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ABSTRACT

This report describes the rationale, methodology and findings of a cross-
national multicentre clinical trial of brief intervention procedures designed to
reduce the health risks associated with hazardous alcohol use. The study was
coordinated by the World Health Organization at collaborating centres in ten
countries: Costa Rica, Australia, the United Kingdom, Norway, Mexico,
Kenya, Bulgaria, the former Soviet Union, Zimbabwe, and the United States
of America. A total of 1,655 nonalcoholic heavy drinkers (1,356 males, 299
females) were recruited from hospital settings, primary health care clinics,
work sites and educational institutions. Of these, 73% were evaluated 2
minimum of six months following random assignment to either a control group,
a simple advice group, or a group receiving brief counselling. The results
showed a significant effect of the interventions on both average alcohol
consumption and intensity of drinking in the male samples, even after
controlling for demographic factors and sociocultural influences. For females
significant reductions were observed in both the control and the intervention
groups. The type of intervention was not related to the amount of change in
drinking behaviour, with five minutes of simple advice as effective as 20
minutes of brief counselling. It is concluded that brief intervention techniques
could make a significant contribution to early intervention and secondary
prevention if they were widely used in primary care settings.
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WORLD HEALTH ORGANIZATION :,
Project on Identification and Management i
of Alcohoi-related Problems

. Report on Phase II:
A Randomized Clinical Trial of Brief Interventions
in Primary Health Care

Chapter 1 ' 0

SUMMARY AND CONCLUSIONS
This report describes the rationale, methodology and findings of a cross-national multicentre
clinical trial of brief intervention procedures designed to reduce the health risks associated with
hazardous alcohol use. The aims of the project were: 1) to stdy the influence of simple advice and
brief counselling on the frequency and guantity of drinking; 2) to investigate the moderating role of
reduced consumption on the prevention of alcohol-related problems, and 3) to evaluate the ¢cross-national
generalizability of brief intervention techniques.

The study was coordinated by the Weorld Health Organization, Division of Mental Health, at
collaborating centres located in ten countries: Costa Rica, Australia, the United Kingdom, Ndrway,
Mexico, Kenya, Bulgaria, the Soviet Union, Zimbabwe, and the United States of America. The study
tested the hypothesis that the amount of change in al¢ohol consumption over a six month period is
proportional to the intensity of the intervention provided by a trained primary care health professional,
with increasing benefit resulting from simple advice, brief ¢ounselling, and extended counselling,
respectively. In addition, the study evaluated whether patients who reduced their drinking would also
experience fewer alcohol-related problems. .

i

After pregenting the rationale for conducting the project (Chapter 2), the research procedures
employed by the collaborating centres are described (Chapter 3). A total of 1,655 nonalcoholic heavy
drinkers (1,356 males, 299 females) were recruited from a combination of hospital settings, primary
care clinics, work sites and educational institutions. Of these, 73% were evaluated a minimum of six
months following random assignment to either control or intervention conditions. Eight centres
followed a "core" research design that consisted of randomly assigning heavy drinkers to either a
control group, a simple advice group, or a group receiving brief counselling. (One centre was unable
to randomize patients to an untreated control group, using standard outpatient treatment as a comparison
condition instaad. Another centre did not randomize patients but did compare matched groups.) In the
core design, the control group received only a 20-minute health interview. These individuals were then
contacted six months later for a follow-up evaluation. The Simple Advice group was exposed:to the
same general health interview plus five minutes of advice about the importance of sensible drinking or
abstinence. The Brief Counselling group received the same five minutes of advice as well as an
additional 15-minutes of counselling. The Brief Counselling group also received a self-help manual that
they were encouraged to use in the development of 2 "habit-breaking plan”.

Collaborating investigators could also add optional conditions to the core research design in order
to explore additional research questions that were considered too expensive or time consuming for ali
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centres to pursue. Six centres added an "extended counselling” condition that consisted of the initial
brief counselling sessions followed by three more meetings with the health worker to monitor progress
during the next six months. Two centres studied the effects of nonspecific health counselling on
drinking by adding conditions that controlled for the time and attention given to the patient.

