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Dzewaltowski et al. suggest that the cost of
the intervention be included in the TREND
reporting items. Malcolm Potts (written com-
munication, March 9, 2002) has also sug-
gested inclusion of cost data. At the time of
the TREND journal editors’ meeting, other
groups were working on reporting standards
for cost-effectiveness studies, and the TREND
group decided to wait until those had been
completed before drafting items for reporting
costs. We do agree that cost information is of
great importance and should be included in
evaluation reports.

Most of Dzewaltowski et al.’s comments con-
cern the issue of external validity, including the
representativeness of the settings and of the in-
tervention staff. The first version of the TREND
statement was developed as a counterpart to
the CONSORT statement,1 which mainly fo-
cuses on issues of internal validity. Items 3 (de-
scription of the settings in which the interven-
tion was studied) and 22 (external validity as a
topic in the discussion section) do address exter-
nal validity, but we agree that much more is
needed to develop standards for the reporting
of external-validity data. External-validity issues
are of great importance for behavioral and pub-
lic health interventions; an intervention that is
highly effective in some settings may be com-
pletely ineffective in other settings. It will be
critical to extend the TREND ideas to research
studies that specifically focus on external-
validity issues, such as studies that systemati-
cally examine the effectiveness of an interven-
tion in different settings. We can envision an
additional set of reporting standards for address-
ing external validity, regardless of whether the
original internal-validity evaluation study used a
randomized or a nonrandomized design.

We invite all persons interesting in contribut-
ing to this discussion to e-mail the TREND
group (TREND@cdc.gov) and to visit the
TREND Web site (http://www.TREND-
statement.org). We plan to create linkages from
the TREND Web site to the Web sites of other
groups interested in these issues, such as Dze-
waltowski and colleagues’ RE-AIM (Reach, Effi-
cacy/Effectiveness, Adoption, Implementation,
Maintenance) group (http://www.re-aim.org).
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TOBACCO CONTROL?

In the February issue of the Journal, 3 former
surgeons general emphasize the need for re-
ducing tobacco addiction and disease.1 Fiore
et al.2 make a case for the $14 billion National
Action Plan for Tobacco Cessation,3 which
consists of a national quit hotline, a media
campaign, cessation benefits for federally
funded health care programs, more research,
and training for health care providers. This is
to be paid for out of $28 billion generated by
a $2-per-pack excise tax on tobacco.

Missing from all studies on the purported
harmful effects of tobacco use on morbidity
and mortality is an analysis of the confound-
ing influence of exposure to adverse childhood
experiences4 and of the stress of the anti-to-
bacco program itself. This at-risk population
has already been exposed to more than its
share of dysfunctional authority figures and, in
extreme cases, actual child abuse. Characteris-
tic of this experience is subjection to excessive
control, distorted guilt, marginalization, and
copious punishment. Survivors of such chal-
lenging childhoods are all too often mistaken
for easy targets for exploitive behavior.

The current cessation program relies heavily
on the use of distorted blame, social ostracism,
and punishment in the form of job discrimina-
tion and exorbitant taxes. These methods do
work on the easy subjects with low nicotine
tolerance scores and who are still at low risk
for purported illness. Since the actual reduc-
tion in these illnesses is likely to be small, one
would have to question the effectiveness of
this dubious program. And what happens to
those who fail this behavior control program?

The anti-tobacco program forces a choice
between 2 paths, both with negative conse-
quences. It simply produces conflict and im-
poses more stress on those at greatest risk.
This unproductive stress increases illness. No
study to date has evaluated the extent of this
unintended effect of the anti-tobacco pro-
gram. A thorough analysis of this effect needs
to be completed, especially among stress-
sensitive pregnant women5,6 and those who
are or have been exposed to high levels of
trauma and stress in the military.7 The pro-
jected 50% success rate of the program2 will
only cause increased social isolation in these
at-risk populations. Much more effective ces-
sation methods need to be offered, long be-
fore more money is spent on programs that
appear to continue and institutionalize the
dysfunctional relationships that many people
who smoke were exposed to in their youth.

Jay R. Schrand, BSSE
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FIORE RESPONDS

My colleagues and I thank Schrand for his let-
ter. However, we respectfully disagree with
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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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