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Use of Exclusion Criteria in Selecting Research Subjects 
and Its Effect on the Generalizability of Alcohol Treatment 

Outcome Studies

Keith Humphreys, Ph.D., and Constance Weisner, Dr.P.H.

Objective: Researchers have not systematically examined how exclusion criteria used in
selection of research subjects affect the generalizability of treatment outcome research.
This study evaluated the use of exclusion criteria in alcohol treatment outcome research
and its effects on the comparability of research subjects with real-world individuals seeking
alcohol treatment. Method: Eight of the most common exclusion criteria described in the
alcohol treatment research literature were operationalized and applied to large, represen-
tative clinical patient samples from the public and private sectors to determine whether the
hypothetical research samples differed substantially from real-world samples. Five hun-
dred ninety-three consecutive individuals seeking alcohol treatment at one of eight treat-
ment programs participated. A trained research technician gathered information from par-
ticipants on demographic variables and on alcohol, drug, and psychiatric problems as
measured by the Addiction Severity Index. Results: Large proportions of potential re-
search subjects were excluded under most of the criteria tested. The overall pattern of re-
sults showed that African Americans, low-income individuals, and individuals who had
more severe alcohol, drug, and psychiatric problems were disproportionately excluded un-
der most criteria. Conclusions: Exclusion criteria can result in alcohol treatment outcome
research samples that are more heavily composed of white, economically stable, and
higher-functioning individuals than are real-world samples of substance abuse patients
seen in clinical practice, potentially compromising the generalizability of results. For both
scientific and ethical reasons, in addition to studies that use exclusion criteria, outcome re-
search that uses no or minimal exclusion criteria should be conducted so that alcohol treat-
ment outcome research can be better generalized to vulnerable populations. 

(Am J Psychiatry 2000; 157:588–594)

Most clinical research studies in psychiatry and
other areas of medicine exclude some potential sub-
jects on the basis of predefined criteria. Use of exclu-

sion criteria can optimize internal validity, make a
study more feasible (e.g., by excluding patients who
are nonadherent to treatment) (1), reduce cost (e.g., by
excluding patients who would be difficult to follow
up), and serve ethical functions (e.g., by excluding pa-
tients who might be harmed by study participation). At
the same time, exclusion criteria can have negative im-
plications for the generalizability (or “external valid-
ity”) of results to real-world practice settings. Because
by definition patients meeting a study’s exclusion crite-
ria differ from those not excluded, the results of the
study cannot be assumed to apply to excluded patients.
Further, clinicians may be less likely to administer an
intervention if the patients they typically treat differ
from the subset of patients who met predefined criteria
in research that supported the intervention’s efficacy.
Such concerns were a key reason for development of
the National Institutes of Health guidelines encourag-
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ing inclusion of women and members of ethnic minor-
ity groups as subjects in clinical research (2); the guide-
lines are intended to ensure that both the burden and
the benefits of treatment research are fairly distributed
throughout society.

The implications of exclusion criteria for the exter-
nal validity and clinical utility of findings in various ar-
eas of research have not been systematically examined.
The study reported here assessed whether exclusion
criteria affect the generalizability of research findings
in one important area of psychiatric research—treat-
ment for alcohol problems. On October 1, 1997, ap-
proximately 625,000 individuals were receiving spe-
cialty alcohol treatment services in the United States
(3). The large number of treated individuals under-
scores the importance of clinical alcohol research’s be-
ing relevant to real-world practice.

Meta-analyses of alcohol treatment research by
Finney and Monahan (4, 5) have indicated that 74.9%
of outcome studies (254 of 339 studies conducted be-
tween 1980–1992) reported using exclusion criteria.
This proportion is a conservative estimate because re-
searchers do not always report the use of exclusion
criteria; they may believe that exclusion procedures
“go without saying” and do not need to be described,
or they may be unaware that exclusion criteria have
been implemented (e.g., when treatment staff surrepti-
tiously discourage more severely disabled patients
from participating in a clinical trial) (6). The nine
most common exclusion criteria used in the alcohol
treatment studies reviewed by Finney and Monahan
were psychiatric/emotional problems, noncompliance/
lack of motivation, serious medical problems, neuro-
logical impairment (e.g., organic brain syndrome),
drug abuse problems, lack of success in prior alcohol
treatment, residence far from the treatment facility,
social instability (e.g., unmarried, unemployed), and
residential instability.