Chapter 4 compares descriptive information from the ten centres. These data show that the
samples differed significantly in terms of demographic characteristics, drinking patterns, average daily
alcohol consumption and alcohol-related problems, In general, patients recruited from Bergen,
Moscow, San José, and Mexico City tended to be admitted to the study on the basis of their frequency
of intoxication, while those recruited from the other centres were considered appropriate because of the
high average levels of daily consumption. Either pattern of consumption, occurring in the absence of
serious dependence symptoms, qualified the patient for inclusion in the study, based on the assumption
that both frequent intoxication and high daily alcohol intake are risk factors that warrant intervention
at the primary care level. While the samples recruited into this study cannot be assumed to be
representative of the broader cultures they belong to, the findings are consistent with the different
patterns of drinking known to exist in these countries.

In addition to the comparison of demographic data and various drinking measures, multiple
classification analysis was conducted to evaluate a major premise of the investigation. This premise is
that the average level of alcohol consumption and the intensity of drinking should place heavy drinkers
at risk of various alcohol-refated problems, regardiess of cultural setting. To examine this assumption,
two indices of alcohol consumption (total amount of alcohol typically consumed per month and intensity
of drinking on a typical drinking day) were examined in relation to various indicators of alcohol-related
consequences, including physical complaints, hypertension, traumatic injury, affective disregulation,
concern expressed by others and psychosocial problems. The results showed that for both men and
wotnen, alcohol-related consequences in practically every category varied directly with the average
amount of daily consumption and the intensity of drinking per occasion. These findings were obtained
even after controlling for the effects of sociodemographic variables (age and education) and sociocultural
differences among the centres. The findings indicate that the pattern and amount of alcohol
consumption are important mediators of adverse consequences, and suggest that interventions designed
to reduce the quantity and frequency of drinking should reduce the risk of alcohol-related problems.

The outcome results of the ten parallel studies are presented in Chapters 5 through 14. These
centre reports also describe the typical drinking patterns of each country, the problems associated with
alcohol misuse, and the management of alcohol-related problems within that nation’s health system.
The results of the individual centre studies showed that significant reductions could be attributed directly
to the interventions in at least one of the primary dependent measures (average daily alcohol
consumption and intensity of drinking) at five sites (Australia, UK, USSR, USA and Zimbabwe) for
male heavy drinkers. Two centres (Mexico and Kenya) showed comparable reductions in both the
control and intervention groups, and two centres (Norway and Bulgaria) showed no changes. One
centre (Costa Rica) that assigned patients to standard treatment instead of an untreated control group
found that simple advice and brief counselling were as effective as more intensive standard treatment
in reducing the intensity of drinking in study patients. Female heavy drinkers studied at two sites
(Australia and USA) reduced their drinking at follow-up regardless of whether they were assigned to
the intervention conditions or the ¢control group.

To provide a clinical perspective to the findings, Chapter 15 presents representative case reports
written by the health advisers at each collaborating centre. This chapter also explores the process of
change that may be involved in a successful response to brief intervention.
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Following the clinical perspectives of the health advisers, Chapter 16 describes a series of
combined analyses based on pooled data from the eight centres that implemented the core study design.
These analyses not only summarize the cross-national findings, they also explore various moderator
variables that help to explain the results. The combined analyses show a significant effect of the
interventions on both average alcohol consumption and intensity of drinking in the male samples, even
after controlling for demographic factors and sociocultural influences. For females significant
reductions were observed in both the control and the intervention groups. The results also showed that
the intensity of the intervention was not related to the amount of change in drinking behaviour, with five
minutes of simple advice as effective as 20 minutes of brief counselling.

Male patients exposed to the interventions reported approximately 25% less daily alcohol
consumption than those in the control group. Relative reductions in the intensity of drinking were
approximately 16%. The results indicate that without brief interventions, 42% reduce their drinking
by one standard drink (1.5 cl) or more, 25% increase their drinking, and 33% do not change. With
intervention, 63% reduce their drinking, 14% drink more intensely, and 23% remain at the same level.
Assuming that the consequences of acute intoxication are the main health risks for patients in these
samples, and taking into account the improvement that can be expected spontaneously in 40% of the
patients, the results suggest that approximately one in five (20%) of the patients exposed to a brief
intervention will respond favourably. The results of both the mean comparisons and percentage changes
indicate that there was a significant reduction in dependence symptoms, and a trend (p < .03) towards
reductions in ¢oncern expressed by others and alcohol-related problems. While the numbers affected
are small, they do suggest that the social, occupational and health consequences of heavy drinking and
intoxication could be reduced if brief interventions were employed routinely.

