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the majority of his comments. He appears to
suggest that persons who have suffered ad-
verse childhood experiences and other at-risk
populations benefit less from cessation than
do others, and that the stress of tobacco con-
trol efforts further marginalizes these popula-
tions. We agree that many smokers feel mar-
ginalized and embarrassed by their smoking.
Researchers and public health officials should
emphasize that smokers are the true victims
of tobacco dependence—they often end up
paying the ultimate costs of premature disabil-
ity and death as a result of their tobacco use.

Schrand suggests that cessation programs
cause iatrogenic effects. There is little or no
evidence that this is the case.1,2 This hypothet-
ical risk must be weighed against the known
and significant benefits of cessation treatments
and policies. Such interventions have been rig-
orously evaluated and the results replicated in
numerous settings. Smokers deserve access to
effective tobacco interventions, just as patients
suffering from diseases resulting from tobacco
use (e.g., cancer, myocardial infarction, chronic
obstructive pulmonary disease) deserve access
to effective treatments. We contend that all
smokers, especially those from at-risk popula-
tions, will benefit from a supportive environ-
ment that fosters successful cessation.

We disagree with Schrand’s contention that
the recommendations in the National Action
Plan for Tobacco Cessation are punitive.
Rather, this plan recommends evidence-based
policies (e.g., cigarette excise tax increases)
and the provision of evidence-based tobacco
dependence treatment to help tobacco users
quit and enjoy the benefits of good health.
Further, the plan recommends a new research
agenda to identify effective tobacco depen-
dence treatments for a variety of vulnerable
populations, including pregnant smokers and
individuals with psychiatric comorbidities,
and recommends additional research funding
to study these questions.

Schrand also seems to suggest that helping
someone quit early in his or her smoking ca-
reer (prior to the development of disease) is not
a desirable outcome because such a person
would not enjoy immediate disease reduction.
In fact, we would argue that such a person
would have the most to gain from cessation;
such a person would reap especially large ben-
efits over many years in the form of enhanced

quality of life, monetary savings, and the pre-
vention of diseases caused by tobacco use.1,2

In sum, the evidence for the benefits of ef-
fective tobacco treatments and policies is so
strong that a failure to support them is ethi-
cally and medically indefensible.
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MOVING BEYOND RANDOMIZED
CONTROLLED TRIALS

We concur with Victora et.al.1 and other con-
tributors to the important evaluation issue of
the Journal, which highlights a long-standing
concern among many in the public health
community about the overreliance on ran-
domized controlled trials (RCTs) in research.2

Clearly, RCTs have an important role to play
in medical research, although their strength
may be limited to assessing well-controlled,
narrow interventions, for example, comparing
drug A against drug B or procedure A against
procedure B. Increasingly, however, public
health interventions and the funders who in-
vest in those interventions acknowledge the
multifactorial basis of many health outcomes
and thus the need for more sophisticated,
multidimensional, community-based designs.
RCTs have limited capacity to assess such
comprehensive initiatives. They also are lim-
ited in assessing aspects of quality3 as well as
performance measurement.4

If we are to understand the effectiveness of
complex community interventions, needed in
addition are more robust approaches, ranging
from Theory of Change5 to hybrid models
combining several traditional approaches,6

modeling, anthropological and sociological
tools (focus group dynamics, social network
analysis), and syndemic relational analysis.7

Finally, from a population perspective, our
experience with immigrants and refugees
indicates that trust, choice (patient, family,
even community), and client participation
are critical prerequisites for successful pro-
gram design and evaluation.8 Such patient-
centeredness is inconsistent with the RCT
“randomized and blinded” methodology.
Interventions require research designs com-
mensurate with their sophistication.
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