To examine the effect of exclusion criteria on the
generalizability of findings from alcohol treatment re-
search, the present study operationalized eight of these
commonly used exclusion criteria and then applied
them to real-world samples of patients seeking treat-
ment at representative alcohol programs in the public
and the private sector. By comparing patients who
were excluded or not excluded under each rule, we es-
timated how exclusion criteria changed the samples in
question, in other words, the extent to which the crite-
ria produced research samples that differed from real-
world clinical samples.

METHOD

Patients

Participants were individuals (N=593) seeking treatment at one of
eight alcohol treatment programs that were representative of public
and private-for-profit programs in a northern California county (7).
In terms of the demographic characteristics of the population and
the treatment services available, this county is representative of

many counties in the United States. To be considered eligible for par-
ticipation, patients had to be at least 18 years old and able to com-
plete a structured, in-person interview (i.e., non-English-speaking
patients and patients suffering from cognitive impairment or delir-
ium were excluded). During the period of fieldwork, 690 of 739 con-
secutive admissions (93.4%) met inclusion criteria for the study. Of
the 338 study-eligible individuals admitted to the public programs,
298 (88.2%) were asked to participate and consented. Of the 352
study-eligible individuals admitted to the private programs, 295
(83.8%) were asked to participate and consented. A chi-square anal-
ysis indicated that this difference in participation rate between pub-
lic and private systems was not significant (χ2=2.71, df=1, p>0.05).
Of the 97 eligible patients who did not agree to participate in the
study, 57 (58.8%) were non-Hispanic Caucasian and 62 (63.9%)
were male. These proportions are similar to those of the study sam-
ple, as described below.

Men (N=391) composed slightly under two-thirds of the sample
(65.9%). At intake, 211 (35.6%) participants were separated or di-
vorced, and 167 (28.2%) were married or living in a marriage-like
relationship. About two-thirds of the sample (N=380, 64.1%) were
unemployed. The most common racial/ethnic backgrounds were
non-Hispanic Caucasian (51.9%, N=308) and African American
(34.2%, N=203). The mean age of the participants was 39.0 years
(SD=10.5).

Programs

Alcohol treatment programs were selected on the basis of size
(more than one admission per week) and primary funding source.
The six publicly funded programs included two detoxification units,
two residential facilities, and two outpatient clinics. At the time of
the study, public county substance abuse services in California were
mainly funded by federal block grants and matching funds from the
state and its counties. Almost all patients in the public programs ei-
ther had no insurance or had publicly funded insurance such as
Medicaid. The two private programs were large, for-profit, hospital-
based units that offered both inpatient and outpatient services and
were primarily funded by fee-for-service insurance. These programs
drew clients from all parts of the county and were representative of
private programs in the county.

Procedure

Trained research staff independent from the treatment programs
recruited participants on-site. Research staff described the study to
eligible patients and made it clear that the decision of whether to
participate in the study would have no impact on treatment services
they would receive. After the study was fully explained, written, in-
formed consent was obtained from the 593 patients who decided to
participate. For each completed interview, $20 was paid either to the
participant or to the residents’ fund at the treatment program.

The widely used Addiction Severity Index (8) served as the core
assessment instrument. The Addiction Severity Index produces con-
tinuous composite scores (range=0–1) for alcohol, drug, and psychi-
atric problems. It has excellent concurrent reliability and has been
shown to have discriminant and concurrent validity across a variety
of substance-abusing populations (9). The Addiction Severity Index
was supplemented with questions from the Diagnostic Interview
Schedule for Psychoactive Substance Dependence (10) that assessed
the presence or absence of nine drug dependence symptoms (e.g., tol-
erance, withdrawal symptoms, disruption of important daily activi-
ties) in the past 30 days. Finally, participants were asked to report
the dates and types of any prior alcohol and psychiatric treatment
episodes.