For females significant reductions were observed in both the control and the intervention groups,
although there is some indication in the comparisons of percentage changes that the Brief Counselling
group improved more. A conservative interpretation of the results is that brief interventions per se do
not contribute as much to the reduction of heavy drinking in females as they do in males.

A number of personal and social characteristics were evaluated as possible moderators of the
patient’s response to the interventions. Only one variable showed a clear relation to the type of
intervention: simple advice worked best for male patients who had experienced a recent alcohol-related
problem, while brief counselling worked better for those who did not have a recent problem. These
results suggest that the effect of minimal intervention is enhanced when the risks of hazardous drinking
are consistent with the patient’s personal experience.

Chapter 17 concludes the report with a general discussion of the findings and their implications
for a public health approach to the early identification and secondary prevention of alcohol-related
problems. Given the very promising results of the present project, it is recommended that brief
intervention techniques receive widespread dissemination for use with heavy drinkers in primary care
settings. Before this can be accomplished, however, additional research and planning are required to
overcome barriers in the areas of early identification, training of primary care workers, and
administrative support for secondary prevention.
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Chapter 2
BACKGROUND TO THE STUDY i
T.F. Babor
INTRODUCTION

Alcohol-related disabilities have become a major source of concern in primary health care in both
developed and developing countries (1). In spite of the social, medical and economic costs of
alcohol-related problems, traditional approaches to the management of “alcoholism” have favored labour
intensive medical and social rehabilitation over early identification and secondary prevention. In 1980
a WHO Expert Committee (1) stressed the need for éfficient methods to detect persons with harmful
alcohol consumption before health and social consequences become pronounced, and called for the
development of strategies that could be applied in primary health care settings with a minimum'df time
and resources.

These recommendations came at a time when efforts to implement a public health approach to
alcohol-related problems had been initiated in several countries with promising results. These efforts
were designed to link a new generation of screening technologies to low-cost early intervention strategies
(2). The impetus for these programmes came in part from broader public health concern with the
relationship between lifestyle-related behavioural risk factors and disease prevalence (3). Because
lifestyle risk factors such as cigarette smoking, lack of exercise and excessive alcohol conSumption are
often amenable to brief interventions, increasing attention has been devoted to the development of
behaviour change programmes that could be implemented in primary care. g

Other reasons for the growing interest in alcohol screening and brief intervention are the apparent
effectiveness of various behaviour change techniques; the need to conserve health care resources,
especially in developing countries; the intuitive appeal of early intervention as a means of preventing
the development of alcohol dependence; changes in the conceptualization of al¢cohol-related disabilities
(2,4,5); and evidence suggesting that the burden of illness imposed on society by heavy drinkers is
comparable to that imposed by alcoholics (6). T

within this context, the WHO Collaborative Project on Identification and Management of
Alcohol-Related Problems (7) was initiated in 1982 to build on earlier efforts in Sweden (8), France
(9,10), the United Kingdom (11)-and the United States of America (12). The purpose of this praject was
twofold. In the first phase, six collaborating centres representing a broad variety of cultural groups and
health care systems contributed to the development of a simple screening instrument for persons at high
risk of alcohol problems (7,13). Phase X of this project, which is the subject of the present report, was
initiated in 1985 as a test of the potent:al usefulness of screening when it is linked to methods of brief
intervention for persons so identified i

