adoption.

Other Related Outcomes

Longitudinal analyses revealed significant treatment effects on both motivation to quit (NRT:
7.4 SE =0.2 vs. SC: 6.9; SE = 0.2; p = 0.02) and self-efficacy (NRT: 6.7; SE = 0.2 vs. SC:
6.2; SD = 0.2; p = .03), but no time by group interaction on either (motivation to quit: p=0.2;
self-efficacy: p=0.4). Unexpectedly, participants who received NRT were less likely to
connect with the state quitline for additional quitting assistance, though there were very low
rates of contacting the quitline in either group (4% vs. 8%; AOR: 0.48; 95% CI: 0.3 - 0.9).

Post-hoc analyses completed after trial completion revealed actual ICCs as follows: a) any
quit attempt: 0.027; b) any 24hr quit attempt: 0.021; c) floating (i.e., any) abstinence during
study duration: 0.019; and d) point prevalence abstinence at six month follow-up: = 0.013.

Discussion

This study found that provision of a free two-week starter kit of NRT (both patch and
lozenge) delivered as part of physician advice to quit smoking increased quit attempts, use of
stop smoking medications, and smoking abstinence compared to standard care, and that
these effects held regardless of a smoker’s mativation to quit. Study strengths include a
cluster-randomized design with a large and demographically diverse study sample, recruited
through a network of primary clinics in South Carolina.

Two other prominent clinical trials have evaluated strategies to deliver pharmacotherapy-
based cessation treatment in primary care (36, 37), both with promising results. However,
each of these trials exclusively targeted smokers wanting to quit and delivered interventions
in the context of research-intensive infrastructure that was largely out of the hands of
providers themselves. We herein took a more pragmatic approach, focusing on smokers
across the motivational spectrum, under the belief that simply offering free medication often
changes motivation itself (38). We also took a minimalist approach to intervention delivery,
with a heightened focus on translational and scalable potential (39) for eventual
implementation into clinical practice. The sampling intervention tested here took only a few
minutes to deliver, required no complicated instructions to either the patient or the provider,
and was easily embedded within the context of busy primary care practices.

The cessation outcomes observed in this study are, as expected, lower than reported in most
RCTs of NRT (4) that offer longer duration of medication with added counseling support.
The sampling experience herein was a minimally intensive intervention, applied liberally to
a broad group of smokers. Expectations of outcomes must be tempered. Nonetheless, our
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findings have real-world applications suggesting that medication sampling in primary care
practice settings can serve as a behavioral catalyst for smoking cessation (40). Recent meta-
analyses (41) suggest that pharmacological interventions as delivered to smokers not ready
to quit yield a wide range of effect sizes (Number Needed to Treat ranging from 6-70, as
compared to 25 herein, all comers). The real value of medication sampling, if any, will
derive from thorough cost effectiveness analyses, including analyses of Quality-Adjusted
Life Years (QALY). NRT samples provided herein were inexpensive (<$60 per participant),
and if implemented in real-world practice, would not require much additional costs. Real
intervention costs, inclusive of NRT itself and the logistics of clinic delivery, would be
nominal and potentially covered by either insurance providers or clinics themselves.
Rudimentary estimates here suggest the total cost per quit attempt is $150, and cost per quit
is $475. This is similar to or lower than that estimated for quitline-based medication give-
away programs (27, 42-44) presumed to attract smokers wanting to quit. More recent
evidence suggests potential cost-effectiveness of medication distribution specifically for
smokers not wanting to quit (41).

The absence of biological verification of smoking status stands out as a study weakness.
Methods exist for remote collection of saliva samples for testing of cotinine, but these
options do not lend themselves for NRT interventions, especially when >20% of the sample
is using NRT at follow-up. Methods for remote capture of carbon monoxide verification are
in development (45) but not yet ready for widespread implementation. Modest retention
throughout follow-up is another study weakness, though consistent with other RCTs of
smoking cessation within primary care (22, 23, 36, 37). Additionally, while behavioral
interventions are difficult to blind, the lack of blinded assessment during follow-up may
have introduced bias, which could be particularly compounded in the absence of
biochemical verification of outcomes. Finally, models involving binary outcomes included
the conservative assumption of missing data as “no event,” and no such assumptions were
made for continuous outcomes. As such, the estimates presented here assume data were
“missing completely at random,” which we cannot verify as participants may be smoking
more (or less) at follow-up, which may have impacted their ability to be available for
assessments.

The challenges of delivering effective yet scalable smoking cessation interventions within
real-world medical settings are significant, but so are the opportunities. Provision of
medication samples to promote smoking abstinence within the context of primary care is
wholly consistent with seminal recommendations to do so (46) and may be a practical,
disseminable strategy to get more smokers engaged in evidence-based care.
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26 < 25 of last 30 days smoked

3 non-English speaking/literate

4 currently pregnant or breastfeeding
4 planning to become pregnant

8 past 3 month cardiovascular trauma

1,284 Eligible individuals
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Not interested (n=3) or clinic error (n=3)
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Individuals later found ineligible (n=32)
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Standard Care (n=652)

Standard Care + NRT (n=593)
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END OF STUDY

Figure 1:
Recruitment Flow and Retention
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Baseline Characteristics

Table 1:

Standard Care (SC) n=652 | SC + NRT n=593 pt

Demogr aphics
Age: mean (SD) 51.0 (13.6) 50.4 (13.4) 0.5
Female 56% 66% 0.0009
Race <0.0001

White 53% 73%

African American 45% 26%
Married or member of unmarried couple 38% 46% 0.007
Education 0.5

HS, GED, or less 64% 63%

Some College 27% 30%

College Graduate 8% 7%
Insured, of any kind 85% 87% 0.3
Income 0.002

< $25k 57% 50%

$25 - $50k 27% 25%

> $50k 16% 25%
Smoking History
HSI: Heaviness of Smoking Index (0-6): mean (SD) 2.6 (1.6) 2.8 (1.4) 0.001
Average Cigarettes per Day: mean (SD) 15.0 (9.3) 15.3(8.6) 0.5
Quit Attempt (QA) in Past Year 35% 36% 0.7
Used NRT on last QA 21% 22% 0.6
Used other cessation medication last QA 11% 11% 0.8
Other smokers in household 46% 49% 0.3
Age started smoking: mean (SD) 18.2 (6.5) 17.4 (5.7) 0.03
Motivation to quit in next month (0-10) 6.2(3.7) 6.4 (3.6) 0.5
Confidence to quit in next month (0-10) 5.8 (3.5) 6.0 (3.2) 0.3

1. . . .
T-tests were used for continuous measures, and chi-square tests were used for categorical measures
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