Operationalization and Analysis of Exclusion Criteria

Using the data gathered, eight of the nine commonly used exclu-
sion criteria were operationalized: psychiatric/emotional problems,
noncompliance/lack of motivation, medical problems, drug depen-
dence, lack of success in prior alcohol treatment, residence distant
from the treatment facility, social instability, and residential instabil-
ity (table 1). The effect of an exclusion criterion for neurological im-
pairment on the characteristics of samples could not be evaluated
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here because neurological impairment was an exclusion criterion in
the present study. Operationalizations were chosen to be the same or
similar to widely employed operationalizations in the literature,
within the constraints of the data of the present study.

For each dependent variable, the eight exclusion rules were ap-
plied individually within the group of public sector subjects, and
then within the group of private sector subjects. Thus all tests and
comparisons were made separately within service systems rather
than across them. For each exclusion rule, the proportion of patients
excluded was calculated, and then the characteristics of the excluded
and the included patients were compared. For categorical dependent
variables (race, sex, and income), statistical significance was assessed
using a chi-square test. For continuous variables (drug, alcohol, and
psychiatric problems), statistical significance was assessed with inde-
pendent samples t tests. For chi-square analyses, a threshold of p<
0.01 was used to judge significance, whereas for the more statisti-
cally powerful t test analyses, a threshold of p<0.005 was employed.
In practical terms, statistically significant results in this study indi-
cate that when a particular exclusion criterion is applied in a real-
world treatment system, patients who are excluded from the result-
ing hypothetical research sample are significantly different on the
variable of interest (e.g., race, sex) than patients who would be in-
cluded in the research sample.

RESULTS

The proportion of patients excluded under each cri-
terion was as follows: noncompliance/lack of motiva-
tion (10.7% [N=32] of public sector patients; 7.5%
[N=22] of private sector patients), residential instabil-
ity (44.0% [N=131], public sector; 16.9% [N=50],
private sector), medical problems (22.5% [N=67],
public; 39.3% [N=116], private), residence distant
from treatment (19.8% [N=59], public; 50.8% [N=

150], private), psychiatric/emotional problems
(34.6% [N=103], public; 50.5% [N=149], private),
drug dependence (55.4% [N=165], public; 55.3%
[N=163], private), social instability (72.5% [N=216],
public; 40.7% [N=120], private), and unsuccessful
prior alcohol treatment (74.8% [N=223], public;
57.6% [N=170], private). Overall, large proportions
of patients in both systems were excluded under most
rules. Thus, in a treatment outcome study conducted
using these exclusion criteria, many or most of these
treated patients would not be eligible to participate.

Race

Of the 298 patients treated in public programs, 117
(39.3%) were white, 137 (46.0%) were African Amer-
ican, and 44 (14.8%) had other racial/ethnic back-
grounds. For six of the exclusion criteria, excluded and
included patients did not differ on race. However, un-
der the drug dependence criterion, a significantly
higher proportion of African Americans were in the
excluded group (χ2=38.16, df=2, p<0.0001). Specifi-
cally, in the excluded group (N=165), 25.5% of the pa-
tients (N=42) were white and 61.8% (N=102) were
black, whereas in the included group (N=133), 56.4%
of the patients (N=75) were white and 26.3% (N=35)
were black. In addition, under the exclusion criterion
of distance from treatment, the tendency for blacks to
be disproportionately excluded approached signifi-
cance (χ2=6.45, df=2, p=0.04): 59.3% (N=35) of the
59 excluded patients were black versus 42.7% (N=
102) of the 239 included patients.

Of the 295 patients treated in the private sector pro-
grams, 191 (64.7%) were white, 66 (22.4%) were
black, and 38 (12.9%) had other racial/ethnic back-
grounds. In the private sector group, exclusion criteria
also disproportionately affected black patients. There
were significant differences in the racial characteristics
of excluded and included patients for the psychiatric/
emotional problem criterion (44 of 149 excluded pa-
tients [29.5%] were black versus 22 of 145 included
patients [15.2%]; χ2=10.25, df=2, p<0.01), the drug
dependence criterion (50 of 163 excluded patients
[30.7%] were black versus 16 of 131 included patients
[12.2%]; χ2=15.50, df=2, p<0.001), the social instabil-
ity criterion (42 of 120 excluded patients [35.0%]
were black versus of 24 of 174 included patients
[13.8%]; χ2=18.48, df=2, p<0.0001), and the residen-
tial instability criterion (18 of 50 excluded patients
[36.0%] were black versus 48 of 245 included patients
[19.6%]; χ2=8.54, df=2, p<0.01).