Phase II was conducted in the form of a cross-national multicentre randomized clinicat trial. The
project’s primary goal was to evaluate low-cost intervention strategies suitable for use with heavy
drinkers in primary health care settings. The specific aims of the project were: 1) to study the relative
effects of simple advice and brief counselling on short-term changes in drinking behaviour; 2) to
investigate the mediating role of reduced alcohol consumption on the incidence of alcohol-related
problems; and 3) to evaluate the robustness and cross-national generalizability of brief intervention
strategies.
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The study was coordinated by the World Health Organization Division of Mental Health at
collaborating centres located in ten countries: Australia, Bulgaria, Costa Rica, Kenya, Mexico, Norway,
the United Kingdom, the Soviet Union, the United States of America and Zimbabwe, The major
hypothesis tested by this study is that simple advice and brief counselling would produce a significant
reduction in drinking behaviour over a six month period, with patients who receive counselling expected
to change more (in comparison with controls) than those exposed only to simple advice provided by a
health worker. A related hypothesis is that patients who reduce their drinking would also experience
fewer alcohol-related problems.

As discussed in Chapter 4 of this report, an underlying assumption of the brief intervention
procedures tested in this study is that chronic drinking and frequent alcohol intoxication increase
substantially the risk of social, medical and psychological problems (14,15,16). After describing the
basic ingredients of a public health approach to the secondary prevention of alcohol problems, research
dealing with the effectiveness of brief intervention is reviewed in the remainder of this chapter in order
10 establish a scientific basis for the initiation of the present study.

SCREENING FOR ALCOHOL PROBLEMS AND THE DEVELOPMENT OF AUDIT

Recent concern over the adverse consequences of aleohol consumption has focused attention on the
level at which those who drink are at risk of alcohol-related disabilities. A World Health Organization
(WHO) memorandum (17) recommends the term hazardous drinking to refer to that level of alcohol
consumption or pattern of drinking that, should it persist, is likely to result in harm to the drinker. In
contrast, harmful drinking is defined as alcohol use that has already resulted in adverse mental or
physical effects, The aim of this terminology is to provide clinicians and researchers with guidelines
for the identification of individuals at risk who may not meet the criteria for alcohol dependence. This
effort reflects a growing awareness of the potential for adverse consequences associated with what has
often been referred to as social or moderate drinking (14).

Screening is typically used to differentiate among apparently well people, separating those who
may have (or may be at risk of having) a medical condition from those who do not. Implicit in the
concept of screening is the assumption that there will be significant benefit to the health and well being
of the individual by virtue of having the condition detected at an early stage.

A variety of screening procedures have been developed to facilitate the early identification of
persons with harmful or potentially harmful alcohol consumption (18). Although most procedures have
been developed to identify active cases of alcohol dependence or "alcoholism”, many are useful for early
identification. These procedures include self-report instruments, objective tests of body fluids, and
clinical examinations.

These elements are all combined in AUDIT, the Alcohol Use Disorders Identification Test. In
1982 the World Health Organization asked an international group of investigators to develop a simple
screening instrument for use in primary care settings. Its purpose was to identify persons at risk for
alcohol problems, using procedures that were suitable for use by health workers in both developing and
developed countries. The investigators reviewed a variety of behavioural, laboratory and clinical
procedures that had been used for this purpose in different countries. They initiated a cross-national
study to select the best features of these various national approaches to screening (7,13).

Conducted simultaneously in Mexico, Australia, Bulgaria, Kenya, Norway, and USA, this research
led to the development of a simple culture-free screening instrument capable of identifying persons with
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garly alcohol problems and hazardous levels of alcohol consumption. The instrument was developed on
the basis of an extepsive validation study that evaluated 1905 patients recruited from various health
facilities in the six collaborating centres. The study demonstrated that a common screening instrument
could be employed in both developing and developed countries, and that the absolute level of alcohol
consumption that presents a significant elevation in the relative risk of alcohol problems (30 grams) is
similar regardless of cultural setting.

Unlike previous screening tests, the new instrument was aimed at the identification of hazardous
and harmful drinkers, rather than aleoholics. Special emphasis was given to measures that discriminate
between social drinkers and nonalcoholic excessive drinkers whose use of alcohol results in harm and
who are at high risk for future alcohol dependence. Two procedures were developed that can beiused
individually or in combination. The first is a ten-item "core” self-report screening instrument.. ‘Only
questions that refer specifically to alcohol are asked. The core procedure contains three questions on
the amount and frequency of drinking, three questions about alcohol dependence symptoms, and four
items dealing with personal and social problems associated with alcohol misuse. The questions
themselves were selected on the basis of their representativeness, correlation with alcohol consumption,
high face validity, and ability to dlstmgmsh light drinkers from those with harmful drinking.