Overall, in both service systems, but particularly in
the private sector, the application of exclusion criteria
tended to reduce the proportion of African Americans
(and, obviously, increase the proportion of Cauca-
sians) in hypothetical research samples. In other
words, exclusion criteria often created treatment re-
search samples that had different racial characteristics
than do real-world treatment samples.

TABLE 1. Operationalization of Exclusion Criteria Widely Used
in Clinical Research on Alcohol Treatment

Criterion Operationalization

Psychiatric/emotional 
problems

Any of the following: inpatient 
psychiatric treatment in the past 
year, current treatment with 
psychotropic medication, 
hallucinations not directly 
attributable to substance use in the 
past 30 days, serious thoughts of 
suicide not directly attributable to 
substance use in the past 30 days

Noncompliance/lack of 
motivation

Patient rating of treatment for current 
substance abuse problem less than 
“considerably important” on a 5-
point Addiction Severity Index item

Medical problems Addiction Severity Index medical 
composite problem score two or 
more standard deviations higher 
than the norm for the general 
population (11)

Drug dependence Three or more NIMH Diagnostic 
Interview Schedule (10) drug 
dependence symptoms in past 
30 days

Unsuccessful prior alcohol 
treatment

Treatment for substance abuse prior 
to current treatment episode

Residence distant from 
treatment facility

Residence outside of the county in 
which the treatment program was 
located

Social instability Both unmarried and unemployed
Residential instability Not living in a house or apartment at 

intake
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Sex

All but one exclusion criteria had no significant ef-
fect on the sex ratio of samples in either service system.
The sole exception was the residential instability crite-
rion, under which the proportion of males in public
programs who were excluded (105 of 131 patients,
80.2%) was significantly higher than those who were
included (101 of 167 patients, 60.5%) (χ2=13.31, df=
1, p<0.0001).

Income

In the public sector, 289 of the 298 patients (97.0%)
provided data on annual income. Of these, 184
(63.7%) had an annual income of less than $10,000,
69 (23.9%) had an income between $10,000 and
$35,000, and 36 (12.5%) had an income of $35,000
or more. Of the 213 patients excluded under the social
instability criteria, 157 (73.7%) had less than $10,000
income, 40 (18.8%) had an income between $10,000
and $35,000, and 16 (7.5%) had an income greater
than $35,000. In contrast, the 76 patients included un-
der this criteria had significantly higher incomes: 27
(35.5%) had less than $10,000, 29 (38.2%) had be-
tween $10,000–$35,000, and 20 (26.3%) had greater
than $35,000 (χ2=37.54, df=2, p<0.0001). Similarly,
under the residential instability criterion, the 126 ex-

cluded patients had significantly lower incomes (χ2=
8.91, df=2, p<0.01) than the 163 included patients
(e.g., 73.0% of excluded patients [N=92] had less than
$10,000 income versus 56.4% of included patients
[N=92]). Under the criterion of noncompliance/lack of
motivation, the tendency for excluded patients (N=32,
11.1%) to have lower incomes than included patients
(N=257, 88.9%), approached but did not attain signif-
icance (χ2=6.72, df=2, p=0.03).

In the private sector, 289 of the 295 patients pro-
vided income data. Of these, 83 (28.7%) had less than
$10,000 annual income, 84 (29.1%) had between
$10,000–$35,000 income, and 122 (42.2%) had an in-
come of over $35,000. In general, the eight exclusion
criteria disproportionately excluded low-income pa-
tients. The pattern of those results approaching or at-
taining significance can most easily be summarized by
reporting the proportion of excluded and included pa-
tients under each criterion that lived in extreme pov-
erty (i.e., had less than $10,000 annual income):
psychiatric/emotional problems (66 of 149 excluded
patients [44.3%] lived in poverty versus 17 of 140
included patients [12.1%]; χ2=37.25, df=2, p<
0.0001), medical problems (37 of 115 excluded pa-
tients [32.2%] versus 47 of 175 included patients
[26.9%]; χ2=6.59, df=2, p=0.04), drug dependence (57
of 160 excluded patients [35.6%] versus 26 of 128 in-