Realizing that in some patients the AUDIT questions may not be answered accurately, a second
"Clinical Screening Procedure" was developed. This consists of two questions about traumatic injury,
five items on clinical examination, and a blood test, the serum GGT. The clinical screening procedure
does not refer directly to problems’ ‘with alcohol. It is considered particularly relevant for those smlatlons
where aleohol-specific questions cannot be asked with confidence.

Following the development of AUDIT, the second stage of the WHO project consisted of
evaluating the extent to which screening for harmful and hazardous drinking in primary care settmgs can
improve the health of patients at risk of alcohol-related problems. The rationale for Phase II emerged
from a growing international literature dealing with what has been variously described as early
intervention and secondary prevention programmes.

EARLY INTERVENTION AND SECONDARY PREVENTION

Programmes designed to identify and manage problem drinkers or those at risk of developing
alcohol-related problems have been considerably less ambitious than those dealing with the treatment of
alcohol dependence and chronic alcoholism. Nevertheless, a number of innovative clinical trials,
demonstration projects and treatment programmes have been initiated in a variety of countries: durmg
the past 20 years. -

These programmes can be characterized in terms of three important dimensions that have direct
relevance to the present study: 1) the timing of the intervention in the patient’s drinking career ‘(carly
vs late); 2) the intensity of the intervention (brief vs full); and 3) the goal of the intervention (total
abstinence vs moderate drmkmg, alcohol consumption vs broader changes in lifestyle or mental health)

Timing refers to the point at which the intervention takes place during the course of a person 8
drinking career. Early intervention is conducted before the onset of severe alcohol dependénce or
serious alcohol-related problems, with the purpose of preventing alcohol-related disabilities in persons
at risk. It combines early detection and clinical management for persons with hazardous drinking.
Management is provided before patients would present on their own volition and in moany cases before
they are aware that their drinking might cause problems. It is directed particularly at individuals who
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have not developed physical dependence or major medical or psychosocial complications. Secondary
prevention is the provision of therapeutic or remedial interventions to persons who have already
manifested alcohol-related problems, but who have not developed severe alcohol dependence. In contrast
to early intervention, secondary prevention is directed at persons affer the onset of alcohol-related
problems.

The intensity of an intervention refers to the investment of patient time and professional resources.
Brief intervention is any therapeutic or preventive activity undertaken by a health worker within a short
period of time. Although the duration or frequency of the brief intervention can vary, it generally ranges
from one to five sessions, which last no longer than one hour in length. Minimal intervention refers to
the shortest or least intensive activity that has a therapeutic or preventive effect. For example, five
minates of health advice or the provision of a self-help manual might be considered minimal
interventions. In contrast to brief and minimal interventions, outpatient treatment and residential
rehabilitation programmes represent a much higher investment of patient time and professional resources.

A third dimension to consider in the design of intervention programmes is the goal of the
intervention, The goal of the intervention refers to the main purpose or objective the programme is
designed to accomplish. The traditional goal of alcoholism treatment is lifetime abstinence. The
relevance of this goal has been considered unnecessary and even inappropriate for drinkers who are not .
severely dependent on alcohol (19). An alternative to abstinence that has been investigated as a goal and
as an outcome of treatment is moderate drinking. Several researchers have attempted to define
moderation in terms of the quantity and frequency of drinking (14,20), suggesting that hazardous and
harmful drinking can be distinguished in terms of the amount consumed and the consequences of
drinking. In addition to the proximal goal of changing drinking behaviour, many programmes have a
more distal goal of improving health or social adjustment, The Swedish intervention programmes
(21,22), for example, were designed to prevent medical and employment problems associated with
harmful drinking and to reduce the demand for health services.