TABLE 2. Mean Composite Drug, Alcohol, and Psychiatric Problem Scores of Patients in Public Sector and Private Sector Alcohol
Treatment Programs Who Were Excluded From or Included in Hypothetical Research Samples by Using Common Exclusion Cri-
teriaa

Exclusion Criterion and Patient Group

Public Sector Private Sector

Drug Alcohol Psychiatric Drug Alcohol Psychiatric

N Mean SD Mean SD Mean SD N Mean SD Mean SD Mean SD

Total sample 298 0.13 0.13 0.34 0.32 0.37 0.24 295 0.15 0.14 0.43 0.34 0.43 0.24
Psychiatric/emotional problems

Excluded patients 103 0.16 0.13 0.41* 0.32 0.56* 0.19 149 0.18* 0.15 0.44 0.33 0.56* 0.20
Included patients 195 0.12 0.12 0.30 0.31 0.27 0.20 145 0.12 0.13 0.42 0.35 0.28 0.19

Noncompliance/lack of motivation
Excluded patients 32 0.11 0.10 0.37 0.23 0.34 0.20 22 0.15 0.11 0.43 0.31 0.49 0.23
Included patients 266 0.14 0.13 0.33 0.33 0.38 0.24 273 0.15 0.14 0.43 0.34 0.42 0.24

Medical problems
Excluded patients 67 0.16 0.14 0.48* 0.30 0.46* 0.25 116 0.15 0.15 0.48 0.35 0.49* 0.22
Included patients 231 0.12 0.12 0.29 0.31 0.34 0.23 179 0.14 0.13 0.39 0.33 0.38 0.24

Drug dependence
Excluded patients 165 0.21* 0.11 0.34 0.31 0.43* 0.23 163 0.24* 0.11 0.29* 0.33 0.47* 0.24
Included patients 133 0.03 0.05 0.33 0.33 0.30 0.24 131 0.00 0.01 0.59 0.28 0.38 0.24

Unsuccessful prior alcohol treatment
Excluded patients 223 0.14 0.13 0.36 0.33 0.38 0.24 170 0.16 0.14 0.46 0.34 0.46* 0.23
Included patients 75 0.12 0.11 0.28 0.27 0.35 0.24 125 0.13 0.14 0.38 0.34 0.37 0.25

Residence distant from treatment facility
Excluded patients 59 0.14 0.12 0.47 0.30 0.38 0.22 150 0.15 0.15 0.43 0.33 0.44 0.23
Included patients 239 0.13 0.13 0.30 0.31 0.37 0.25 145 0.14 0.13 0.43 0.35 0.41 0.25

Social instability
Excluded patients 216 0.13 0.13 0.34 0.32 0.37 0.24 120 0.16* 0.14 0.42 0.34 0.45* 0.24
Included patients 82 0.13 0.13 0.21 0.25 0.50 0.28 174 0.01 0.11 0.48 0.35 0.34 0.23

Residential instability
Excluded patients 131 0.13 0.13 0.34 0.31 0.37 0.22 50 0.17 0.14 0.39 0.32 0.47 0.22
Included patients 167 0.13 0.12 0.34 0.32 0.38 0.26 245 0.14 0.14 0.44 0.35 0.42 0.24

a Drug, alcohol, and psychiatric problems assessed by using the Addiction Severity Index (8). Comparisons of excluded and included
patients under each criterion were conducted within each system (public and private) by using t tests (df=296 for public program compar-
isons and df=293 for private program comparisons). Total N=294 for some analyses in the private sector because of one subject with some
missing data.

*p≤0.005.
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cluded patients [20.3%]; χ2=10.00, df=2, p<0.01), un-
successful prior alcohol treatment (65 of 167 excluded
patients [38.9%] versus 18 of 122 included patients
[14.8%]; χ2=25.94, df=2, p<0.0001), social instability
(64 of 117 excluded patients [54.7%] versus 19 of 171
included patients [11.1%]; not a significant differ-
ence), and residential instability (26 of 50 excluded pa-
tients [52.0%] versus 57 of 239 included patients
[23.8%]; not a significant difference).