RESEARCH ON BRIEF INTERVENTIONS

At the time the present study was initiated in 1985, only a small number of controlled studies had
been conducted to evaluate the effectiveness of early intervention and secondary prevention programmes,
These studies employed two types of research design. The first is called the pretest-posttest control
group design, in which a treatment group receiving an intervention is compared with a control group that
receives no intervention. The second design is called a comparative outcome study. In this design, two
or more techniques are evaluated to find the most effective intervention for a given drinking problem
or patient population. Control group designs address the question: Does an intervention have a
clinically meaningful and statistically significant effect, over and above the change that might be expected
to occur for a variety of other reasons? For example, a diagnostic interview that draws attention to
alcohol-related problems may lead some patients to modify their drinking. Another cause of change is
statistical regression. This results when persons who report heavy drinking at one time return to a more
typical level of moderate drinking at a later time. Because brief intervention studies typically select
patients at a time when they are drinking heavily, it is likely that many will regress to the mean ¢ven
without the intervention. By means of an untreated control group, researchers can estimate the relative
contributions of the intervention and statistical regression.

The second kind of research design employed in brief intervention research is the comparative
outcome study. These studies address the question: What works best for whom? Once there is good
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evidence that an intervention is effective, these studies compare different modalities, techmques and
populations to evaluate the ingredients and limits of effectiveness. :

Control group studies, In one of the first pretest posttest control group studies, Kristenson and
colleagues in Malmo, Sweden, recruited middle-aged men who had been identified as "heavy drinkers”
as part of a general health screening project (8,22). Those identified as having elevated levels of
gamma-glutamyl transpeptidase (GGT) were randomly assigned to either a counseiling group or a control
group. Although the GGT values of both groups decreased significantly, over a six year period the
intervention group showed greater improvement in terms of absenteeism, sick days and days hospitalized.
The study showed that a simple intervention based on regular feedback about a biochemical marker had
a beneficial effect on the drinking habits and physical health of a population considered at risk. -

A related study was conducted in Scotland at the Edinburgh Royal Infirmary to assess the
effectiveness of one session of brief counselling and a self-help manual with nonalcoholic, socially stable
problem drinkers identified in a general hogpital (23). Screening was conducted by a nurse who
administered a 10-minute interview covering drinking habits, medical history, and social background.
The findings showed that while both the counselling and control groups reported significantly less:alcohol
consumption at the one-year follow-up evaluation, the counselling group indicated fewer alcohol-related
problems, greater reduction in GGT values, and better performance on a global outcome measure.

Another study, also conducted in Scotland, evaluated a demonstration programme designed to
involve primary care physicians in the identification and management of problem drinkers (24). -Known
as the DRAMS Project (Drinking Responsibly and Moderately with Self- Control), the programume aimed
at reducing the patient’s alcohol intake by means of patient-education materials. The DRAMS
programme was subjected to a controlled trial using 16 GPs who screened patients using a short health
questionnaire. Males drinking above 20 standard drinks per week and females drinking more than 11
drinks per week were randomly assigned to three groups: one receiving the DRAMS materials, a second
receiving only advice to limit their drinking, and a control group that was asked to return in. several
months for a follow-up blood test. At the six-month follow-up evaluation there was a signiﬁcant
reduction in the previous month’s alcohol consumption for the combined sample, but there were no
differences between groups. In their interpretation of these results, the authors note that some of the GPs
did not implement the study protocol properly. Many of the patients in the DRAMS condition did not
comply with the doctor’s recommendations, and the control group received some discussion of their
drinking. This, combined with the small sample size, may have accounted for the lack of s1gmﬁcant
differences among groups.

Comparative outcome studies. In contrast to control group studies, recruitment in comparative
outcome studies is generally through voluntary self-referrals, instead of routing screening initiated by
the health worker. Other differences are the sample sizes (which tend to be smaller), the number of
conditions (which tend to be greater), and the intensity of the interventions (which tend to have more
seggions). ;

One of the most influential studies of this kind is the Maudsley treatment vs advice trial (25). This
study was designed as a comparative outcome investigation contrasting standard marital couplestherapy
with one session of "brief counselling or advice". The couples therapy group (N = 50) received both
marital and general counselling. The treatment was designed to be maximally intensive during the first
three months, with less frequent contact during the subsequent nine months. Patients received an'average
of ten outpatient sessions and three weeks of inpatient treatment. The advice condition (N: = 50),
delivered by a psychiatrist, was carefully structured, had a number of specific types of advice, and