To summarize, in both service systems and particu-
larly in private programs, exclusion criteria signifi-
cantly reduced the proportion of low-income patients
who would have been eligible to participate in a hypo-
thetical research study.

Drug, Alcohol, and Psychiatric Problems

Differences in the frequency of drug, alcohol, and
psychiatric problems (as assessed by the Addiction Se-
verity Index) among excluded and included patients
under each exclusion criterion are presented in table 2.
In public programs, patients excluded (N=103) under
the psychiatric/emotional problems criterion had sig-
nificantly higher scores for alcohol and psychiatric
problems than included patients (N=195). Patients ex-
cluded under the medical problems criterion (N=67)
had significantly higher scores for alcohol and psychi-
atric problems than included patients (N=231). Fi-
nally, patients excluded under the drug dependence cri-
terion (N=165) had significantly higher scores for drug
and psychiatric problems than patients included under
this criterion (N=133).

Parallel effects were evident within the private sector.
Excluded patients had higher scores for drug problems
than included patients under the psychiatric/emotional
problems, drug dependence, and social instability cri-
teria. Similarly, excluded patients had higher scores for
psychiatric problems than included patients under the
psychiatric/emotional problems, medical problems,
drug dependence, unsuccessful prior alcohol treat-
ment, and social instability criteria. The only exception
to the overall trend for exclusion criteria to differently
affect more severely disabled patients was for the drug
dependence criterion. When this criterion was applied
in private programs, included patients had more severe
alcohol-related problems than excluded patients.

Overall, the effects identified are of considerable
magnitude, with the problem severity of excluded pa-
tients exceeding that of included patients by three or
more standard deviations in some cases. The findings
underscore the difficulty of excluding patient prob-
lems in only a single domain. For example, although it
is not surprising that an exclusion criterion for psychi-
atric/emotional problems would reduce the frequency
of psychiatric problems in a sample, the extent to
which the same criterion can significantly alter the fre-
quency of drug and alcohol problems of the samples is
striking.

Sensitivity Analyses

A variety of alternative operationalizations were cho-
sen for the exclusion rules to determine if the pattern of
findings was significantly affected. These operational-
izations ranged from substantially more restrictive
(e.g., requiring that three of the four psychiatric prob-
lem indicators be present for the psychiatric/emotional
problems criterion, requiring multiple prior treatments
for the unsuccessful prior alcohol treatment criterion)
to substantially more liberal (e.g., excluding all patients
who had used drugs in the past 30 days, even if they did
not have a diagnosis of drug dependence) than those
applied here. These results (not shown here but avail-
able from the first author) indicated that, as would be
expected, more liberal operationalizations resulted in
larger proportions of patients being excluded than did
more conservative operationalizations. However, across
operationalizations, the pattern of disproportionate ex-
clusion of African American, low-income, and more se-
verely disabled patients continued to hold.

DISCUSSION

The study reported here was stimulated by our ob-
servation that clinicians and administrators in alcohol
treatment programs frequently speculate openly about
whether the patients in their programs are similar to
the research subjects who provided the data that is
supposed to guide clinical intervention. This study op-
erationalized common exclusion criteria and applied
them to a real-world sample of patients seeking alco-
hol treatment. The results suggest that, in terms of sex
ratios, samples of real-world patients are similar to
samples of research subjects. However, the results in-
dicate that exclusion criteria can produce research
samples in which African American, low-income, and
severely disabled patients are underrepresented. The
differences between excluded and included patients
were more pronounced in private programs because
of the relative heterogeneity of the caseloads in these
programs, which included both well-off patients with
private insurance as well as poor, disabled patients
with fee-for-service alcohol treatment coverage
through Medicare. However, the differences were still
of significant concern in public programs. The study
results have yet to be replicated in other service sys-
tems and in other parts of the country, but given the
size of the study samples, the representativeness of the
county and the programs, and impressive size of the
effects generated by the exclusion criteria, it would be
unwise to ignore these results in the interim, particu-
larly because race, socioeconomic status, and problem
severity have been shown to influence alcohol treat-
ment outcome (12).

One might argue that our operationalization of the
exclusion criteria was too liberal and tended to over-
state effects. However, this result seems unlikely, given
that most of the criteria were quite strict (e.g., having
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medical problems of a severity more than two stan-
dard deviations higher than the mean for the general
population), and sensitivity analyses indicated that al-
ternative operationalizations produced similar results.
Further, the exclusion criteria were applied singly.
Applying criteria singly has a smaller effect on re-
search samples than applying multiple exclusion crite-
ria, which is done in most studies of alcohol interven-
tions. To take a recent, well-known example, Project
MATCH (13), the largest randomized trial of alcohol
treatment ever conducted, excluded potential partici-
pants who were unwilling to complete an extensive as-
sessment battery, had used intravenous drugs in the
past 6 months, were dependent on any drug other
than marijuana, were currently a danger to themselves
or others, had probation or parole requirements that
would interfere with protocol participation, were res-
identially unstable, could not identify a collateral con-
tact who would assist in locating them at follow-up,
were acutely psychotic, had severe organic impair-
ment, or had planned or current involvement in treat-
ment other than that provided in the study (as well as,
of course, patients who were unwilling to be ran-
domly assigned to treatment). As a result, more than
60% of the patients presenting for alcohol treatment
were excluded from that study, which is unsurprising
given the data presented here.

The higher likelihood that African Americans, low-
income individuals, and more severely troubled pa-
tients will be excluded from clinical alcohol research
can have significant scientific, clinical, and ethical con-
sequences. From a scientific viewpoint, exclusion crite-
ria can enhance internal validity and thereby facilitate
evaluation of treatment “efficacy” (i.e., how well a
treatment works under ideal conditions) (14). At the
same time, exclusion criteria weaken our ability to as-
sess treatment “effectiveness” (i.e., how well a treat-
ment works in the real world of day-to-day clinical
practice) (14). For example, African Americans consti-
tute about one-fourth of substance abuse patients in
the United States (3), so to the extent that substance
abuse treatment research does not include them, it be-
comes less useful as a method for assessing treatment
effectiveness (and for that matter, informing health
care policy decisions that affect African Americans).
Further, whether a study is primarily aimed at assess-
ing treatment efficacy or treatment effectiveness, the
results presented here suggest that some exclusion cri-
teria can make a study more difficult to complete. Be-
cause some criteria exclude many potential research
participants, fieldwork time may need to be extended
until enough nonexcluded patients are admitted to the
recruitment site.

Clinically, the differences produced by exclusion cri-
teria between research and real-world samples of pa-
tients with alcohol problems may help explain the
commonly described “research-practice gap.” Many
treatment providers work in alcohol programs where
the majority of patients are low-income persons with
minority racial/ethnic background who have comor-

bid psychiatric and drug problems; in short, the very
type of patient who is particularly likely to be ex-
cluded from alcohol treatment research. Practitioners
may be understandably wary about applying findings
from samples that have been “creamed” through ex-
clusion criteria to omit such disadvantaged and trou-
bled patients.

As for ethical consequences, the medical research
community has already reached consensus that Afri-
can Americans and more severely troubled individuals
have a legitimate expectation that publicly funded
medical science will be relevant to them (2). We do not
believe that the tendency of exclusion criteria to re-
duce the number of poor and African American indi-
viduals in treatment samples has been an outcome in-
tended by researchers. We are sure that researchers are
committed to having their work be useful in the treat-
ment of vulnerable populations; thus we have pointed
out how exclusion criteria can inadvertently subvert
this goal.

Obviously, exclusion criteria are sometimes neces-
sary. However, we concur with Wells (14) that the sci-
entific process of evaluating interventions is not com-
plete until studies with minimal or no exclusion
criteria are conducted, such as is more often the case in
the burgeoning field of health services research. Fund-
ing agencies can help treatment researchers conduct
such studies by recognizing that loosening or eliminat-
ing exclusion criteria may in some cases raise the cost
of conducting outcome research (14) (e.g., more funds
may be needed to locate more severely troubled partic-
ipants at follow-up). Because it seems unlikely that al-
cohol treatment research is the only area of research in
which exclusion criteria may compromise generaliz-
ability, we urge other psychiatric and medical research-
ers to undertake systematic analysis of these issues in
their own fields of intervention research.
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